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130 STAT. 1033 PUBLIC LAW 114–255—DEC. 13, 2016 


Public Law 114–255 
114th Congress 


An Act 
To accelerate the discovery, development, and delivery of 21st century cures, and 


for other purposes. 


Be it enacted by the Senate and House of Representatives of 
the United States of America in Congress assembled, 
SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 


(a) SHORT TITLE.—This Act may be cited as the ‘‘21st Century 
Cures Act’’. 


(b) TABLE OF CONTENTS.—The table of contents for this Act 
is as follows: 


Sec. 1. Short title; table of contents. 


DIVISION A—21ST CENTURY CURES 
Sec. 1000. Short title. 


TITLE I—INNOVATION PROJECTS AND STATE RESPONSES TO OPIOID 
ABUSE 


Sec. 1001. Beau Biden Cancer Moonshot and NIH innovation projects. 
Sec. 1002. FDA innovation projects. 
Sec. 1003. Account for the state response to the opioid abuse crisis. 
Sec. 1004. Budgetary treatment. 


TITLE II—DISCOVERY 


Subtitle A—National Institutes of Health Reauthorization 
Sec. 2001. National Institutes of Health Reauthorization. 
Sec. 2002. EUREKA prize competitions. 


Subtitle B—Advancing Precision Medicine 
Sec. 2011. Precision Medicine Initiative. 
Sec. 2012. Privacy protection for human research subjects. 
Sec. 2013. Protection of identifiable and sensitive information. 
Sec. 2014. Data sharing. 


Subtitle C—Supporting Young Emerging Scientists 
Sec. 2021. Investing in the next generation of researchers. 
Sec. 2022. Improvement of loan repayment program. 


Subtitle D—National Institutes of Health Planning and Administration 
Sec. 2031. National Institutes of Health strategic plan. 
Sec. 2032. Triennial reports. 
Sec. 2033. Increasing accountability at the National Institutes of Health. 
Sec. 2034. Reducing administrative burden for researchers. 
Sec. 2035. Exemption for the National Institutes of Health from the Paperwork Re-


duction Act requirements. 
Sec. 2036. High-risk, high-reward research. 
Sec. 2037. National Center for Advancing Translational Sciences. 
Sec. 2038. Collaboration and coordination to enhance research. 
Sec. 2039. Enhancing the rigor and reproducibility of scientific research. 
Sec. 2040. Improving medical rehabilitation research at the National Institutes of 


Health. 


21st Century 
Cures Act. 
42 USC 201 note. 


Dec. 13, 2016 
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Sec. 2041. Task force on research specific to pregnant women and lactating women. 
Sec. 2042. Streamlining National Institutes of Health reporting requirements. 
Sec. 2043. Reimbursement for research substances and living organisms. 
Sec. 2044. Sense of Congress on increased inclusion of underrepresented popu-


lations in clinical trials. 


Subtitle E—Advancement of the National Institutes of Health Research and Data 
Access 


Sec. 2051. Technical updates to clinical trials database. 
Sec. 2052. Compliance activities reports. 
Sec. 2053. Updates to policies to improve data. 
Sec. 2054. Consultation. 


Subtitle F—Facilitating Collaborative Research 
Sec. 2061. National neurological conditions surveillance system. 
Sec. 2062. Tick-borne diseases. 
Sec. 2063. Accessing, sharing, and using health data for research purposes. 


Subtitle G—Promoting Pediatric Research 
Sec. 2071. National pediatric research network. 
Sec. 2072. Global pediatric clinical study network. 


TITLE III—DEVELOPMENT 


Subtitle A—Patient-Focused Drug Development 
Sec. 3001. Patient experience data. 
Sec. 3002. Patient-focused drug development guidance. 
Sec. 3003. Streamlining patient input. 
Sec. 3004. Report on patient experience drug development. 


Subtitle B—Advancing New Drug Therapies 
Sec. 3011. Qualification of drug development tools. 
Sec. 3012. Targeted drugs for rare diseases. 
Sec. 3013. Reauthorization of program to encourage treatments for rare pediatric 


diseases. 
Sec. 3014. GAO study of priority review voucher programs. 
Sec. 3015. Amendments to the Orphan Drug grants. 
Sec. 3016. Grants for studying continuous drug manufacturing. 


Subtitle C—Modern Trial Design and Evidence Development 
Sec. 3021. Novel clinical trial designs. 
Sec. 3022. Real world evidence. 
Sec. 3023. Protection of human research subjects. 
Sec. 3024. Informed consent waiver or alteration for clinical investigations. 


Subtitle D—Patient Access to Therapies and Information 
Sec. 3031. Summary level review. 
Sec. 3032. Expanded access policy. 
Sec. 3033. Accelerated approval for regenerative advanced therapies. 
Sec. 3034. Guidance regarding devices used in the recovery, isolation, or delivery 


of regenerative advanced therapies. 
Sec. 3035. Report on regenerative advanced therapies. 
Sec. 3036. Standards for regenerative medicine and regenerative advanced thera-


pies. 
Sec. 3037. Health care economic information. 
Sec. 3038. Combination product innovation. 


Subtitle E—Antimicrobial Innovation and Stewardship 
Sec. 3041. Antimicrobial resistance monitoring. 
Sec. 3042. Limited population pathway. 
Sec. 3043. Prescribing authority. 
Sec. 3044. Susceptibility test interpretive criteria for microorganisms; antimicrobial 


susceptibility testing devices. 


Subtitle F—Medical Device Innovations 
Sec. 3051. Breakthrough devices. 
Sec. 3052. Humanitarian device exemption. 
Sec. 3053. Recognition of standards. 
Sec. 3054. Certain class I and class II devices. 
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Sec. 3055. Classification panels. 
Sec. 3056. Institutional review board flexibility. 
Sec. 3057. CLIA waiver improvements. 
Sec. 3058. Least burdensome device review. 
Sec. 3059. Cleaning instructions and validation data requirement. 
Sec. 3060. Clarifying medical software regulation. 


Subtitle G—Improving Scientific Expertise and Outreach at FDA 
Sec. 3071. Silvio O. Conte Senior Biomedical Research and Biomedical Product As-


sessment Service. 
Sec. 3072. Hiring authority for scientific, technical, and professional personnel. 
Sec. 3073. Establishment of Food and Drug Administration Intercenter Institutes. 
Sec. 3074. Scientific engagement. 
Sec. 3075. Drug surveillance. 
Sec. 3076. Reagan-Udall Foundation for the Food and Drug Administration. 


Subtitle H—Medical Countermeasures Innovation 
Sec. 3081. Medical countermeasure guidelines. 
Sec. 3082. Clarifying BARDA contracting authority. 
Sec. 3083. Countermeasure budget plan. 
Sec. 3084. Medical countermeasures innovation. 
Sec. 3085. Streamlining Project BioShield procurement. 
Sec. 3086. Encouraging treatments for agents that present a national security 


threat. 
Sec. 3087. Paperwork Reduction Act waiver during a public health emergency. 
Sec. 3088. Clarifying Food and Drug Administration emergency use authorization. 


Subtitle I—Vaccine Access, Certainty, and Innovation 
Sec. 3091. Predictable review timelines of vaccines by the Advisory Committee on 


Immunization Practices. 
Sec. 3092. Review of processes and consistency of Advisory Committee on Immuni-


zation Practices recommendations. 
Sec. 3093. Encouraging vaccine innovation. 


Subtitle J—Technical Corrections 
Sec. 3101. Technical corrections. 
Sec. 3102. Completed studies. 


TITLE IV—DELIVERY 
Sec. 4001. Assisting doctors and hospitals in improving quality of care for patients. 
Sec. 4002. Transparent reporting on usability, security, and functionality. 
Sec. 4003. Interoperability. 
Sec. 4004. Information blocking. 
Sec. 4005. Leveraging electronic health records to improve patient care. 
Sec. 4006. Empowering patients and improving patient access to their electronic 


health information. 
Sec. 4007. GAO study on patient matching. 
Sec. 4008. GAO study on patient access to health information. 
Sec. 4009. Improving Medicare local coverage determinations. 
Sec. 4010. Medicare pharmaceutical and technology ombudsman. 
Sec. 4011. Medicare site-of-service price transparency. 
Sec. 4012. Telehealth services in Medicare. 


TITLE V—SAVINGS 
Sec. 5001. Savings in the Medicare Improvement Fund. 
Sec. 5002. Medicaid reimbursement to States for durable medical equipment. 
Sec. 5003. Penalties for violations of grants, contracts, and other agreements. 
Sec. 5004. Reducing overpayments of infusion drugs. 
Sec. 5005. Increasing oversight of termination of Medicaid providers. 
Sec. 5006. Requiring publication of fee-for-service provider directory. 
Sec. 5007. Fairness in Medicaid supplemental needs trusts. 
Sec. 5008. Eliminating Federal financial participation with respect to expenditures 


under Medicaid for agents used for cosmetic purposes or hair growth. 
Sec. 5009. Amendment to the Prevention and Public Health Fund. 
Sec. 5010. Strategic Petroleum Reserve drawdown. 
Sec. 5011. Rescission of portion of ACA territory funding. 
Sec. 5012. Medicare coverage of home infusion therapy. 


DIVISION B—HELPING FAMILIES IN MENTAL HEALTH CRISIS 
Sec. 6000. Short title. 
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TITLE VI—STRENGTHENING LEADERSHIP AND ACCOUNTABILITY 


Subtitle A—Leadership 
Sec. 6001. Assistant Secretary for Mental Health and Substance Use. 
Sec. 6002. Strengthening the leadership of the Substance Abuse and Mental Health 


Services Administration. 
Sec. 6003. Chief Medical Officer. 
Sec. 6004. Improving the quality of behavioral health programs. 
Sec. 6005. Strategic plan. 
Sec. 6006. Biennial report concerning activities and progress. 
Sec. 6007. Authorities of centers for mental health services, substance abuse pre-


vention, and substance abuse treatment. 
Sec. 6008. Advisory councils. 
Sec. 6009. Peer review. 


Subtitle B—Oversight and Accountability 
Sec. 6021. Improving oversight of mental and substance use disorders programs 


through the Assistant Secretary for Planning and Evaluation. 
Sec. 6022. Reporting for protection and advocacy organizations. 
Sec. 6023. GAO study. 


Subtitle C—Interdepartmental Serious Mental Illness Coordinating Committee 
Sec. 6031. Interdepartmental Serious Mental Illness Coordinating Committee. 


TITLE VII—ENSURING MENTAL AND SUBSTANCE USE DISORDERS PRE-
VENTION, TREATMENT, AND RECOVERY PROGRAMS KEEP PACE WITH 
SCIENCE AND TECHNOLOGY 


Sec. 7001. Encouraging innovation and evidence-based programs. 
Sec. 7002. Promoting access to information on evidence-based programs and prac-


tices. 
Sec. 7003. Priority mental health needs of regional and national significance. 
Sec. 7004. Priority substance use disorder treatment needs of regional and national 


significance. 
Sec. 7005. Priority substance use disorder prevention needs of regional and na-


tional significance. 


TITLE VIII—SUPPORTING STATE PREVENTION ACTIVITIES AND 
RESPONSES TO MENTAL HEALTH AND SUBSTANCE USE DISORDER NEEDS 
Sec. 8001. Community mental health services block grant. 
Sec. 8002. Substance abuse prevention and treatment block grant. 
Sec. 8003. Additional provisions related to the block grants. 
Sec. 8004. Study of distribution of funds under the substance abuse prevention and 


treatment block grant and the community mental health services block 
grant. 


TITLE IX—PROMOTING ACCESS TO MENTAL HEALTH AND SUBSTANCE 
USE DISORDER CARE 


Subtitle A—Helping Individuals and Families 
Sec. 9001. Grants for treatment and recovery for homeless individuals. 
Sec. 9002. Grants for jail diversion programs. 
Sec. 9003. Promoting integration of primary and behavioral health care. 
Sec. 9004. Projects for assistance in transition from homelessness. 
Sec. 9005. National Suicide Prevention Lifeline Program. 
Sec. 9006. Connecting individuals and families with care. 
Sec. 9007. Strengthening community crisis response systems. 
Sec. 9008. Garrett Lee Smith Memorial Act reauthorization. 
Sec. 9009. Adult suicide prevention. 
Sec. 9010. Mental health awareness training grants. 
Sec. 9011. Sense of Congress on prioritizing American Indians and Alaska Native 


youth within suicide prevention programs. 
Sec. 9012. Evidence-based practices for older adults. 
Sec. 9013. National violent death reporting system. 
Sec. 9014. Assisted outpatient treatment. 
Sec. 9015. Assertive community treatment grant program. 
Sec. 9016. Sober truth on preventing underage drinking reauthorization. 
Sec. 9017. Center and program repeals. 


Subtitle B—Strengthening the Health Care Workforce 
Sec. 9021. Mental and behavioral health education and training grants. 
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Sec. 9022. Strengthening the mental and substance use disorders workforce. 
Sec. 9023. Clarification on current eligibility for loan repayment programs. 
Sec. 9024. Minority fellowship program. 
Sec. 9025. Liability protections for health professional volunteers at community 


health centers. 
Sec. 9026. Reports. 


Subtitle C—Mental Health on Campus Improvement 
Sec. 9031. Mental health and substance use disorder services on campus. 
Sec. 9032. Interagency Working Group on College Mental Health. 
Sec. 9033. Improving mental health on college campuses. 


TITLE X—STRENGTHENING MENTAL AND SUBSTANCE USE DISORDER 
CARE FOR CHILDREN AND ADOLESCENTS 


Sec. 10001. Programs for children with a serious emotional disturbance. 
Sec. 10002. Increasing access to pediatric mental health care. 
Sec. 10003. Substance use disorder treatment and early intervention services for 


children and adolescents. 
Sec. 10004. Children’s recovery from trauma. 
Sec. 10005. Screening and treatment for maternal depression. 
Sec. 10006. Infant and early childhood mental health promotion, intervention, and 


treatment. 


TITLE XI—COMPASSIONATE COMMUNICATION ON HIPAA 
Sec. 11001. Sense of Congress. 
Sec. 11002. Confidentiality of records. 
Sec. 11003. Clarification on permitted uses and disclosures of protected health in-


formation. 
Sec. 11004. Development and dissemination of model training programs. 


TITLE XII—MEDICAID MENTAL HEALTH COVERAGE 
Sec. 12001. Rule of construction related to Medicaid coverage of mental health 


services and primary care services furnished on the same day. 
Sec. 12002. Study and report related to Medicaid managed care regulation. 
Sec. 12003. Guidance on opportunities for innovation. 
Sec. 12004. Study and report on Medicaid emergency psychiatric demonstration 


project. 
Sec. 12005. Providing EPSDT services to children in IMDs. 
Sec. 12006. Electronic visit verification system required for personal care services 


and home health care services under Medicaid. 


TITLE XIII—MENTAL HEALTH PARITY 
Sec. 13001. Enhanced compliance with mental health and substance use disorder 


coverage requirements. 
Sec. 13002. Action plan for enhanced enforcement of mental health and substance 


use disorder coverage. 
Sec. 13003. Report on investigations regarding parity in mental health and sub-


stance use disorder benefits. 
Sec. 13004. GAO study on parity in mental health and substance use disorder ben-


efits. 
Sec. 13005. Information and awareness on eating disorders. 
Sec. 13006. Education and training on eating disorders. 
Sec. 13007. Clarification of existing parity rules. 


TITLE XIV—MENTAL HEALTH AND SAFE COMMUNITIES 


Subtitle A—Mental Health and Safe Communities 
Sec. 14001. Law enforcement grants for crisis intervention teams, mental health 


purposes. 
Sec. 14002. Assisted outpatient treatment programs. 
Sec. 14003. Federal drug and mental health courts. 
Sec. 14004. Mental health in the judicial system. 
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Sec. 14006. Assistance for individuals transitioning out of systems. 
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Sec. 14012. Co-occurring substance abuse and mental health challenges in residen-
tial substance abuse treatment programs. 


Sec. 14013. Mental health and drug treatment alternatives to incarceration pro-
grams. 


Sec. 14014. National criminal justice and mental health training and technical as-
sistance. 
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Sec. 15000. Short title. 


TITLE XV—PROVISIONS RELATING TO MEDICARE PART A 
Sec. 15001. Development of Medicare HCPCS version of MS–DRG codes for similar 


hospital services. 
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Sec. 15010. Temporary extension to the application of the Medicare LTCH site neu-
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TITLE XVI—PROVISIONS RELATING TO MEDICARE PART B 
Sec. 16001. Continuing Medicare payment under HOPD prospective payment sys-


tem for services furnished by mid-build off-campus outpatient depart-
ments of providers. 


Sec. 16002. Treatment of cancer hospitals in off-campus outpatient department of 
a provider policy. 


Sec. 16003. Treatment of eligible professionals in ambulatory surgical centers for 
meaningful use and MIPS. 


Sec. 16004. Continuing Access to Hospitals Act of 2016. 
Sec. 16005. Delay of implementation of Medicare fee schedule adjustments for 
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under Medicare. 
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TITLE XVII—OTHER MEDICARE PROVISIONS 
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Sec. 17002. Requirement for enrollment data reporting for Medicare. 
Sec. 17003. Updating the Welcome to Medicare package. 
Sec. 17004. No payment for items and services furnished by newly enrolled pro-


viders or suppliers within a temporary moratorium area. 
Sec. 17005. Preservation of Medicare beneficiary choice under Medicare Advantage. 
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vantage plan. 
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TITLE XVIII—OTHER PROVISIONS 
Sec. 18001. Exception from group health plan requirements for qualified small em-


ployer health reimbursement arrangements. 


DIVISION A—21ST CENTURY CURES 


SEC. 1000. SHORT TITLE. 


This Division may be cited as the ‘‘21st Century Cures Act’’. 


TITLE I—INNOVATION PROJECTS AND 
STATE RESPONSES TO OPIOID ABUSE 


SEC. 1001. BEAU BIDEN CANCER MOONSHOT AND NIH INNOVATION 
PROJECTS. 


(a) IN GENERAL.—The Director of the National Institutes of 
Health (referred to in this section as the ‘‘Director of NIH’’) shall 
use any funds appropriated pursuant to the authorization of appro-
priations in subsection (b)(3) to carry out the National Institutes 
of Health innovation projects described in subsection (b)(4) (referred 
to in this section as the ‘‘NIH Innovation Projects’’). 


(b) NATIONAL INSTITUTES OF HEALTH INNOVATION ACCOUNT.— 
(1) ESTABLISHMENT OF NIH INNOVATION ACCOUNT.—There 


is established in the Treasury an account, to be known as 
the ‘‘NIH Innovation Account’’ (referred to in this subsection 
as the ‘‘Account’’), for purposes of carrying out the NIH Innova-
tion Projects described in paragraph (4). 


(2) TRANSFER OF DIRECT SPENDING SAVINGS.— 
(A) IN GENERAL.—The following amounts shall be 


transferred to the Account from the general fund of the 
Treasury: 


(i) For fiscal year 2017, $352,000,000. 
(ii) For fiscal year 2018, $496,000,000. 
(iii) For fiscal year 2019, $711,000,000. 
(iv) For fiscal year 2020, $492,000,000. 
(v) For fiscal year 2021, $404,000,000. 
(vi) For fiscal year 2022, $496,000,000. 
(vii) For fiscal year 2023, $1,085,000,000. 
(viii) For fiscal year 2024, $407,000,000. 
(ix) For fiscal year 2025, $127,000,000. 
(x) For fiscal year 2026, $226,000,000. 


(B) AMOUNTS DEPOSITED.—Any amounts transferred 
under subparagraph (A) shall remain unavailable in the 
Account until such amounts are appropriated pursuant 
to paragraph (3). 
(3) APPROPRIATIONS.— 


(A) AUTHORIZATION OF APPROPRIATIONS.—For each of 
the fiscal years 2017 through 2026, there is authorized 


42 USC 201 note. 


21st Century 
Cures Act. 
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to be appropriated from the Account to the Director of 
NIH, for the purpose of carrying out the NIH Innovation 
Projects, an amount not to exceed the total amount trans-
ferred to the Account under paragraph (2)(A), to remain 
available until expended. 


(B) OFFSETTING FUTURE APPROPRIATIONS.—For any of 
fiscal years 2017 through 2026, for any discretionary appro-
priation under the heading ‘‘NIH Innovation Account’’ pro-
vided to the Director of NIH pursuant to the authorization 
of appropriations under subparagraph (A) for the purpose 
of carrying out the NIH Innovation Projects, the total 
amount of such appropriations for the applicable fiscal 
year (not to exceed the total amount remaining in the 
Account) shall be subtracted from the estimate of discre-
tionary budget authority and the resulting outlays for any 
estimate under the Congressional Budget and Impound-
ment Control Act of 1974 or the Balanced Budget and 
Emergency Deficit Control Act of 1985, and the amount 
transferred to the Account shall be reduced by the same 
amount. 
(4) NIH INNOVATION PROJECTS.—NIH Innovation Projects 


authorized to be funded under this section shall consist of 
the following and, of the total amounts authorized to be appro-
priated under paragraph (3), there are authorized to be appro-
priated to each such project a total amount not to exceed 
the following, over the period of fiscal years 2017 through 
2026: 


(A) For the Precision Medicine Initiative, including 
for the advancement of a cohort of individuals to support 
the goals of the Precision Medicine Initiative, not to exceed 
a total of $1,455,000,000, as follows: 


(i) For fiscal year 2017, $40,000,000. 
(ii) For fiscal year 2018, $100,000,000. 
(iii) For fiscal year 2019, $186,000,000. 
(iv) For fiscal year 2020, $149,000,000. 
(v) For fiscal year 2021, $109,000,000. 
(vi) For fiscal year 2022, $150,000,000. 
(vii) For fiscal year 2023, $419,000,000. 
(viii) For fiscal year 2024, $235,000,000. 
(ix) For fiscal year 2025, $36,000,000. 
(x) For fiscal year 2026, $31,000,000. 


(B) For the Brain Research through Advancing Innova-
tive Neurotechnologies Initiative (known as the ‘‘BRAIN 
Initiative’’), not to exceed a total of $1,511,000,000, as 
follows: 


(i) For fiscal year 2017, $10,000,000. 
(ii) For fiscal year 2018, $86,000,000. 
(iii) For fiscal year 2019, $115,000,000. 
(iv) For fiscal year 2020, $140,000,000. 
(v) For fiscal year 2021, $100,000,000. 
(vi) For fiscal year 2022, $152,000,000. 
(vii) For fiscal year 2023, $450,000,000. 
(viii) For fiscal year 2024, $172,000,000. 
(ix) For fiscal year 2025, $91,000,000. 
(x) For fiscal year 2026, $195,000,000. 


(C) To support cancer research, such as the develop-
ment of cancer vaccines, the development of more sensitive 
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diagnostic tests for cancer, immunotherapy and the 
development of combination therapies, and research that 
has the potential to transform the scientific field, that 
has inherently higher risk, and that seeks to address major 
challenges related to cancer, not to exceed a total of 
$1,800,000,000, as follows: 


(i) For fiscal year 2017, $300,000,000. 
(ii) For fiscal year 2018, $300,000,000. 
(iii) For fiscal year 2019, $400,000,000. 
(iv) For fiscal year 2020, $195,000,000. 
(v) For fiscal year 2021, $195,000,000. 
(vi) For fiscal year 2022, $194,000,000. 
(vii) For fiscal year 2023, $216,000,000. 


(D) For the National Institutes of Health, in coordina-
tion with the Food and Drug Administration, to award 
grants and contracts for clinical research to further the 
field of regenerative medicine using adult stem cells, 
including autologous stem cells, for which grants and con-
tracts shall be contingent upon the recipient making avail-
able non-Federal contributions toward the costs of such 
research in an amount not less than $1 for each $1 of 
Federal funds provided in the award, not to exceed a total 
of $30,000,000, as follows: 


(i) For fiscal year 2017, $2,000,000. 
(ii) For each of fiscal years 2018 and 2019, 


$10,000,000. 
(iii) For fiscal year 2020, $8,000,000. 
(iv) For each of fiscal years 2021 through 2026, 


$0. 
(c) ACCOUNTABILITY AND OVERSIGHT.— 


(1) WORK PLAN.— 
(A) IN GENERAL.—Not later than 180 days after the 


date of enactment of this Act, the Director of NIH shall 
submit to the Committee on Health, Education, Labor, 
and Pensions and the Committee on Appropriations of the 
Senate and the Committee on Energy and Commerce and 
the Committee on Appropriations of the House of Rep-
resentatives, a work plan including the proposed allocation 
of funds authorized to be appropriated pursuant to sub-
section (b)(3) for each of fiscal years 2017 through 2026 
for the NIH Innovation Projects and the contents described 
in subparagraph (B). 


(B) CONTENTS.—The work plan submitted under 
subparagraph (A) shall include— 


(i) recommendations from the Advisory Committee 
described in subparagraph (C); 


(ii) the amount of money to be obligated or 
expended in each fiscal year for each NIH Innovation 
Project; 


(iii) a description and justification of each such 
project; and 


(iv) a description of how each such project supports 
the strategic research priorities identified in the NIH 
Strategic Plan under subsection (m) of section 402 
of the Public Health Service Act (42 U.S.C. 282), as 
added by section 2031. 
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(C) RECOMMENDATIONS.—Prior to submitting the work 
plan under this paragraph, the Director of NIH shall seek 
recommendations from the Advisory Committee to the 
Director of NIH appointed under section 222 of the Public 
Health Service Act (42 U.S.C. 217a) on— 


(i) the allocations of funds appropriated pursuant 
to the authorization of appropriations under subsection 
(b)(3) for each of fiscal years 2017 through 2026; and 


(ii) on the contents of the proposed work plan. 
(2) REPORTS.— 


(A) ANNUAL REPORTS.—Not later than October 1 of 
each of fiscal years 2018 through 2027, the Director of 
NIH shall submit to the Committee on Health, Education, 
Labor, and Pensions and the Committee on Appropriations 
of the Senate and the Committee on Energy and Commerce 
and the Committee on Appropriations of the House of Rep-
resentatives, a report including— 


(i) the amount of money obligated or expended 
in the prior fiscal year for each NIH Innovation Project; 


(ii) a description of any such project using funds 
provided pursuant to the authorization of appropria-
tions under subsection (b)(3); and 


(iii) whether such projects are advancing the stra-
tegic research priorities identified in the NIH Strategic 
Plan under subsection (m) of section 402 of the Public 
Health Service Act (42 U.S.C. 282), as added by section 
2031. 
(B) ADDITIONAL REPORTS.—At the request of the Com-


mittee on Health, Education, Labor, and Pensions or the 
Committee on Appropriations of the Senate, or the Com-
mittee on Energy and Commerce or the Committee on 
Appropriations of the House of Representatives, the 
Director of NIH shall provide an update in the form of 
testimony and any additional reports to the respective 
congressional committee regarding the allocation of funding 
under this section or the description of the NIH Innovation 
Projects. 


(d) LIMITATIONS.—Notwithstanding any transfer authority 
authorized by this Act or any appropriations Act, any funds made 
available pursuant to the authorization of appropriations under 
subsection (b)(3) may not be used for any purpose other than 
a NIH Innovation Project. 


(e) SUNSET.—This section shall expire on September 30, 2026. 


SEC. 1002. FDA INNOVATION PROJECTS. 


(a) IN GENERAL.—The Commissioner of Food and Drugs 
(referred to in this section as the ‘‘Commissioner’’) shall use any 
funds appropriated pursuant to the authorization of appropriations 
under subsection (b)(3) to carry out the activities described in 
subsection (b)(4). 


(b) FDA INNOVATION ACCOUNT.— 
(1) ESTABLISHMENT OF FDA INNOVATION ACCOUNT.—There 


is established in the Treasury an account, to be known as 
the ‘‘FDA Innovation Account’’ (referred to in this subsection 
as the ‘‘Account’’), for purposes of carrying out the activities 
described in paragraph (4). 


(2) TRANSFER OF DIRECT SPENDING SAVINGS.— 
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(A) IN GENERAL.—For each of fiscal years 2017 through 
2025, the following amounts shall be transferred to the 
Account from the general fund of the Treasury: 


(i) For fiscal year 2017, $20,000,000. 
(ii) For fiscal year 2018, $60,000,000. 
(iii) For fiscal year 2019, $70,000,000. 
(iv) For fiscal year 2020, $75,000,000. 
(v) For fiscal year 2021, $70,000,000. 
(vi) For fiscal year 2022, $50,000,000. 
(vii) For fiscal year 2023, $50,000,000. 
(viii) For fiscal year 2024, $50,000,000. 
(ix) For fiscal year 2025, $55,000,000. 


(B) AMOUNTS DEPOSITED.—Any amounts transferred 
under subparagraph (A) shall remain unavailable in the 
Account until such amounts are appropriated pursuant 
to paragraph (3). 
(3) APPROPRIATIONS.— 


(A) AUTHORIZATION OF APPROPRIATIONS.—For each of 
the fiscal years 2017 through 2025, there is authorized 
to be appropriated from the Account to the Commissioner, 
for the purpose of carrying out the activities described 
in paragraph (5), an amount not to exceed the total amount 
transferred to the Account under paragraph (2)(A), to 
remain available until expended. 


(B) OFFSETTING FUTURE APPROPRIATIONS.—For any of 
fiscal years 2017 through 2025, for any discretionary appro-
priation under the heading ‘‘FDA Innovation Account’’ pro-
vided to the Commissioner pursuant to the authorization 
of appropriations under subparagraph (A) for the purpose 
of carrying out the projects activities described in para-
graph (4), the total amount of such appropriations in the 
applicable fiscal year (not to exceed the total amount 
remaining in the Account) shall be subtracted from the 
estimate of discretionary budget authority and the resulting 
outlays for any estimate under the Congressional Budget 
and Impoundment Control Act of 1974 or the Balanced 
Budget and Emergency Deficit Control Act of 1985, and 
the amount transferred to the Account shall be reduced 
by the same amount. 
(4) FDA ACTIVITIES.—The activities authorized to be funded 


under this section are the activities under subtitles A through 
F (including the amendments made by such subtitles) of title 
III of this Act and section 1014 of the Federal Food, Drug, 
and Cosmetic Act, as added by section 3073 of this Act. 
(c) ACCOUNTABILITY AND OVERSIGHT.— 


(1) WORK PLAN.— 
(A) IN GENERAL.—Not later than 180 days after the 


date of enactment of this Act, the Commissioner shall 
submit to the Committee on Health, Education, Labor, 
and Pensions and the Committee on Appropriations of the 
Senate and the Committee on Energy and Commerce and 
the Committee on Appropriations of the House of Rep-
resentatives, a work plan including the proposed allocation 
of funds appropriated pursuant to the authorization of 
appropriations under subsection (b)(3) for each of fiscal 
years 2017 through 2025 and the contents described in 
subparagraph (B). 
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(B) CONTENTS.—The work plan submitted under 
subparagraph (A) shall include— 


(i) recommendations from the Advisory Committee 
described in subparagraph (C); 


(ii) the amount of money to be obligated or 
expended in each fiscal year for each activity described 
in subsection (b)(4); and 


(iii) a description and justification of each such 
project activity. 
(C) RECOMMENDATIONS.—Prior to submitting the work 


plan under this paragraph, the Commissioner shall seek 
recommendations from the Science Board to the Food and 
Drug Administration, on the proposed allocation of funds 
appropriated pursuant to the authorization of appropria-
tions under subsection (b)(3) for each of fiscal years 2017 
through 2025 and on the contents of the proposed work 
plan. 
(2) REPORTS.— 


(A) ANNUAL REPORTS.—Not later than October 1 of 
each of fiscal years 2018 through 2026, the Commissioner 
shall submit to the Committee on Health, Education, Labor, 
and Pensions and the Committee on Appropriations of the 
Senate and the Committee on Energy and Commerce and 
the Committee on Appropriations of the House of Rep-
resentatives, a report including— 


(i) the amount of money obligated or expended 
in the prior fiscal year for each activity described in 
subsection (b)(4); 


(ii) a description of all such activities using funds 
provided pursuant to the authorization of appropria-
tions under subsection (b)(3); and 


(iii) how the activities are advancing public health. 
(B) ADDITIONAL REPORTS.—At the request of the Com-


mittee on Health, Education, Labor, and Pensions or the 
Committee on Appropriations of the Senate, or the Com-
mittee on Energy and Commerce or the Committee on 
Appropriations of the House of Representatives, the 
Commissioner shall provide an update in the form of testi-
mony and any additional reports to the respective congres-
sional committee regarding the allocation of funding under 
this section or the description of the activities undertaken 
with such funding. 


(d) LIMITATIONS.—Notwithstanding any transfer authority 
authorized by this Act or any appropriations Act, any funds made 
available pursuant to the authorization of appropriations in sub-
section (b)(3) shall not be used for any purpose other than an 
activity described in subsection (b)(4). 


(e) SUNSET.—This section shall expire on September 30, 2025. 


SEC. 1003. ACCOUNT FOR THE STATE RESPONSE TO THE OPIOID ABUSE 
CRISIS. 


(a) IN GENERAL.—The Secretary of Health and Human Services 
(referred to in this section as the ‘‘Secretary’’) shall use any funds 
appropriated pursuant to the authorization of appropriations under 
subsection (b) to carry out the grant program described in subsection 
(c) for purposes of addressing the opioid abuse crisis within the 
States. 


42 USC 290ee–3 
note. 
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(b) ACCOUNT FOR THE STATE RESPONSE TO THE OPIOID ABUSE 
CRISIS.— 


(1) ESTABLISHMENT.—There is established in the Treasury 
an account, to be known as the ‘‘Account For the State Response 
to the Opioid Abuse Crisis’’ (referred to in this subsection 
as the ‘‘Account’’), to carry out the opioid grant program 
described in subsection (c). 


(2) TRANSFER OF DIRECT SPENDING SAVINGS.— 
(A) IN GENERAL.—The following amounts shall be 


transferred to the Account from the general fund of the 
Treasury: 


(i) For fiscal year 2017, $500,000,000. 
(ii) For fiscal year 2018, $500,000,000. 


(B) AMOUNTS DEPOSITED.—Any amounts transferred 
under subparagraph (A) shall remain unavailable in the 
Account until such amounts are appropriated pursuant 
to paragraph (3). 
(3) APPROPRIATIONS.— 


(A) AUTHORIZATION OF APPROPRIATIONS.—In each of 
the fiscal years 2017 and 2018, there is authorized to 
be appropriated from the Account to the Secretary, for 
the grant program described in subsection (c), an amount 
not to exceed the total amount transferred to the Account 
under paragraph (2)(A), to remain available until expended. 


(B) OFFSETTING FUTURE APPROPRIATIONS.—In each of 
fiscal years 2017 and 2018, for any discretionary appropria-
tion under the heading ‘‘Account For the State Response 
to the Opioid Abuse Crisis’’ for the grant program described 
in subsection (c), the total amount of such appropriations 
in the applicable fiscal year (not to exceed the total amount 
remaining in the Account) shall be subtracted from the 
estimate of discretionary budget authority and the resulting 
outlays for any estimate under the Congressional Budget 
and Impoundment Control Act of 1974 or the Balanced 
Budget and Emergency Deficit Control Act of 1985, and 
the amount transferred to the Account shall be reduced 
by the same amount. 


(c) OPIOID GRANT PROGRAM.— 
(1) STATE RESPONSE TO THE OPIOID ABUSE CRISIS.—Subject 


to the availability of appropriations, the Secretary shall award 
grants to States for the purpose of addressing the opioid abuse 
crisis within such States, in accordance with subparagraph 
(B). In awarding such grants, the Secretary shall give pref-
erence to States with an incidence or prevalence of opioid 
use disorders that is substantially higher relative to other 
States. 


(2) OPIOID GRANTS.—Grants awarded to a State under this 
subsection shall be used for carrying out activities that supple-
ment activities pertaining to opioids undertaken by the State 
agency responsible for administering the substance abuse 
prevention and treatment block grant under subpart II of part 
B of title XIX of the Public Health Service Act (42 U.S.C. 
300x–21 et seq.), which may include public health-related activi-
ties such as the following: 


(A) Improving State prescription drug monitoring pro-
grams. 
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(B) Implementing prevention activities, and evaluating 
such activities to identify effective strategies to prevent 
opioid abuse. 


(C) Training for health care practitioners, such as best 
practices for prescribing opioids, pain management, recog-
nizing potential cases of substance abuse, referral of 
patients to treatment programs, and overdose prevention. 


(D) Supporting access to health care services, including 
those services provided by Federally certified opioid treat-
ment programs or other appropriate health care providers 
to treat substance use disorders. 


(E) Other public health-related activities, as the State 
determines appropriate, related to addressing the opioid 
abuse crisis within the State. 


(d) ACCOUNTABILITY AND OVERSIGHT.—A State receiving a grant 
under subsection (c) shall include in a report related to substance 
abuse submitted to the Secretary pursuant to section 1942 of the 
Public Health Service Act (42 U.S.C. 300x–52), a description of— 


(1) the purposes for which the grant funds received by 
the State under such subsection for the preceding fiscal year 
were expended and a description of the activities of the State 
under the program; and 


(2) the ultimate recipients of amounts provided to the State 
in the grant. 
(e) LIMITATIONS.—Any funds made available pursuant to the 


authorization of appropriations under subsection (b)— 
(1) notwithstanding any transfer authority in any appro-


priations Act, shall not be used for any purpose other than 
the grant program in subsection (c); and 


(2) shall be subject to the same requirements as substance 
abuse prevention and treatment programs under titles V and 
XIX of the Public Health Service Act (42 U.S.C. 290aa et 
seq., 300w et seq.). 
(f) SUNSET.—This section shall expire on September 30, 2026. 


SEC. 1004. BUDGETARY TREATMENT. 


(a) STATUTORY PAYGO SCORECARDS.—The budgetary effects of 
division A of this Act shall not be entered on either PAYGO score-
card maintained pursuant to section 4(d) of the Statutory Pay- 
As-You-Go Act of 2010. 


(b) SENATE PAYGO SCORECARDS.—The budgetary effects of divi-
sion A of this Act shall not be entered on any PAYGO scorecard 
maintained for purposes of section 201 of S. Con. Res. 21 (110th 
Congress). 


(c) RESERVATION OF SAVINGS.—None of the funds in the NIH 
Innovation Account, the FDA Innovation Account, or the Account 
For the State Response to the Opioid Abuse Crisis established 
by this title shall be made available except to the extent provided 
in advance in appropriations Acts, and legislation or an Act that 
rescinds or reduces amounts in such accounts shall not be estimated 
as a reduction in direct spending under the Congressional Budget 
and Impoundment Control Act of 1974 or the Balanced Budget 
and Emergency Deficit Control Act of 1985. 
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TITLE II—DISCOVERY 


Subtitle A—National Institutes of Health 
Reauthorization 


SEC. 2001. NATIONAL INSTITUTES OF HEALTH REAUTHORIZATION. 


Section 402A(a)(1) of the Public Health Service Act (42 U.S.C. 
282a(a)(1)) is amended— 


(1) in subparagraph (B), by striking ‘‘and’’ at the end; 
(2) in subparagraph (C), by striking the period at the 


end and inserting a semicolon; and 
(3) by adding at the end the following new subparagraphs: 


‘‘(D) $34,851,000,000 for fiscal year 2018; 
‘‘(E) $35,585,871,000 for fiscal year 2019; and 
‘‘(F) $36,472,442,775 for fiscal year 2020.’’. 


SEC. 2002. EUREKA PRIZE COMPETITIONS. 


(a) IN GENERAL.—Pursuant to the authorities and processes 
established under section 24 of the Stevenson-Wydler Technology 
Innovation Act of 1980 (15 U.S.C. 3719), the Director of the National 
Institutes of Health shall support prize competitions for one or 
both of the following goals: 


(1) Identifying and funding areas of biomedical science 
that could realize significant advancements through a prize 
competition. 


(2) Improving health outcomes, particularly with respect 
to human diseases and conditions— 


(A) for which public and private investment in research 
is disproportionately small relative to Federal Government 
expenditures on prevention and treatment activities with 
respect to such diseases and conditions, such that Federal 
expenditures on health programs would be reduced; 


(B) that are serious and represent a significant disease 
burden in the United States; or 


(C) for which there is potential for significant return 
on investment to the United States. 


(b) TRACKING; REPORTING.—The Director of the National 
Institutes of Health shall— 


(1) collect information on— 
(A) the effect of innovations funded through the prize 


competitions under this section in advancing biomedical 
science or improving health outcomes pursuant to sub-
section (a); and 


(B) the effect of the innovations on Federal expendi-
tures; and 
(2) include the information collected under paragraph (1) 


in the triennial report under section 403 of the Public Health 
Service Act (42 U.S.C. 283) (as amended by section 2032). 


Subtitle B—Advancing Precision Medicine 


SEC. 2011. PRECISION MEDICINE INITIATIVE. 


Part H of title IV of the Public Health Service Act (42 U.S.C. 
289 et seq.) is amended by adding at the end the following: 


42 USC 289g–5. 


42 USC 283q. 
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‘‘SEC. 498E. PRECISION MEDICINE INITIATIVE. 


‘‘(a) IN GENERAL.—The Secretary is encouraged to establish 
and carry out an initiative, to be known as the ‘Precision Medicine 
Initiative’ (in this section referred to as the ‘Initiative’), to augment 
efforts to address disease prevention, diagnosis, and treatment. 


‘‘(b) COMPONENTS.—The Initiative described under subsection 
(a) may include— 


‘‘(1) developing a network of scientists to assist in carrying 
out the purposes of the Initiative; 


‘‘(2) developing new approaches for addressing scientific, 
medical, public health, and regulatory science issues; 


‘‘(3) applying genomic technologies, such as whole genomic 
sequencing, to provide data on the molecular basis of disease; 


‘‘(4) collecting information voluntarily provided by a diverse 
cohort of individuals that can be used to better understand 
health and disease; and 


‘‘(5) other activities to advance the goals of the Initiative, 
as the Secretary determines appropriate. 
‘‘(c) AUTHORITY OF THE SECRETARY.—In carrying out this sec-


tion, the Secretary may— 
‘‘(1) coordinate with the Secretary of Energy, private 


industry, and others, as the Secretary determines appropriate, 
to identify and address the advanced supercomputing and other 
advanced technology needs for the Initiative; 


‘‘(2) develop and utilize public-private partnerships; and 
‘‘(3) leverage existing data sources. 


‘‘(d) REQUIREMENTS.—In the implementation of the Initiative 
under subsection (a), the Secretary shall— 


‘‘(1) ensure the collaboration of the National Institutes 
of Health, the Food and Drug Administration, the Office of 
the National Coordinator for Health Information Technology, 
and the Office for Civil Rights of the Department of Health 
and Human Services; 


‘‘(2) comply with existing laws and regulations for the 
protection of human subjects involved in research, including 
the protection of participant privacy; 


‘‘(3) implement policies and mechanisms for appropriate 
secure data sharing across systems that include protections 
for privacy and security of data; 


‘‘(4) consider the diversity of the cohort to ensure inclusion 
of a broad range of participants, including consideration of 
biological, social, and other determinants of health that con-
tribute to health disparities; 


‘‘(5) ensure that only authorized individuals may access 
controlled or sensitive, identifiable biological material and asso-
ciated information collected or stored in connection with the 
Initiative; and 


‘‘(6) on the appropriate Internet website of the Department 
of Health and Human Services, identify any entities with access 
to such information and provide information with respect to 
the purpose of such access, a summary of the research project 
for which such access is granted, as applicable, and a descrip-
tion of the biological material and associated information to 
which the entity has access. 
‘‘(e) REPORT.—Not later than 1 year after the date of enactment 


of the 21st Century Cures Act, the Secretary shall submit a report 
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on the relevant data access policies and procedures to the Com-
mittee on Health, Education, Labor, and Pensions of the Senate 
and the Committee on Energy and Commerce of the House of 
Representatives. Such report shall include steps the Secretary has 
taken to consult with experts or other heads of departments or 
agencies of the Federal Government in the development of such 
policies.’’. 


SEC. 2012. PRIVACY PROTECTION FOR HUMAN RESEARCH SUBJECTS. 


(a) IN GENERAL.—Subsection (d) of section 301 of the Public 
Health Service Act (42 U.S.C. 241) is amended to read as follows: 


‘‘(d)(1)(A) If a person is engaged in biomedical, behavioral, 
clinical, or other research, in which identifiable, sensitive informa-
tion is collected (including research on mental health and research 
on the use and effect of alcohol and other psychoactive drugs), 
the Secretary, in coordination with other agencies, as applicable— 


‘‘(i) shall issue to such person a certificate of confidentiality 
to protect the privacy of individuals who are the subjects of 
such research if the research is funded wholly or in part by 
the Federal Government; and 


‘‘(ii) may, upon application by a person engaged in research, 
issue to such person a certificate of confidentiality to protect 
the privacy of such individuals if the research is not so funded. 
‘‘(B) Except as provided in subparagraph (C), any person to 


whom a certificate is issued under subparagraph (A) to protect 
the privacy of individuals described in such subparagraph shall 
not disclose or provide to any other person not connected with 
the research the name of such an individual or any information, 
document, or biospecimen that contains identifiable, sensitive 
information about such an individual and that was created or 
compiled for purposes of the research. 


‘‘(C) The disclosure prohibition in subparagraph (B) shall not 
apply to disclosure or use that is— 


‘‘(i) required by Federal, State, or local laws, excluding 
instances described in subparagraph (D); 


‘‘(ii) necessary for the medical treatment of the individual 
to whom the information, document, or biospecimen pertains 
and made with the consent of such individual; 


‘‘(iii) made with the consent of the individual to whom 
the information, document, or biospecimen pertains; or 


‘‘(iv) made for the purposes of other scientific research 
that is in compliance with applicable Federal regulations gov-
erning the protection of human subjects in research. 
‘‘(D) Any person to whom a certificate is issued under subpara-


graph (A) to protect the privacy of an individual described in such 
subparagraph shall not, in any Federal, State, or local civil, 
criminal, administrative, legislative, or other proceeding, disclose 
or provide the name of such individual or any such information, 
document, or biospecimen that contains identifiable, sensitive 
information about the individual and that was created or compiled 
for purposes of the research, except in the circumstance described 
in subparagraph (C)(iii). 


‘‘(E) Identifiable, sensitive information protected under subpara-
graph (A), and all copies thereof, shall be immune from the legal 
process, and shall not, without the consent of the individual to 
whom the information pertains, be admissible as evidence or used 
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for any purpose in any action, suit, or other judicial, legislative, 
or administrative proceeding. 


‘‘(F) Identifiable, sensitive information collected by a person 
to whom a certificate has been issued under subparagraph (A), 
and all copies thereof, shall be subject to the protections afforded 
by this section for perpetuity. 


‘‘(G) The Secretary shall take steps to minimize the burden 
to researchers, streamline the process, and reduce the time it takes 
to comply with the requirements of this subsection. 


‘‘(2) The Secretary shall coordinate with the heads of other 
applicable Federal agencies to ensure that such departments have 
policies in place with respect to the issuance of a certificate of 
confidentiality pursuant to paragraph (1) and other requirements 
of this subsection. 


‘‘(3) Nothing in this subsection shall be construed to limit 
the access of an individual who is a subject of research to informa-
tion about himself or herself collected during such individual’s 
participation in the research. 


‘‘(4) For purposes of this subsection, the term ‘identifiable, 
sensitive information’ means information that is about an individual 
and that is gathered or used during the course of research described 
in paragraph (1)(A) and— 


‘‘(A) through which an individual is identified; or 
‘‘(B) for which there is at least a very small risk, as deter-


mined by current scientific practices or statistical methods, 
that some combination of the information, a request for the 
information, and other available data sources could be used 
to deduce the identity of an individual.’’. 
(b) APPLICABILITY.—Beginning 180 days after the date of enact-


ment of this Act, all persons engaged in research and authorized 
by the Secretary of Health and Human Services to protect informa-
tion under section 301(d) of the Public Health Service Act (42 
U.S.C. 241(d)) prior to the date of enactment of this Act shall 
be subject to the requirements of such section (as amended by 
this Act). 


SEC. 2013. PROTECTION OF IDENTIFIABLE AND SENSITIVE INFORMA-
TION. 


Section 301 of the Public Health Service Act (42 U.S.C. 241) 
is amended by adding at the end the following: 


‘‘(f)(1) The Secretary may exempt from disclosure under section 
552(b)(3) of title 5, United States Code, biomedical information 
that is about an individual and that is gathered or used during 
the course of biomedical research if— 


‘‘(A) an individual is identified; or 
‘‘(B) there is at least a very small risk, as determined 


by current scientific practices or statistical methods, that some 
combination of the information, the request, and other available 
data sources could be used to deduce the identity of an indi-
vidual. 
‘‘(2)(A) Each determination of the Secretary under paragraph 


(1) to exempt information from disclosure shall be made in writing 
and accompanied by a statement of the basis for the determination. 


‘‘(B) Each such determination and statement of basis shall 
be available to the public, upon request, through the Office of 
the Chief FOIA Officer of the Department of Health and Human 
Services. 


42 USC 241 note. 
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‘‘(3) Nothing in this subsection shall be construed to limit 
a research participant’s access to information about such participant 
collected during the participant’s participation in the research.’’. 


SEC. 2014. DATA SHARING. 


(a) IN GENERAL.—Section 402(b) of the Public Health Service 
Act (42 U.S.C. 282(b)) is amended— 


(1) in paragraph (23), by striking ‘‘and’’ at the end; 
(2) in paragraph (24), by striking the period and inserting 


‘‘; and’’; and 
(3) by inserting after paragraph (24) the following: 
‘‘(25) may require recipients of National Institutes of Health 


awards to share scientific data, to the extent feasible, generated 
from such National Institutes of Health awards in a manner 
that is consistent with all applicable Federal laws and regula-
tions, including such laws and regulations for the protection 
of— 


‘‘(A) human research participants, including with 
respect to privacy, security, informed consent, and protected 
health information; and 


‘‘(B) proprietary interests, confidential commercial 
information, and the intellectual property rights of the 
funding recipient.’’. 


(b) CONFIDENTIALITY.—Nothing in the amendments made by 
subsection (a) authorizes the Secretary of Health and Human Serv-
ices to disclose any information that is a trade secret, or other 
privileged or confidential information, described in section 552(b)(4) 
of title 5, United States Code, or section 1905 of title 18, United 
States Code, or be construed to require recipients of grants or 
cooperative agreements through the National Institutes of Health 
to share such information. 


Subtitle C—Supporting Young Emerging 
Scientists 


SEC. 2021. INVESTING IN THE NEXT GENERATION OF RESEARCHERS. 


(a) IN GENERAL.—Part A of title IV of the Public Health Service 
Act (42 U.S.C. 281 et seq.) is amended by adding at the end 
the following: 


‘‘SEC. 404M. NEXT GENERATION OF RESEARCHERS. 


‘‘(a) NEXT GENERATION OF RESEARCHERS INITIATIVE.—There 
shall be established within the Office of the Director of the National 
Institutes of Health, the Next Generation of Researchers Initiative 
(referred to in this section as the ‘Initiative’), through which the 
Director shall coordinate all policies and programs within the 
National Institutes of Health that are focused on promoting and 
providing opportunities for new researchers and earlier research 
independence. 


‘‘(b) ACTIVITIES.—The Director of the National Institutes of 
Health, through the Initiative shall— 


‘‘(1) promote policies and programs within the National 
Institutes of Health that are focused on improving opportunities 
for new researchers and promoting earlier research independ-
ence, including existing policies and programs, as appropriate; 


42 USC 283o. 


42 USC 282 note. 
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‘‘(2) develop, modify, or prioritize policies, as needed, within 
the National Institutes of Health to promote opportunities for 
new researchers and earlier research independence, such as 
policies to increase opportunities for new researchers to receive 
funding, enhance training and mentorship programs for 
researchers, and enhance workforce diversity; 


‘‘(3) coordinate, as appropriate, with relevant agencies, 
professional and academic associations, academic institutions, 
and others, to improve and update existing information on 
the biomedical research workforce in order to inform programs 
related to the training, recruitment, and retention of biomedical 
researchers; and 


‘‘(4) carry out other activities, including evaluation and 
oversight of existing programs, as appropriate, to promote the 
development of the next generation of researchers and earlier 
research independence.’’. 
(b) CONSIDERATION OF RECOMMENDATIONS.—In carrying out 


activities under section 404M(b) of the Public Health Service Act, 
the Director of the National Institutes of Health shall take into 
consideration the recommendations made by the National Acad-
emies of Sciences, Engineering, and Medicine as part of the com-
prehensive study on policies affecting the next generation of 
researchers under the Department of Health and Human Services 
Appropriations Act, 2016 (Public Law 114–113), and submit a report 
to the Committee on Health, Education, Labor, and Pensions and 
the Committee on Appropriations of the Senate, and the Committee 
on Energy and Commerce and the Committee on Appropriations 
of the House of Representatives, with respect to any actions taken 
by the National Institutes of Health based on the recommendations 
not later than 2 years after the completion of the study required 
pursuant to the Department of Health and Human Services Appro-
priations Act, 2016. 


SEC. 2022. IMPROVEMENT OF LOAN REPAYMENT PROGRAM. 


(a) INTRAMURAL LOAN REPAYMENT PROGRAM.—Section 487A 
of the Public Health Service Act (42 U.S.C. 288–1) is amended— 


(1) by amending the section heading to read as follows: 
‘‘INTRAMURAL LOAN REPAYMENT PROGRAM’’; 


(2) in subsection (a)— 
(A) by striking ‘‘The Secretary shall carry out a pro-


gram’’ and inserting ‘‘The Director of the National 
Institutes of Health shall, as appropriate and based on 
workforce and scientific priorities, carry out a program 
through the subcategories listed in subsection (b)(1) (or 
modified subcategories as provided for in subsection (b)(2))’’; 


(B) by striking ‘‘conduct’’ and inserting ‘‘conduct 
research’’; 


(C) by striking ‘‘research with respect to acquired 
immune deficiency syndrome’’; and 


(D) by striking ‘‘$35,000’’ and inserting ‘‘$50,000’’; 
(3) by redesignating subsection (b) as subsection (d); 
(4) by inserting after subsection (a), the following: 


‘‘(b) SUBCATEGORIES OF RESEARCH.— 
‘‘(1) IN GENERAL.—In carrying out the program under sub-


section (a), the Director of the National Institutes of Health— 
‘‘(A) shall continue to focus on— 


‘‘(i) general research; 
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‘‘(ii) research on acquired immune deficiency syn-
drome; and 


‘‘(iii) clinical research conducted by appropriately 
qualified health professional who are from disadvan-
taged backgrounds; and 
‘‘(B) may focus on an area of emerging scientific or 


workforce need. 
‘‘(2) ELIMINATION OR ESTABLISHMENT OF SUBCATEGORIES.— 


The Director of the National Institutes of Health may eliminate 
one or more subcategories provided for in paragraph (1) due 
to changes in workforce or scientific needs related to biomedical 
research. The Director may establish other subcategory areas 
based on workforce and scientific priorities if the total number 
of subcategories does not exceed the number of subcategories 
listed in paragraph (1). 
‘‘(c) LIMITATION.—The Director of the National Institutes of 


Health may not enter into a contract with a health professional 
pursuant to subsection (a) unless such professional has a substantial 
amount of education loans relative to income (as determined pursu-
ant to guidelines issued by the Director).’’; and 


(5) by adding at the end the following: 
‘‘(e) AVAILABILITY OF APPROPRIATIONS.—Amounts available for 


carrying out this section shall remain available until the expiration 
of the second fiscal year beginning after the fiscal year for which 
such amounts are made available.’’. 


(b) EXTRAMURAL LOAN REPAYMENT PROGRAM.—Section 487B 
of the Public Health Service Act (42 U.S.C. 288–2) is amended— 


(1) by amending the section heading to read as follows: 
‘‘EXTRAMURAL LOAN REPAYMENT PROGRAM’’; 


(2) in subsection (a)— 
(A) by striking ‘‘The Secretary, in consultation with 


the Director of the Eunice Kennedy Shriver National 
Institute of Child Health and Human Development, shall 
establish a program’’ and inserting ‘‘IN GENERAL.—The 
Director of the National Institutes of Health shall, as appro-
priate and based on workforce and scientific priorities, 
carry out a program through the subcategories listed in 
subsection (b)(1) (or modified subcategories as provided 
for in subsection (b)(2)),’’; 


(B) by striking ‘‘(including graduate students)’’; 
(C) by striking ‘‘with respect to contraception, or with 


respect to infertility,’’; and 
(D) by striking ‘‘service, not more than $35,000’’ and 


inserting ‘‘research, not more than $50,000’’; 
(3) by redesignating subsections (b) and (c) as subsections 


(d) and (e), respectively; 
(4) by inserting after subsection (a), the following: 


‘‘(b) SUBCATEGORIES OF RESEARCH.— 
‘‘(1) IN GENERAL.—In carrying out the program under sub-


section (a), the Director of the National Institutes of Health— 
‘‘(A) shall continue to focus on— 


‘‘(i) contraception or infertility research; 
‘‘(ii) pediatric research, including pediatric 


pharmacological research; 
‘‘(iii) minority health disparities research; 
‘‘(iv) clinical research; and 
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‘‘(v) clinical research conducted by appropriately 
qualified health professional who are from disadvan-
taged backgrounds; and 
‘‘(B) may focus on an area of emerging scientific or 


workforce need. 
‘‘(2) ELIMINATION OR ESTABLISHMENT OF SUBCATEGORIES.— 


The Director of the National Institutes of Health may eliminate 
one or more subcategories provided for in paragraph (1) due 
to changes in workforce or scientific needs related to biomedical 
research. The Director may establish other subcategory areas 
based on workforce and scientific priorities if the total number 
of subcategories does not exceed the number of subcategories 
listed in paragraph (1). 
‘‘(c) LIMITATION.—The Director of the National Institutes of 


Health may not enter into a contract with a health professional 
pursuant to subsection (a) unless such professional has a substantial 
amount of education loans relative to income (as determined pursu-
ant to guidelines issued by the Director).’’; 


(5) in subsection (d) (as so redesignated), by striking ‘‘The 
provisions’’ and inserting ‘‘APPLICABILITY OF CERTAIN PROVI-
SIONS REGARDING OBLIGATED SERVICE.—The provisions’’; and 


(6) in subsection (e) (as so redesignated), by striking 
‘‘Amounts’’ and inserting ‘‘AVAILABILITY OF APPROPRIATIONS.— 
Amounts’’. 
(c) TECHNICAL AND CONFORMING AMENDMENTS.—Title IV of 


the Public Health Service Act is amended— 
(1) by striking section 464z–5 (42 U.S.C. 285t–2); 
(2) by striking section 487C (42 U.S.C. 288–3); 
(3) by striking section 487E (42 U.S.C. 288–5); 
(4) by striking section 487F (42 U.S.C. 288–5a), as added 


by section 205 of Public Law 106–505, relating to loan repay-
ment for clinical researchers; and 


(5) by striking section 487F (42 U.S.C. 288–6), as added 
by section 1002(b) of Public Law 106–310 relating to pediatric 
research loan repayment. 
(d) GAO REPORT.—Not later than 18 months after the date 


of enactment of this Act, the Comptroller General of the United 
States shall submit to Congress a report on the efforts of the 
National Institutes of Health to attract, retain, and develop 
emerging scientists, including underrepresented individuals in the 
sciences, such as women, racial and ethnic minorities, and other 
groups. Such report shall include an analysis of the impact of 
the additional authority provided to the Secretary of Health and 
Human Services under this Act to address workforce shortages 
and gaps in priority research areas, including which centers and 
research areas offered loan repayment program participants the 
increased award amount. 


Subtitle D—National Institutes of Health 
Planning and Administration 


SEC. 2031. NATIONAL INSTITUTES OF HEALTH STRATEGIC PLAN. 


(a) STRATEGIC PLAN.—Section 402 of the Public Health Service 
Act (42 U.S.C. 282) is amended— 


(1) in subsection (b)(5), by inserting before the semicolon 
the following: ‘‘, and through the development, implementation, 
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and updating of the strategic plan developed under subsection 
(m)’’; and 


(2) by adding at the end the following: 
‘‘(m) NATIONAL INSTITUTES OF HEALTH STRATEGIC PLAN.— 


‘‘(1) IN GENERAL.—Not later than 2 years after the date 
of enactment of the 21st Century Cures Act, and at least 
every 6 years thereafter, the Director of the National Institutes 
of Health shall develop and submit to the appropriate commit-
tees of Congress and post on the Internet website of the 
National Institutes of Health, a coordinated strategy (to be 
known as the ‘National Institutes of Health Strategic Plan’) 
to provide direction to the biomedical research investments 
made by the National Institutes of Health, to facilitate 
collaboration across the institutes and centers, to leverage sci-
entific opportunity, and to advance biomedicine. 


‘‘(2) REQUIREMENTS.—The strategy under paragraph (1) 
shall— 


‘‘(A) identify strategic research priorities and objectives 
across biomedical research, including— 


‘‘(i) an assessment of the state of biomedical and 
behavioral research, including areas of opportunity 
with respect to basic, clinical, and translational 
research; 


‘‘(ii) priorities and objectives to advance the treat-
ment, cure, and prevention of health conditions; 


‘‘(iii) emerging scientific opportunities, rising 
public health challenges, and scientific knowledge gaps; 
and 


‘‘(iv) the identification of near-, mid-, and long- 
term scientific needs; 
‘‘(B) consider, in carrying out subparagraph (A)— 


‘‘(i) disease burden in the United States and the 
potential for return on investment to the United States; 


‘‘(ii) rare diseases and conditions; 
‘‘(iii) biological, social, and other determinants of 


health that contribute to health disparities; and 
‘‘(iv) other factors the Director of National 


Institutes of Health determines appropriate; 
‘‘(C) include multi-institute priorities, including 


coordination of research among institutes and centers; 
‘‘(D) include strategic priorities for funding research 


through the Common Fund, in accordance with section 
402A(c)(1)(C); 


‘‘(E) address the National Institutes of Health’s pro-
posed and ongoing activities related to training and the 
biomedical workforce; and 


‘‘(F) describe opportunities for collaboration with other 
agencies and departments, as appropriate. 
‘‘(3) USE OF PLANS.—Strategic plans developed and updated 


by the national research institutes and national centers of 
the National Institutes of Health shall be prepared regularly 
and in such a manner that such plans will be informed by 
the strategic plans developed and updated under this sub-
section. Such plans developed by and updated by the national 
research institutes and national centers shall have a common 
template. 
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‘‘(4) CONSULTATION.—The Director of National Institutes 
of Health shall develop the strategic plan under paragraph 
(1) in consultation with the directors of the national research 
institutes and national centers, researchers, patient advocacy 
groups, and industry leaders.’’. 
(b) CONFORMING AMENDMENT.—Section 402A(c)(1)(C) of the 


Public Health Service Act (42 U.S.C. 282a(c)(1)(C)) is amended 
by striking ‘‘Not later than June 1, 2007, and every 2 years there-
after,’’ and inserting ‘‘As part of the National Institutes of Health 
Strategic Plan required under section 402(m),’’. 


(c) STRATEGIC PLAN.—Section 492B(a) of the Public Health 
Service Act (42 U.S.C. 289a–2(a)) is amended by adding at the 
end the following: 


‘‘(3) STRATEGIC PLANNING.— 
‘‘(A) IN GENERAL.—The directors of the national 


institutes and national centers shall consult at least once 
annually with the Director of the National Institute on 
Minority Health and Health Disparities and the Director 
of the Office of Research on Women’s Health regarding 
objectives of the national institutes and national centers 
to ensure that future activities by such institutes and cen-
ters take into account women and minorities and are 
focused on reducing health disparities. 


‘‘(B) STRATEGIC PLANS.—Any strategic plan issued by 
a national institute or national center shall include details 
on the objectives described in subparagraph (A).’’. 


SEC. 2032. TRIENNIAL REPORTS. 


Section 403 of the Public Health Service Act (42 U.S.C. 283) 
is amended— 


(1) in the section heading, by striking ‘‘BIENNIAL’’ and 
inserting ‘‘TRIENNIAL’’ ; and 


(2) in subsection (a)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘biennial’’ and inserting ‘‘triennial’’; 
(B) by amending paragraph (3) to read as follows: 


‘‘(3) A description of intra-National Institutes of Health 
activities, including— 


‘‘(A) identification of the percentage of funds made 
available by each national research institute and national 
center with respect to each applicable fiscal year for con-
ducting or supporting research that involves collaboration 
between the institute or center and 1 or more other national 
research institutes or national centers; and 


‘‘(B) recommendations for promoting coordination of 
information among the centers of excellence.’’; 


(C) in paragraph (4)— 
(i) in subparagraph (B), by striking ‘‘demographic 


variables and other variables’’ and inserting ‘‘demo-
graphic variables, including biological and social vari-
ables and relevant age categories (such as pediatric 
subgroups), and determinants of health,’’; and 


(ii) in subparagraph (C)(v)— 
(I) by striking ‘‘demographic variables and 


such’’ and inserting ‘‘demographic variables, 
including relevant age categories (such as pediatric 
subgroups), information submitted by each 
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national research institute and national center to 
the Director of National Institutes of Health under 
section 492B(f), and such’’; and 


(II) by striking ‘‘(regarding inclusion of women 
and minorities in clinical research)’’ and inserting 
‘‘and other applicable requirements regarding 
inclusion of demographic groups’’; and 


(D) in paragraph (6)— 
(i) in the matter preceding subparagraph (A), by 


striking ‘‘the following:’’ and inserting ‘‘the following— 
’’; 


(ii) in subparagraph (A)— 
(I) by striking ‘‘An evaluation’’ and inserting 


‘‘an evaluation’’; and 
(II) by striking the period and inserting ‘‘; 


and’’; 
(iii) by striking subparagraphs (B) and (D); 
(iv) by redesignating subparagraph (C) as subpara-


graph (B); and 
(v) in subparagraph (B), as redesignated by clause 


(iv), by striking ‘‘Recommendations’’ and inserting ‘‘rec-
ommendations’’. 


SEC. 2033. INCREASING ACCOUNTABILITY AT THE NATIONAL 
INSTITUTES OF HEALTH. 


(a) APPOINTMENT AND TERMS OF DIRECTORS OF NATIONAL 
RESEARCH INSTITUTES AND NATIONAL CENTERS.—Subsection (a) of 
section 405 of the Public Health Service Act (42 U.S.C. 284) is 
amended to read as follows: 


‘‘(a) APPOINTMENT.— 
‘‘(1) IN GENERAL.—The Director of the National Cancer 


Institute shall be appointed by the President, and the Directors 
of the other national research institutes and national centers 
shall be appointed by the Secretary, acting through the Director 
of National Institutes of Health. Each Director of a national 
research institute or national center shall report directly to 
the Director of National Institutes of Health. 


‘‘(2) APPOINTMENT.— 
‘‘(A) TERM.—A Director of a national research institute 


or national center who is appointed by the Secretary, acting 
through the Director of National Institutes of Health, shall 
be appointed for 5 years. 


‘‘(B) REAPPOINTMENT.—At the end of the term of a 
Director of a national research institute or national center, 
the Director may be reappointed in accordance with stand-
ards applicable to the relevant appointment mechanism. 
There shall be no limit on the number of terms that a 
Director may serve. 


‘‘(C) VACANCIES.—If the office of a Director of a national 
research institute or national center becomes vacant before 
the end of such Director’s term, the Director appointed 
to fill the vacancy shall be appointed for a 5-year term 
starting on the date of such appointment. 


‘‘(D) CURRENT DIRECTORS.—Each Director of a national 
research institute or national center who is serving on 
the date of enactment of the 21st Century Cures Act shall 


VerDate Sep 11 2014 12:03 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00025 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1058 PUBLIC LAW 114–255—DEC. 13, 2016 


be deemed to be appointed for a 5-year term under this 
subsection beginning on such date of enactment. 


‘‘(E) RULE OF CONSTRUCTION.—Nothing in this sub-
section shall be construed to limit the authority of the 
Secretary or the Director of National Institutes of Health 
to terminate the appointment of a director referred to in 
subparagraph (A) before the expiration of such director’s 
5-year term. 


‘‘(F) NATURE OF APPOINTMENT.—Appointments and re-
appointments under this subsection shall be made on the 
basis of ability and experience as it relates to the mission 
of the National Institutes of Health and its components, 
including compliance with any legal requirement that the 
Secretary or Director of National Institutes of Health deter-
mines relevant. 
‘‘(3) NONAPPLICATION OF CERTAIN PROVISION.—The restric-


tions contained in section 202 of the Departments of Labor, 
Health and Human Services, and Education, and Related Agen-
cies Appropriations Act, 1993 (Public Law 102–394; 42 U.S.C. 
238f note) related to consultants and individual scientists 
appointed for limited periods of time shall not apply to Directors 
appointed under this subsection.’’. 
(b) REVIEW OF CERTAIN AWARDS BY DIRECTORS.—Section 405(b) 


of the Public Health Service Act (42 U.S.C. 284(b)) is amended 
by adding at the end the following: 


‘‘(3) Before an award is made by a national research institute 
or by a national center for a grant for a research program or 
project (commonly referred to as an ‘R-series grant’), other than 
an award constituting a noncompetitive renewal of such a grant, 
or a noncompetitive administrative supplement to such a grant, 
the Director of such national research institute or national center 
shall, consistent with the peer review process— 


‘‘(A) review and make the final decision with respect to 
making the award; and 


‘‘(B) take into consideration, as appropriate— 
‘‘(i) the mission of the national research institute or 


national center and the scientific priorities identified in 
the strategic plan under section 402(m); 


‘‘(ii) programs or projects funded by other agencies 
on similar research topics; and 


‘‘(iii) advice by staff and the advisory council or board 
of such national research institute or national center.’’. 


(c) REPORT ON DUPLICATION IN FEDERAL BIOMEDICAL 
RESEARCH.—The Secretary of Health and Human Services (referred 
to in this subsection as the ‘‘Secretary’’), shall, not later than 
2 years after the date of enactment of this Act, submit a report 
to Congress on efforts to prevent and eliminate duplicative bio-
medical research that is not necessary for scientific purposes. Such 
report shall— 


(1) describe the procedures in place to identify such duplica-
tive research, including procedures for monitoring research 
applications and funded research awards to prevent unneces-
sary duplication; 


(2) describe the steps taken to improve the procedures 
described in paragraph (1), in response to relevant recommenda-
tions made by the Comptroller General of the United States; 
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(3) describe how the Secretary operationally distinguishes 
necessary and appropriate scientific replication from unneces-
sary duplication; and 


(4) provide examples of instances where the Secretary has 
identified unnecessarily duplicative research and the steps 
taken to eliminate the unnecessary duplication. 


SEC. 2034. REDUCING ADMINISTRATIVE BURDEN FOR RESEARCHERS. 


(a) PLAN PREPARATION AND IMPLEMENTATION OF MEASURES TO 
REDUCE ADMINISTRATIVE BURDENS.— 


(1) IN GENERAL.—Not later than 2 years after the date 
of enactment of this Act, the Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’) shall— 


(A) lead a review by research funding agencies of all 
regulations and policies related to the disclosure of financial 
conflicts of interest, including the minimum threshold for 
reporting financial conflicts of interest; 


(B) make revisions, as appropriate, to harmonize 
existing policies and reduce administrative burden on 
researchers while maintaining the integrity and credibility 
of research findings and protections of human participants; 
and 


(C) confer with the Office of the Inspector General 
about the activities of such office related to financial con-
flicts of interest involving research funding agencies. 
(2) CONSIDERATIONS.—In updating policies under para-


graph (1)(B), the Secretary shall consider— 
(A) modifying the timelines for the reporting of finan-


cial conflicts of interest to just-in-time information by 
institutions receiving grant or cooperative agreement 
funding from the National Institutes of Health; 


(B) ensuring that financial interest disclosure reporting 
requirements are appropriate for, and relevant to, awards 
that will directly fund research, which may include modi-
fication of the definition of the term ‘‘investigator’’ for pur-
poses of the regulations and policies described in subpara-
graphs (A) and (B) of paragraph (1); and 


(C) updating any applicable training modules of the 
National Institutes of Health related to Federal financial 
interest disclosure. 


(b) MONITORING OF SUBRECIPIENTS OF FUNDING FROM THE 
NATIONAL INSTITUTES OF HEALTH.—The Director of the National 
Institutes of Health (referred to in this section as the ‘‘Director 
of National Institutes of Health’’) shall implement measures to 
reduce the administrative burdens related to monitoring of sub-
recipients of grants by primary awardees of funding from the 
National Institutes of Health, which may incorporate findings and 
recommendations from existing and ongoing activities. Such meas-
ures may include, as appropriate— 


(1) an exemption from subrecipient monitoring require-
ments, upon request from the primary awardees, provided 
that— 


(A) the subrecipient is subject to Federal audit require-
ments pursuant to the Uniform Guidance of the Office 
of Management and Budget; 


(B) the primary awardee conducts, pursuant to guid-
ance of the National Institutes of Health, a pre-award 


42 USC 3501 
note. 
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evaluation of each subrecipient’s risk of noncompliance with 
Federal statutes and regulations, the conditions of the 
subaward, and any recurring audit findings; and 


(C) such exemption does not absolve the primary 
awardee of liability for misconduct by subrecipients; and 
(2) the implementation of alternative grant structures that 


obviate the need for subrecipient monitoring, which may include 
collaborative grant models allowing for multiple primary 
awardees. 
(c) REPORTING OF FINANCIAL EXPENDITURES.—The Secretary, 


in consultation with the Director of National Institutes of Health, 
shall evaluate financial expenditure reporting procedures and 
requirements for recipients of funding from the National Institutes 
of Health and take action, as appropriate, to avoid duplication 
between department and agency procedures and requirements and 
minimize burden to funding recipients. 


(d) ANIMAL CARE AND USE IN RESEARCH.—Not later than 2 
years after the date of enactment of this Act, the Director of 
National Institutes of Health, in collaboration with the Secretary 
of Agriculture and the Commissioner of Food and Drugs, shall 
complete a review of applicable regulations and policies for the 
care and use of laboratory animals and make revisions, as appro-
priate, to reduce administrative burden on investigators while 
maintaining the integrity and credibility of research findings and 
protection of research animals. In carrying out this effort, the 
Director of the National Institutes of Health shall seek the input 
of experts, as appropriate. The Director of the National Institutes 
of Health shall— 


(1) identify ways to ensure such regulations and policies 
are not inconsistent, overlapping, or unnecessarily duplicative, 
including with respect to inspection and review requirements 
by Federal agencies and accrediting associations; 


(2) take steps to eliminate or reduce identified inconsist-
encies, overlap, or duplication among such regulations and poli-
cies; and 


(3) take other actions, as appropriate, to improve the 
coordination of regulations and policies with respect to research 
with laboratory animals. 
(e) DOCUMENTATION OF PERSONNEL EXPENSES.—The Secretary 


shall clarify the applicability of the requirements under the Office 
of Management and Budget Uniform Guidance for management 
and certification systems adopted by entities receiving Federal 
research grants through the Department of Health and Human 
Services regarding documentation of personnel expenses, including 
clarification of the extent to which any flexibility to such require-
ments specified in such Uniform Guidance applies to entities 
receiving grants through the Department of Health and Human 
Services. 


(f) RESEARCH POLICY BOARD.— 
(1) ESTABLISHMENT.—Not later than 1 year after the date 


of enactment of this Act, the Director of the Office of Manage-
ment and Budget shall establish an advisory committee, to 
be known as the ‘‘Research Policy Board’’ (referred to in this 
subsection as the ‘‘Board’’), to provide Federal Government 
officials with information on the effects of regulations related 
to Federal research requirements. 


(2) MEMBERSHIP.— 
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(A) IN GENERAL.—The Board shall include not more 
than 10 Federal members, including each of the following 
Federal members or their designees: 


(i) The Administrator of the Office of Information 
and Regulatory Affairs of the Office of Management 
and Budget. 


(ii) The Director of the Office of Science and Tech-
nology Policy. 


(iii) The Secretary of Health and Human Services. 
(iv) The Director of the National Science Founda-


tion. 
(v) The secretaries and directors of other depart-


ments and agencies that support or regulate scientific 
research, as determined by the Director of the Office 
of Management and Budget. 
(B) NON-FEDERAL MEMBERS.—The Board shall be com-


prised of not less than 9 and not more than 12 representa-
tives of academic research institutions, other private, non-
profit research institutions, or other nonprofit organizations 
with relevant expertise. Such members shall be appointed 
by a formal process, to be established by the Director 
of the Office of Management and Budget, in consultation 
with the Federal membership, and that incorporates— 


(i) nomination by members of the nonprofit sci-
entific research community, including academic 
research institutions; and 


(ii) procedures to fill membership positions vacated 
before the end of a member’s term. 


(3) PURPOSE AND RESPONSIBILITIES.—The Board shall make 
recommendations regarding the modification and harmoni-
zation of regulations and policies having similar purposes across 
research funding agencies to ensure that the administrative 
burden of such research policy and regulation is minimized 
to the greatest extent possible and consistent with maintaining 
responsible oversight of federally funded research. Activities 
of the Board may include— 


(A) providing thorough and informed analysis of regula-
tions and policies; 


(B) identifying negative or adverse consequences of 
existing policies and making actionable recommendations 
regarding possible improvement of such policies; 


(C) making recommendations with respect to efforts 
within the Federal Government to improve coordination 
of regulation and policy related to research; 


(D) creating a forum for the discussion of research 
policy or regulatory gaps, challenges, clarification, or 
harmonization of such policies or regulation, and best prac-
tices; and 


(E) conducting ongoing assessment and evaluation of 
regulatory burden, including development of metrics, peri-
odic measurement, and identification of process improve-
ments and policy changes. 
(4) EXPERT SUBCOMMITTEES.—The Board may form tem-


porary expert subcommittees, as appropriate, to develop timely 
analysis on pressing issues and assist the Board in anticipating 
future regulatory challenges, including challenges emerging 
from new scientific advances. 
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(5) REPORTING REQUIREMENTS.—Not later than 2 years 
after the date of enactment of this Act, and once thereafter, 
the Board shall submit a report to the Director of the Office 
of Management and Budget, the Administrator of the Office 
of Information and Regulatory Affairs of the Office of Manage-
ment and Budget, the Director of the Office of Science and 
Technology Policy, the heads of relevant Federal departments 
and agencies, the Committee on Health, Education, Labor, and 
Pensions of the Senate, and the Committee on Energy and 
Commerce of the House of Representatives containing formal 
recommendations on the conceptualization, development, 
harmonization, and reconsideration of scientific research policy, 
including the regulatory benefits and burdens. 


(6) SUNSET.—The Board shall terminate on September 30, 
2021. 


(7) GAO REPORT.—Not later than 4 years after the date 
of enactment of this Act, the Comptroller General of the United 
States shall conduct an independent evaluation of the activities 
carried out by the Board pursuant to this subsection and submit 
to the appropriate committees of Congress a report regarding 
the results of the independent evaluation. Such report shall 
review and assess the Board’s activities with respect to the 
responsibilities described in paragraph (3). 


SEC. 2035. EXEMPTION FOR THE NATIONAL INSTITUTES OF HEALTH 
FROM THE PAPERWORK REDUCTION ACT REQUIRE-
MENTS. 


Section 301 of the Public Health Service Act (42 U.S.C. 241), 
as amended by section 2013, is further amended by adding at 
the end the following: 


‘‘(g) Subchapter I of chapter 35 of title 44, United States Code, 
shall not apply to the voluntary collection of information during 
the conduct of research by the National Institutes of Health.’’. 


SEC. 2036. HIGH-RISK, HIGH-REWARD RESEARCH. 


(a) IN GENERAL.—Section 402 of the Public Health Service 
Act (42 U.S.C. 282), as amended by section 2031, is further amended 
by adding at the end the following: 


‘‘(n) UNIQUE RESEARCH INITIATIVES.— 
‘‘(1) IN GENERAL.—The Director of NIH may approve, after 


consideration of a proposal under paragraph (2)(A), requests 
by the national research institutes and centers, or program 
officers within the Office of the Director to engage in trans-
actions other than a contract, grant, or cooperative agreement 
with respect to projects that carry out— 


‘‘(A) the Precision Medicine Initiative under section 
498E; or 


‘‘(B) section 402(b)(7), except that not more than 50 
percent of the funds available for a fiscal year through 
the Common Fund under section 402A(c)(1) for purposes 
of carrying out such section 402(b)(7) may be used to engage 
in such other transactions. 
‘‘(2) REQUIREMENTS.—The authority provided under this 


subsection may be used to conduct or support high impact 
cutting-edge research described in paragraph (1) using the other 
transactions authority described in such paragraph if the 
institute, center, or office— 
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‘‘(A) submits a proposal to the Director of NIH for 
the use of such authority before conducting or supporting 
the research, including why the use of such authority is 
essential to promoting the success of the project; 


‘‘(B) receives approval for the use of such authority 
from the Director of NIH; and 


‘‘(C) for each year in which the institute, center, or 
office has used such authority in accordance with this 
subsection, submits a report to the Director of NIH on 
the activities of the institute, center, or office relating to 
such research.’’. 


(b) REPORT TO CONGRESS.—Not later than September 30, 2020, 
the Secretary of Health and Human Services, acting through the 
Director of the National Institutes of Health, shall conduct an 
evaluation of the activities under subsection (n) of section 402 
of the Public Health Service Act (42 U.S.C. 282), as added by 
subsection (a), and submit a report to the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee 
on Energy and Commerce of the House of Representatives on the 
results of such evaluation. 


(c) DUTIES OF DIRECTORS OF INSTITUTES.—Section 405(b)(1) 
of the Public Health Service Act (42 U.S.C. 284(b)(1)) is amended— 


(1) by redesignating subparagraphs (C) through (L) as sub-
paragraphs (D) through (M), respectively; and 


(2) by inserting after subparagraph (B), the following: 
‘‘(C) shall, as appropriate, conduct and support research 


that has the potential to transform the scientific field, has 
inherently higher risk, and that seeks to address major current 
challenges;’’. 


SEC. 2037. NATIONAL CENTER FOR ADVANCING TRANSLATIONAL 
SCIENCES. 


(a) IN GENERAL.—Section 479(b) of the Public Health Service 
Act (42 U.S.C. 287(b)) is amended— 


(1) in paragraph (1), by striking ‘‘phase IIA’’ and inserting 
‘‘phase IIB’’; and 


(2) in paragraph (2)— 
(A) in the matter preceding subparagraph (A), by 


striking ‘‘phase IIB’’ and inserting ‘‘phase III’’; 
(B) in subparagraph (A), by striking ‘‘phase IIB’’ and 


inserting ‘‘phase III’’; 
(C) in subparagraph (B), by striking ‘‘phase IIA’’ and 


inserting ‘‘phase IIB’’; and 
(D) in subparagraph (C), by striking ‘‘phase IIB’’ and 


inserting ‘‘phase III’’. 
(b) INCREASED TRANSPARENCY.—Section 479 of the Public 


Health Service Act (42 U.S.C. 287) is amended— 
(1) in subsection (c)— 


(A) in paragraph (4)(D), by striking ‘‘and’’ at the end; 
(B) in paragraph (5), by striking the period and 


inserting a semicolon; and 
(C) by adding at the end the following: 


‘‘(6) the methods and tools, if any, that have been developed 
since the last biennial report was prepared; and 


‘‘(7) the methods and tools, if any, that have been developed 
and are being utilized by the Food and Drug Administration 
to support medical product reviews.’’; and 
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(2) by adding at the end the following: 
‘‘(d) INCLUSION OF LIST.—The first biennial report submitted 


under this section after the date of enactment of the 21st Century 
Cures Act shall include a complete list of all of the methods and 
tools, if any, which have been developed by research supported 
by the Center. 


‘‘(e) RULE OF CONSTRUCTION.—Nothing in this section shall 
be construed as authorizing the Secretary to disclose any informa-
tion that is a trade secret, or other privileged or confidential 
information subject to section 552(b)(4) of title 5, United States 
Code, or section 1905 of title 18, United States Code.’’. 


SEC. 2038. COLLABORATION AND COORDINATION TO ENHANCE 
RESEARCH. 


(a) RESEARCH PRIORITIES; COLLABORATIVE RESEARCH 
PROJECTS.—Section 402(b) of the Public Health Service Act (42 
U.S.C. 282(b)) is amended— 


(1) by amending paragraph (4) to read as follows: 
‘‘(4) shall assemble accurate data to be used to assess 


research priorities, including— 
‘‘(A) information to better evaluate scientific oppor-


tunity, public health burdens, and progress in reducing 
health disparities; and 


‘‘(B) data on study populations of clinical research, 
funded by or conducted at each national research institute 
and national center, which— 


‘‘(i) specifies the inclusion of— 
‘‘(I) women; 
‘‘(II) members of minority groups; 
‘‘(III) relevant age categories, including pedi-


atric subgroups; and 
‘‘(IV) other demographic variables as the 


Director of the National Institutes of Health deter-
mines appropriate; 
‘‘(ii) is disaggregated by research area, condition, 


and disease categories; and 
‘‘(iii) is to be made publicly available on the Inter-


net website of the National Institutes of Health;’’; and 
(2) in paragraph (8)— 


(A) in subparagraph (A), by striking ‘‘and’’ at the end; 
and 


(B) by adding at the end the following: 
‘‘(C) foster collaboration between clinical research 


projects funded by the respective national research 
institutes and national centers that— 


‘‘(i) conduct research involving human subjects; 
and 


‘‘(ii) collect similar data; and 
‘‘(D) encourage the collaboration described in subpara-


graph (C) to— 
‘‘(i) allow for an increase in the number of subjects 


studied; and 
‘‘(ii) utilize diverse study populations, with special 


consideration to biological, social, and other deter-
minants of health that contribute to health dispari-
ties;’’. 
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(b) REPORTING.—Section 492B(f) of the Public Health Service 
Act (42 U.S.C. 289a–2(f)) is amended— 


(1) by striking ‘‘biennial’’ each place such term appears 
and inserting ‘‘triennial’’; 


(2) by striking ‘‘The advisory council’’ and inserting the 
following: 


‘‘(1) IN GENERAL.—The advisory council’’; and 
(3) by adding at the end the following: 
‘‘(2) CONTENTS.—Each triennial report prepared by an 


advisory council of each national research institute as described 
in paragraph (1) shall include each of the following: 


‘‘(A) The number of women included as subjects, and 
the proportion of subjects that are women, in any project 
of clinical research conducted during the applicable 
reporting period, disaggregated by categories of research 
area, condition, or disease, and accounting for single-sex 
studies. 


‘‘(B) The number of members of minority groups 
included as subjects, and the proportion of subjects that 
are members of minority groups, in any project of clinical 
research conducted during the applicable reporting period, 
disaggregated by categories of research area, condition, 
or disease and accounting for single-race and single-eth-
nicity studies. 


‘‘(C) For the applicable reporting period, the number 
of projects of clinical research that include women and 
members of minority groups and that— 


‘‘(i) have been completed during such reporting 
period; and 


‘‘(ii) are being carried out during such reporting 
period and have not been completed. 
‘‘(D) The number of studies completed during the 


applicable reporting period for which reporting has been 
submitted in accordance with subsection (c)(2)(A).’’. 


(c) COORDINATION.—Section 486(c)(2) of the Public Health 
Service Act (42 U.S.C. 287d(c)(2)) is amended by striking ‘‘designees’’ 
and inserting ‘‘senior-level staff designees’’. 


(d) IN GENERAL.—Part A of title IV of the Public Health Service 
Act (42 U.S.C. 281 et seq.), as amended by section 2021, is further 
amended by adding at the end the following: 


‘‘SEC. 404N. POPULATION FOCUSED RESEARCH. 


‘‘The Director of the National Institutes of Health shall, as 
appropriate, encourage efforts to improve research related to the 
health of sexual and gender minority populations, including by— 


‘‘(1) facilitating increased participation of sexual and gender 
minority populations in clinical research supported by the 
National Institutes of Health, and reporting on such participa-
tion, as applicable; 


‘‘(2) facilitating the development of valid and reliable 
methods for research relevant to sexual and gender minority 
populations; and 


‘‘(3) addressing methodological challenges.’’. 
(e) REPORTING.— 


(1) IN GENERAL.—The Secretary, in collaboration with the 
Director of the National Institutes of Health, shall as appro-
priate— 


42 USC 283p 
note. 


42 USC 283p. 
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(A) continue to support research for the development 
of appropriate measures related to reporting health 
information about sexual and gender minority populations; 
and 


(B) not later than 2 years after the date of enactment 
of this Act, disseminate and make public such measures. 
(2) NATIONAL ACADEMY OF MEDICINE RECOMMENDATIONS.— 


In developing the measures described in paragraph (1)(A), the 
Secretary shall take into account recommendations made by 
the National Academy of Medicine. 
(f) IMPROVING COORDINATION RELATED TO MINORITY HEALTH 


AND HEALTH DISPARITIES.—Section 464z–3 of the Public Health 
Service Act (42 U.S.C. 285t) is amended— 


(1) by redesignating subsection (h), relating to interagency 
coordination, that follows subsection (j) as subsection (k); and 


(2) in subsection (k) (as so redesignated)— 
(A) in the subsection heading, by striking ‘‘INTER-


AGENCY’’ and inserting ‘‘INTRA-NATIONAL INSTITUTES OF 
HEALTH’’; 


(B) by striking ‘‘as the primary Federal officials’’ and 
inserting ‘‘as the primary Federal official’’; 


(C) by inserting a comma after ‘‘review’’; 
(D) by striking ‘‘Institutes and Centers of the National 


Institutes of Health’’ and inserting ‘‘national research 
institutes and national centers’’; and 


(E) by adding at the end the following: ‘‘The Director 
of the Institute may foster partnerships between the 
national research institutes and national centers and may 
encourage the funding of collaborative research projects 
to achieve the goals of the National Institutes of Health 
that are related to minority health and health disparities.’’. 


(g) BASIC RESEARCH.— 
(1) DEVELOPING POLICIES.—Not later than 2 years after 


the date of enactment of this Act, the Director of the National 
Institutes of Health (referred to in this section as the ‘‘Director 
of the National Institutes of Health’’), taking into consideration 
the recommendations developed under section 2039, shall 
develop policies for projects of basic research funded by National 
Institutes of Health to assess— 


(A) relevant biological variables including sex, as 
appropriate; and 


(B) how differences between male and female cells, 
tissues, or animals may be examined and analyzed. 
(2) REVISING POLICIES.—The Director of the National 


Institutes of Health may update or revise the policies developed 
under paragraph (1) as appropriate. 


(3) CONSULTATION AND OUTREACH.—In developing, 
updating, or revising the policies under this section, the 
Director of the National Institutes of Health shall— 


(A) consult with— 
(i) the Office of Research on Women’s Health; 
(ii) the Office of Laboratory Animal Welfare; and 
(iii) appropriate members of the scientific and aca-


demic communities; and 
(B) conduct outreach to solicit feedback from members 


of the scientific and academic communities on the influence 
of sex as a variable in basic research, including feedback 


42 USC 284r. 
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on when it is appropriate for projects of basic research 
involving cells, tissues, or animals to include both male 
and female cells, tissues, or animals. 
(4) ADDITIONAL REQUIREMENTS.—The Director of the 


National Institutes of Health shall— 
(A) ensure that projects of basic research funded by 


the National Institutes of Health are conducted in accord-
ance with the policies developed, updated, or revised under 
this section, as applicable; and 


(B) encourage that the results of such research, when 
published or reported, be disaggregated as appropriate with 
respect to the analysis of any sex differences. 


(h) CLINICAL RESEARCH.— 
(1) IN GENERAL.—Not later than 1 year after the date 


of enactment of this Act, the Director of the National Institutes 
of Health, in consultation with the Director of the Office of 
Research on Women’s Health and the Director of the National 
Institute on Minority Health and Health Disparities, shall 
update the guidelines established under section 492B(d) of 
Public Health Service Act (42 U.S.C. 289a–2(d)) in accordance 
with paragraph (2). 


(2) REQUIREMENTS.—The updated guidelines described in 
paragraph (1) shall— 


(A) reflect the science regarding sex differences; 
(B) improve adherence to the requirements under sec-


tion 492B of the Public Health Service Act (42 U.S.C. 
289a–2), including the reporting requirements under sub-
section (f) of such section; and 


(C) clarify the circumstances under which studies 
should be designed to support the conduct of analyses 
to detect significant differences in the intervention effect 
due to demographic factors related to section 492B of the 
Public Health Service Act, including in the absence of 
prior studies that demonstrate a difference in study out-
comes on the basis of such factors and considering the 
effects of the absence of such analyses on the availability 
of data related to demographic differences. 


(i) APPROPRIATE AGE GROUPINGS IN CLINICAL RESEARCH.— 
(1) INPUT FROM EXPERTS.—Not later than 180 days after 


the date of enactment of this Act, the Director of the National 
Institutes of Health shall convene a workshop of experts on 
pediatric and older populations to provide input on— 


(A) appropriate age groups to be included in research 
studies involving human subjects; and 


(B) acceptable justifications for excluding participants 
from a range of age groups from human subjects research 
studies. 
(2) POLICY UPDATES.—Not later than 180 days after the 


conclusion of the workshop under paragraph (1), the Director 
of the National Institutes of Health shall make a determination 
with respect to whether the policies of the National Institutes 
of Health on the inclusion of relevant age groups in clinical 
studies need to be updated, and shall update such policies 
as appropriate. In making the determination, the Director of 
the National Institutes of Health shall take into consideration 
whether such policies— 


42 USC 282 note. 


42 USC 289a–2 
note. 
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(A) address the consideration of age as an inclusion 
variable in research involving human subjects; and 


(B) identify the criteria for justification for any age- 
related exclusions in such research. 
(3) PUBLIC AVAILABILITY OF FINDINGS AND CONCLUSIONS.— 


The Director of the National Institutes of Health shall— 
(A) make the findings and conclusions resulting from 


the workshop under paragraph (1) and updates to policies 
in accordance with paragraph (2), as applicable, available 
to the public on the Internet website of the National 
Institutes of Health; and 


(B) ensure that age-related data reported in the tri-
ennial report under section 403 of the Public Health Service 
Act (42 U.S.C. 283) (as amended by section 2032) are 
made available to the public on the Internet website of 
the National Institutes of Health. 


SEC. 2039. ENHANCING THE RIGOR AND REPRODUCIBILITY OF SCI-
ENTIFIC RESEARCH. 


(a) ESTABLISHMENT.—Not later than 1 year after the date of 
enactment of this Act, the Secretary of Health and Human Services, 
acting through the Director of the National Institutes of Health, 
shall convene a working group under the Advisory Committee to 
the Director of the National Institutes of Health (referred to in 
this section as the ‘‘Advisory Committee’’), appointed under section 
222 of the Public Health Service Act (42 U.S.C. 217a), to develop 
and issue recommendations through the Advisory Committee for 
a formal policy, which may incorporate or be informed by relevant 
existing and ongoing activities, to enhance rigor and reproducibility 
of scientific research funded by the National Institutes of Health. 


(b) CONSIDERATIONS.—In developing and issuing recommenda-
tions through the Advisory Committee under subsection (a), the 
working group established under such subsection shall consider, 
as appropriate— 


(1) preclinical experiment design, including analysis of sex 
as a biological variable; 


(2) clinical experiment design, including— 
(A) the diversity of populations studied for clinical 


research, with respect to biological, social, and other deter-
minants of health that contribute to health disparities; 


(B) the circumstances under which summary informa-
tion regarding biological, social, and other factors that con-
tribute to health disparities should be reported; and 


(C) the circumstances under which clinical studies, 
including clinical trials, should conduct an analysis of the 
data collected during the study on the basis of biological, 
social, and other factors that contribute to health dispari-
ties; 
(3) applicable levels of rigor in statistical methods, method-


ology, and analysis; 
(4) data and information sharing in accordance with 


applicable privacy laws and regulations; and 
(5) any other matter the working group determines rel-


evant. 
(c) POLICIES.—Not later than 18 months after the date of enact-


ment of this Act, the Director of the National Institutes of Health 
shall consider the recommendations developed by the working group 


42 USC 282 note. 
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and issued by the Advisory Committee under subsection (a) and 
develop or update policies as appropriate. 


(d) REPORT.—Not later than 2 years after the date of enactment 
of this Act, the Director of the National Institutes of Health shall 
issue a report to the Secretary of Health and Human Services, 
the Committee on Health, Education, Labor, and Pensions of the 
Senate, and the Committee on Energy and Commerce of the House 
of Representatives regarding recommendations developed under 
subsection (a) and any subsequent policy changes implemented, 
to enhance rigor and reproducibility in scientific research funded 
by the National Institutes of Health. 


(e) CONFIDENTIALITY.—Nothing in this section authorizes the 
Secretary of Health and Human Services to disclose any information 
that is a trade secret, or other privileged or confidential information, 
described in section 552(b)(4) of title 5, United States Code, or 
section 1905 of title 18, United States Code. 


SEC. 2040. IMPROVING MEDICAL REHABILITATION RESEARCH AT THE 
NATIONAL INSTITUTES OF HEALTH. 


(a) IN GENERAL.—Section 452 of the Public Health Service 
Act (42 U.S.C. 285g–4) is amended— 


(1) in subsection (b), by striking ‘‘conduct and support’’ 
and inserting ‘‘conduct, support, and coordination’’; 


(2) in subsection (c)(1)(C), by striking ‘‘of the Center’’ and 
inserting ‘‘within the Center’’; 


(3) in subsection (d)— 
(A) by striking ‘‘(d)(1) In consultation’’ and all that 


follows through the end of paragraph (1) and inserting 
the following: 


‘‘(d)(1) The Director of the Center, in consultation with the 
Director of the Institute, the coordinating committee established 
under subsection (e), and the advisory board established under 
subsection (f), shall develop a comprehensive plan (referred to in 
this section as the ‘Research Plan’) for the conduct, support, and 
coordination of medical rehabilitation research.’’; 


(B) in paragraph (2)— 
(i) in subparagraph (A), by striking ‘‘; and’’ and 


inserting a semicolon; 
(ii) in subparagraph (B), by striking the period 


and inserting ‘‘; and’’; and 
(iii) by adding at the end the following: 


‘‘(C) include goals and objectives for conducting, supporting, 
and coordinating medical rehabilitation research, consistent 
with the purpose described in subsection (b).’’; 


(C) by striking paragraph (4) and inserting the fol-
lowing: 


‘‘(4) The Director of the Center, in consultation with the Director 
of the Institute, the coordinating committee established under sub-
section (e), and the advisory board established under subsection 
(f), shall revise and update the Research Plan periodically, as appro-
priate, or not less than every 5 years. Not later than 30 days 
after the Research Plan is so revised and updated, the Director 
of the Center shall transmit the revised and updated Research 
Plan to the President, the Committee on Health, Education, Labor, 
and Pensions of the Senate, and the Committee on Energy and 
Commerce of the House of Representatives.’’; and 


(D) by adding at the end the following: 
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‘‘(5) The Director of the Center, in consultation with the Director 
of the Institute, shall, prior to revising and updating the Research 
Plan, prepare a report for the coordinating committee established 
under subsection (e) and the advisory board established under 
subsection (f) that describes and analyzes the progress during the 
preceding fiscal year in achieving the goals and objectives described 
in paragraph (2)(C) and includes expenditures for rehabilitation 
research at the National Institutes of Health. The report shall 
include recommendations for revising and updating the Research 
Plan, and such initiatives as the Director of the Center and the 
Director of the Institute determine appropriate. In preparing the 
report, the Director of the Center and the Director of the Institute 
shall consult with the Director of the National Institutes of Health.’’; 


(4) in subsection (e)— 
(A) in paragraph (2), by inserting ‘‘periodically host 


a scientific conference or workshop on medical rehabilita-
tion research and’’ after ‘‘The Coordinating Committee 
shall’’; and 


(B) in paragraph (3), by inserting ‘‘the Director of the 
Division of Program Coordination, Planning, and Strategic 
Initiatives within the Office of the Director of the National 
Institutes of Health,’’ after ‘‘shall be composed of’’; 
(5) in subsection (f)(3)(B)— 


(A) by redesignating clauses (ix) through (xi) as clauses 
(x) through (xii), respectively; and 


(B) by inserting after clause (viii) the following: 
‘‘(ix) The Director of the Division of Program Coordination, 


Planning, and Strategic Initiatives.’’; and 
(6) by adding at the end the following: 


‘‘(g)(1) The Secretary and the heads of other Federal agencies 
shall jointly review the programs carried out (or proposed to be 
carried out) by each such official with respect to medical rehabilita-
tion research and, as appropriate, enter into agreements preventing 
duplication among such programs. 


‘‘(2) The Secretary shall, as appropriate, enter into interagency 
agreements relating to the coordination of medical rehabilitation 
research conducted by agencies of the National Institutes of Health 
and other agencies of the Federal Government. 


‘‘(h) For purposes of this section, the term ‘medical rehabilita-
tion research’ means the science of mechanisms and interventions 
that prevent, improve, restore, or replace lost, underdeveloped, or 
deteriorating function.’’. 


(b) CONFORMING AMENDMENT.—Section 3 of the National 
Institutes of Health Amendments of 1990 (42 U.S.C. 285g–4 note) 
is amended— 


(1) in subsection (a), by striking ‘‘IN GENERAL.—’’; and 
(2) by striking subsection (b). 


SEC. 2041. TASK FORCE ON RESEARCH SPECIFIC TO PREGNANT 
WOMEN AND LACTATING WOMEN. 


(a) TASK FORCE ON RESEARCH SPECIFIC TO PREGNANT WOMEN 
AND LACTATING WOMEN.— 


(1) ESTABLISHMENT.—Not later than 90 days after the date 
of enactment of this Act, the Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’) shall 
establish a task force, in accordance with the Federal Advisory 
Committee Act (5 U.S.C. App.), to be known as the ‘‘Task 


42 USC 289a–2 
note. 
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Force on Research Specific to Pregnant Women and Lactating 
Women’’ (in this section referred to as the ‘‘Task Force’’). 


(2) DUTIES.—The Task Force shall provide advice and guid-
ance to the Secretary regarding Federal activities related to 
identifying and addressing gaps in knowledge and research 
regarding safe and effective therapies for pregnant women and 
lactating women, including the development of such therapies 
and the collaboration on and coordination of such activities. 


(3) MEMBERSHIP.— 
(A) FEDERAL MEMBERS.—The Task Force shall be com-


posed of each of the following Federal members, or the 
designees of such members: 


(i) The Director of the Centers for Disease Control 
and Prevention. 


(ii) The Director of the National Institutes of 
Health, the Director of the Eunice Kennedy Shriver 
National Institute of Child Health and Human 
Development, and the directors of such other appro-
priate national research institutes. 


(iii) The Commissioner of Food and Drugs. 
(iv) The Director of the Office on Women’s Health. 
(v) The Director of the National Vaccine Program 


Office. 
(vi) The head of any other research-related agency 


or department not described in clauses (i) through 
(v) that the Secretary determines appropriate, which 
may include the Department of Veterans Affairs and 
the Department of Defense. 
(B) NON-FEDERAL MEMBERS.—The Task Force shall be 


composed of each of the following non-Federal members, 
including— 


(i) representatives from relevant medical societies 
with subject matter expertise on pregnant women, lac-
tating women, or children; 


(ii) nonprofit organizations with expertise related 
to the health of women and children; 


(iii) relevant industry representatives; and 
(iv) other representatives, as appropriate. 


(C) LIMITATIONS.—The non-Federal members described 
in subparagraph (B) shall— 


(i) compose not more than one-half, and not less 
than one-third, of the total membership of the Task 
Force; and 


(ii) be appointed by the Secretary. 
(4) TERMINATION.— 


(A) IN GENERAL.—Subject to subparagraph (B), the 
Task Force shall terminate on the date that is 2 years 
after the date on which the Task Force is established 
under paragraph (1). 


(B) EXTENSION.—The Secretary may extend the oper-
ation of the Task Force for one additional 2-year period 
following the 2-year period described in subparagraph (A), 
if the Secretary determines that the extension is appro-
priate for carrying out the purpose of this section. 
(5) MEETINGS.—The Task Force shall meet not less than 


2 times each year and shall convene public meetings, as appro-
priate, to fulfill its duties under paragraph (2). 
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(6) TASK FORCE REPORT TO CONGRESS.—Not later than 18 
months after the date on which the Task Force is established 
under paragraph (1), the Task Force shall prepare and submit 
to the Secretary, the Committee on Health, Education, Labor, 
and Pensions of the Senate, and the Committee on Energy 
and Commerce of the House of Representatives a report that 
includes each of the following: 


(A) A plan to identify and address gaps in knowledge 
and research regarding safe and effective therapies for 
pregnant women and lactating women, including the 
development of such therapies. 


(B) Ethical issues surrounding the inclusion of preg-
nant women and lactating women in clinical research. 


(C) Effective communication strategies with health care 
providers and the public on information relevant to preg-
nant women and lactating women. 


(D) Identification of Federal activities, including— 
(i) the state of research on pregnancy and lactation; 
(ii) recommendations for the coordination of, and 


collaboration on research related to pregnant women 
and lactating women; 


(iii) dissemination of research findings and 
information relevant to pregnant women and lactating 
women to providers and the public; and 


(iv) existing Federal efforts and programs to 
improve the scientific understanding of the health 
impacts on pregnant women, lactating women, and 
related birth and pediatric outcomes, including with 
respect to pharmacokinetics, pharmacodynamics, and 
toxicities. 
(E) Recommendations to improve the development of 


safe and effective therapies for pregnant women and lac-
tating women. 


(b) CONFIDENTIALITY.—Nothing in this section shall authorize 
the Secretary of Health and Human Services to disclose any 
information that is a trade secret, or other privileged or confidential 
information, described in section 552(b)(4) of title 5, United States 
Code, or section 1905 of title 18, United States Code. 


(c) UPDATING PROTECTIONS FOR PREGNANT WOMEN AND LAC-
TATING WOMEN IN RESEARCH.— 


(1) IN GENERAL.—Not later than 2 years after the date 
of enactment of this Act, the Secretary, considering any rec-
ommendations of the Task Force available at such time and 
in consultation with the heads of relevant agencies of the 
Department of Health and Human Services, shall, as appro-
priate, update regulations and guidance, as applicable, 
regarding the inclusion of pregnant women and lactating 
women in clinical research. 


(2) CRITERIA FOR EXCLUDING PREGNANT OR LACTATING 
WOMEN.—In updating any regulations or guidance described 
in paragraph (1), the Secretary shall consider any appropriate 
criteria to be used by institutional review boards and individ-
uals reviewing grant proposals for excluding pregnant women 
or lactating women as a study population requiring additional 
protections from participating in human subject research. 
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SEC. 2042. STREAMLINING NATIONAL INSTITUTES OF HEALTH 
REPORTING REQUIREMENTS. 


(a) TRANS-NATIONAL INSTITUTES OF HEALTH RESEARCH 
REPORTING.—Section 402A(c)(2) of the Public Health Service Act 
(42 U.S.C. 282a(c)(2)) is amended— 


(1) by amending subparagraph (B) to read as follows: 
‘‘(B) REPORTING.—Not later than 2 years after the date 


of enactment of 21st Century Cures Act, the head of each 
national research institute or national center shall submit 
to the Director of the National Institutes of Health a report, 
to be included in the triennial report under section 403, 
on the amount made available by the institute or center 
for conducting or supporting research that involves 
collaboration between the institute or center and 1 or more 
other national research institutes or national centers.’’; and 
(2) in subparagraphs (D) and (E) by striking ‘‘(B)(i)’’ each 


place it appears and inserting ‘‘(B)’’. 
(b) FRAUD AND ABUSE REPORTING.—Section 403B of the Public 


Health Service Act (42 U.S.C. 283a–1) is amended— 
(1) by striking subsection (b); 
(2) by redesignating subsection (c) as subsection (b); and 
(3) in subsection (b) (as so redesignated), by striking ‘‘sub-


sections (a) and (b)’’ and inserting ‘‘subsection (a)’’. 
(c) DOCTORAL DEGREES REPORTING.—Section 403C(a)(2) of the 


Public Health Service Act (42 U.S.C. 283a–2(a)(2)) is amended 
by striking ‘‘(not including any leaves of absence)’’. 


(d) VACCINE REPORTING.—Section 404B of the Public Health 
Service Act (42 U.S.C. 283d) is amended— 


(1) by striking subsection (b); and 
(2) by striking ‘‘(a) DEVELOPMENT OF NEW VACCINES.— 


The Secretary’’ and inserting ‘‘The Secretary’’. 
(e) NATIONAL CENTER FOR ADVANCING TRANSLATIONAL 


SCIENCES.—Section 479(c) of the Public Health Service Act (42 
U.S.C. 287(c)) is amended— 


(1) in the subsection heading, by striking ‘‘ANNUAL’’ and 
inserting ‘‘BIENNIAL’’; and 


(2) in the matter preceding paragraph (1), by striking ‘‘an 
annual report’’ and inserting ‘‘a report on a biennial basis’’. 
(f) REVIEW OF CENTERS OF EXCELLENCE.— 


(1) REPEAL.—Section 404H of the Public Health Service 
Act (42 U.S.C. 283j) is repealed. 


(2) CONFORMING AMENDMENT.—Section 399EE(c) of the 
Public Health Service Act (42 U.S.C. 280–4(c)) is amended 
by striking ‘‘399CC, 404H,’’ and inserting ‘‘399CC’’. 
(g) RAPID HIV TEST REPORT.—Section 502(a) of the Ryan White 


CARE Act Amendments of 2000 (42 U.S.C. 300cc note) is amended— 
(1) by striking paragraph (2); and 
(2) by redesignating paragraph (3) as paragraph (2). 


(h) NATIONAL INSTITUTE OF NURSING RESEARCH.— 
(1) REPEAL.—Section 464Y of the Public Health Service 


Act (42 U.S.C. 285q–3) is repealed. 
(2) CONFORMING AMENDMENT.—Section 464X(g) of the 


Public Health Service Act (42 U.S.C. 285q–2(g)) is amended 
by striking ‘‘biennial report made under section 464Y,’’ and 
inserting ‘‘triennial report made under section 403’’. 
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SEC. 2043. REIMBURSEMENT FOR RESEARCH SUBSTANCES AND LIVING 
ORGANISMS. 


Section 301 of the Public Health Service Act (42 U.S.C. 241), 
as amended by section 2035, is further amended— 


(1) in the flush matter at the end of subsection (a)— 
(A) by redesignating such matter as subsection (h)(1); 


and 
(B) by moving such matter so as to appear at the 


end of such section; and 
(2) in subsection (h) (as so redesignated), by adding at 


the end the following: 
‘‘(2) Where research substances and living organisms are made 


available under paragraph (1) through contractors, the Secretary 
may direct such contractors to collect payments on behalf of the 
Secretary for the costs incurred to make available such substances 
and organisms and to forward amounts so collected to the Secretary, 
in the time and manner specified by the Secretary. 


‘‘(3) Amounts collected under paragraph (2) shall be credited 
to the appropriations accounts that incurred the costs to make 
available the research substances and living organisms involved, 
and shall remain available until expended for carrying out activities 
under such accounts.’’. 


SEC. 2044. SENSE OF CONGRESS ON INCREASED INCLUSION OF UNDER-
REPRESENTED POPULATIONS IN CLINICAL TRIALS. 


It is the sense of Congress that the National Institute on 
Minority Health and Health Disparities should include within its 
strategic plan under section 402(m) of the Public Health Service 
Act (42 U.S.C. 282(m)) ways to increase representation of underrep-
resented populations in clinical trials. 


Subtitle E—Advancement of the National 
Institutes of Health Research and Data 
Access 


SEC. 2051. TECHNICAL UPDATES TO CLINICAL TRIALS DATABASE. 


Section 402(j)(2)(D) of the Public Health Service Act (42 U.S.C. 
282(j)(2)(D)) is amended— 


(1) in clause (ii)(I), by inserting before the semicolon ‘‘, 
unless the responsible party affirmatively requests that the 
Director of the National Institutes of Health publicly post such 
clinical trial information for an applicable device clinical trial 
prior to such date of clearance or approval’’; and 


(2) by adding at the end the following: 
‘‘(iii) OPTION TO MAKE CERTAIN CLINICAL TRIAL 


INFORMATION AVAILABLE EARLIER.—The Director of the 
National Institutes of Health shall inform responsible 
parties of the option to request that clinical trial 
information for an applicable device clinical trial be 
publicly posted prior to the date of clearance or 
approval, in accordance with clause (ii)(I). 


‘‘(iv) COMBINATION PRODUCTS.—An applicable clin-
ical trial for a product that is a combination of drug, 
device, or biological product shall be considered— 
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‘‘(I) an applicable drug clinical trial, if the 
Secretary determines under section 503(g) of the 
Federal Food, Drug, and Cosmetic Act that the 
primary mode of action of such product is that 
of a drug or biological product; or 


‘‘(II) an applicable device clinical trial, if the 
Secretary determines under such section that the 
primary mode of action of such product is that 
of a device.’’. 


SEC. 2052. COMPLIANCE ACTIVITIES REPORTS. 


(a) DEFINITIONS.—In this section: 
(1) APPLICABLE CLINICAL TRIAL.—The term ‘‘applicable clin-


ical trial’’ has the meaning given the term in section 402(j) 
of the Public Health Service Act (42 U.S.C. 282(j)). 


(2) SECRETARY.—The term ‘‘Secretary’’ means the Secretary 
of Health and Human Services. 
(b) REPORT ON ACTIVITIES TO ENCOURAGE COMPLIANCE.—Not 


later than 2 years after the date of enactment of this Act, the 
Secretary, acting through the Director of the National Institutes 
of Health and in collaboration with the Commissioner of Food 
and Drugs, shall submit to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives, a report that 
describes education and outreach, guidance, enforcement, and other 
activities undertaken to encourage compliance with section 402(j) 
of the Public Health Service Act (42 U.S.C. 282(j)). 


(c) REPORTS ON CLINICAL TRIALS.— 
(1) IN GENERAL.—Not later than 2 years after the final 


compliance date under the final rule implementing section 
402(j) of the Public Health Service Act, and every 2 years 
thereafter for the next 4 years, the Secretary, acting through 
the Director of the National Institutes of Health and in 
collaboration with the Commissioner of Food and Drugs, shall 
submit to the Committee on Health, Education, Labor, and 
Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives, a report 
describing— 


(A) the total number of applicable clinical trials with 
complete data bank registration information registered 
during the period for which the report is being prepared 
(broken down by each year of such reporting period); 


(B) the total number of applicable clinical trials reg-
istered during the period for which the report is being 
prepared for which results have been submitted to the 
data bank (broken down by each year of such reporting 
period); 


(C) the activities undertaken by the Secretary to edu-
cate responsible persons about data bank registration and 
results submission requirements, including through 
issuance of guidance documents, informational meetings, 
and training sessions; and 


(D) the activities described in the report submitted 
under subsection (b). 
(2) ACTIONS TO ENFORCE COMPLIANCE.—After the Secretary 


has undertaken the educational activities described in para-
graph (1)(C), the Secretary shall include in subsequent reports 
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submitted under paragraph (1) the number of actions taken 
by the Secretary during the period for which the report is 
being prepared to enforce compliance with data bank registra-
tion and results submission requirements. 


SEC. 2053. UPDATES TO POLICIES TO IMPROVE DATA. 


Section 492B(c) of the Public Health Service Act (42 U.S.C. 
289a–2(c)) is amended— 


(1) by striking ‘‘In the case’’ and inserting the following: 
‘‘(1) IN GENERAL.—In the case’’; and 
(2) by adding at the end the following: 
‘‘(2) REPORTING REQUIREMENTS.—For any new and com-


peting project of clinical research subject to the requirements 
under this section that receives a grant award 1 year after 
the date of enactment of the 21st Century Cures Act, or any 
date thereafter, for which a valid analysis is provided under 
paragraph (1)— 


‘‘(A) and which is an applicable clinical trial as defined 
in section 402(j), the entity conducting such clinical 
research shall submit the results of such valid analysis 
to the clinical trial registry data bank expanded under 
section 402(j)(3), and the Director of the National Institutes 
of Health shall, as appropriate, consider whether such 
entity has complied with the reporting requirement 
described in this subparagraph in awarding any future 
grant to such entity, including pursuant to section 
402(j)(5)(A)(ii) when applicable; and 


‘‘(B) the Director of the National Institutes of Health 
shall encourage the reporting of the results of such valid 
analysis described in paragraph (1) through any additional 
means determined appropriate by the Director.’’. 


SEC. 2054. CONSULTATION. 


Not later than 90 days after the date of enactment of this 
Act, the Secretary of Health and Human Services shall consult 
with relevant Federal agencies, including the Food and Drug 
Administration, the Office of the National Coordinator for Health 
Information Technology, and the National Institutes of Health, 
as well as other stakeholders (including patients, researchers, physi-
cians, industry representatives, and developers of health informa-
tion technology) to receive recommendations with respect to 
enhancements to the clinical trial registry data bank under section 
402(j) of the Public Health Service Act (42 U.S.C. 282(j)), including 
with respect to usability, functionality, and search capability. 


Subtitle F—Facilitating Collaborative 
Research 


SEC. 2061. NATIONAL NEUROLOGICAL CONDITIONS SURVEILLANCE 
SYSTEM. 


Part P of title III of the Public Health Service Act (42 U.S.C. 
280g et seq.) is amended by inserting after section 399S the fol-
lowing: 
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‘‘SEC. 399S–1. SURVEILLANCE OF NEUROLOGICAL DISEASES. 


‘‘(a) IN GENERAL.—The Secretary, acting through the Director 
of the Centers for Disease Control and Prevention and in coordina-
tion with other agencies as the Secretary determines, shall, as 
appropriate— 


‘‘(1) enhance and expand infrastructure and activities to 
track the epidemiology of neurological diseases; and 


‘‘(2) incorporate information obtained through such activi-
ties into an integrated surveillance system, which may consist 
of or include a registry, to be known as the National Neuro-
logical Conditions Surveillance System. 
‘‘(b) RESEARCH.—The Secretary shall ensure that the National 


Neurological Conditions Surveillance System is designed in a 
manner that facilitates further research on neurological diseases. 


‘‘(c) CONTENT.—In carrying out subsection (a), the Secretary— 
‘‘(1) shall provide for the collection and storage of informa-


tion on the incidence and prevalence of neurological diseases 
in the United States; 


‘‘(2) to the extent practicable, shall provide for the collection 
and storage of other available information on neurological dis-
eases, including information related to persons living with 
neurological diseases who choose to participate, such as— 


‘‘(A) demographics, such as age, race, ethnicity, sex, 
geographic location, family history, and other information, 
as appropriate; 


‘‘(B) risk factors that may be associated with neuro-
logical diseases, such as genetic and environmental risk 
factors and other information, as appropriate; and 


‘‘(C) diagnosis and progression markers; 
‘‘(3) may provide for the collection and storage of informa-


tion relevant to analysis on neurological diseases, such as 
information concerning— 


‘‘(A) the natural history of the diseases; 
‘‘(B) the prevention of the diseases; 
‘‘(C) the detection, management, and treatment 


approaches for the diseases; and 
‘‘(D) the development of outcomes measures; 


‘‘(4) may address issues identified during the consultation 
process under subsection (d); and 


‘‘(5) initially may address a limited number of neurological 
diseases. 
‘‘(d) CONSULTATION.—In carrying out this section, the Secretary 


shall consult with individuals with appropriate expertise, which 
may include— 


‘‘(1) epidemiologists with experience in disease surveillance 
or registries; 


‘‘(2) representatives of national voluntary health associa-
tions that— 


‘‘(A) focus on neurological diseases; and 
‘‘(B) have demonstrated experience in research, care, 


or patient services; 
‘‘(3) health information technology experts or other informa-


tion management specialists; 
‘‘(4) clinicians with expertise in neurological diseases; and 
‘‘(5) research scientists with experience conducting 


translational research or utilizing surveillance systems for sci-
entific research purposes. 


42 USC 280g–7a. 
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‘‘(e) GRANTS.—The Secretary may award grants to, or enter 
into contracts or cooperative agreements with, public or private 
nonprofit entities to carry out activities under this section. 


‘‘(f) COORDINATION WITH OTHER FEDERAL, STATE, AND LOCAL 
AGENCIES.—Subject to subsection (h), the Secretary shall— 


‘‘(1) make information and analysis in the National Neuro-
logical Conditions Surveillance System available, as appro-
priate— 


‘‘(A) to Federal departments and agencies, such as 
the National Institutes of Health and the Department of 
Veterans Affairs; and 


‘‘(B) to State and local agencies; and 
‘‘(2) identify, build upon, leverage, and coordinate among 


existing data and surveillance systems, surveys, registries, and 
other Federal public health infrastructure, wherever prac-
ticable. 
‘‘(g) PUBLIC ACCESS.—Subject to subsection (h), the Secretary 


shall ensure that information and analysis in the National Neuro-
logical Conditions Surveillance System are available, as appropriate, 
to the public, including researchers. 


‘‘(h) PRIVACY.—The Secretary shall ensure that information 
and analysis in the National Neurological Conditions Surveillance 
System are made available only to the extent permitted by 
applicable Federal and State law, and in a manner that protects 
personal privacy, to the extent required by applicable Federal and 
State privacy law, at a minimum. 


‘‘(i) REPORTS.— 
‘‘(1) REPORT ON INFORMATION AND ANALYSES.—Not later 


than 1 year after the date on which any system is established 
under this section, the Secretary shall submit an interim report 
to the Committee on Health, Education, Labor, and Pensions 
of the Senate and the Committee on Energy and Commerce 
of the House of Representatives regarding aggregate informa-
tion collected pursuant to this section and epidemiological anal-
yses, as appropriate. Such report shall be posted on the Internet 
website of the Department of Health and Human Services 
and shall be updated biennially. 


‘‘(2) IMPLEMENTATION REPORT.—Not later than 4 years after 
the date of the enactment of this section, the Secretary shall 
submit a report to the Congress concerning the implementation 
of this section. Such report shall include information on— 


‘‘(A) the development and maintenance of the National 
Neurological Conditions Surveillance System; 


‘‘(B) the type of information collected and stored in 
the surveillance system; 


‘‘(C) the use and availability of such information, 
including guidelines for such use; and 


‘‘(D) the use and coordination of databases that collect 
or maintain information on neurological diseases. 


‘‘(j) DEFINITION.—In this section, the term ‘national voluntary 
health association’ means a national nonprofit organization with 
chapters, other affiliated organizations, or networks in States 
throughout the United States with experience serving the popu-
lation of individuals with neurological disease and have dem-
onstrated experience in neurological disease research, care, and 
patient services. 
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‘‘(k) AUTHORIZATION OF APPROPRIATIONS.—To carry out this 
section, there is authorized to be appropriated $5,000,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 2062. TICK-BORNE DISEASES. 


(a) IN GENERAL.—The Secretary of Health and Human Services 
(referred to in this section as ‘‘the Secretary’’) shall continue to 
conduct or support epidemiological, basic, translational, and clinical 
research related to vector-borne diseases, including tick-borne dis-
eases. 


(b) REPORTS.—The Secretary shall ensure that each triennial 
report under section 403 of the Public Health Service Act (42 
U.S.C. 283) (as amended by section 2032) includes information 
on actions undertaken by the National Institutes of Health to 
carry out subsection (a) with respect to tick-borne diseases. 


(c) TICK-BORNE DISEASES WORKING GROUP.— 
(1) ESTABLISHMENT.—The Secretary shall establish a 


working group, to be known as the Tick-Borne Disease Working 
Group (referred to in this section as the ‘‘Working Group’’), 
comprised of representatives of appropriate Federal agencies 
and other non-Federal entities, to provide expertise and to 
review all efforts within the Department of Health and Human 
Services related to all tick-borne diseases, to help ensure inter-
agency coordination and minimize overlap, and to examine 
research priorities. 


(2) RESPONSIBILITIES.—The working group shall— 
(A) not later than 2 years after the date of enactment 


of this Act, develop or update a summary of— 
(i) ongoing tick-borne disease research, including 


research related to causes, prevention, treatment, 
surveillance, diagnosis, diagnostics, duration of illness, 
and intervention for individuals with tick-borne dis-
eases; 


(ii) advances made pursuant to such research; 
(iii) Federal activities related to tick-borne dis-


eases, including— 
(I) epidemiological activities related to tick- 


borne diseases; and 
(II) basic, clinical, and translational tick-borne 


disease research related to the pathogenesis, 
prevention, diagnosis, and treatment of tick-borne 
diseases; 
(iv) gaps in tick-borne disease research described 


in clause (iii)(II); 
(v) the Working Group’s meetings required under 


paragraph (4); and 
(vi) the comments received by the Working Group; 


(B) make recommendations to the Secretary regarding 
any appropriate changes or improvements to such activities 
and research; and 


(C) solicit input from States, localities, and nongovern-
mental entities, including organizations representing 
patients, health care providers, researchers, and industry 
regarding scientific advances, research questions, surveil-
lance activities, and emerging strains in species of patho-
genic organisms. 


42 USC 284s. 


VerDate Sep 11 2014 12:03 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00047 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1080 PUBLIC LAW 114–255—DEC. 13, 2016 


(3) MEMBERSHIP.—The members of the working group shall 
represent a diversity of scientific disciplines and views and 
shall be composed of the following members: 


(A) FEDERAL MEMBERS.—Seven Federal members, con-
sisting of one or more representatives of each of the fol-
lowing: 


(i) The Office of the Assistant Secretary for Health. 
(ii) The Food and Drug Administration. 
(iii) The Centers for Disease Control and Preven-


tion. 
(iv) The National Institutes of Health. 
(v) Such other agencies and offices of the Depart-


ment of Health and Human Services as the Secretary 
determines appropriate. 
(B) NON–FEDERAL PUBLIC MEMBERS.—Seven non–Fed-


eral public members, consisting of representatives of the 
following categories: 


(i) Physicians and other medical providers with 
experience in diagnosing and treating tick-borne dis-
eases. 


(ii) Scientists or researchers with expertise. 
(iii) Patients and their family members. 
(iv) Nonprofit organizations that advocate for 


patients with respect to tick-borne diseases. 
(v) Other individuals whose expertise is deter-


mined by the Secretary to be beneficial to the func-
tioning of the Working Group. 


(4) MEETINGS.—The Working Group shall meet not less 
than twice each year. 


(5) REPORTING.—Not later than 2 years after the date 
of enactment of this Act, and every 2 years thereafter until 
termination of the Working Group pursuant to paragraph (7), 
the Working Group shall— 


(A) submit a report on its activities under paragraph 
(2)(A) and any recommendations under paragraph (2)(B) 
to the Secretary, the Committee on Energy and Commerce 
of the House of Representatives, and the Committee on 
Health, Education, Labor, and Pensions of the Senate; and 


(B) make such report publicly available on the Internet 
website of the Department of Health and Human Services. 
(6) APPLICABILITY OF FACA.—The Working Group shall be 


treated as an advisory committee subject to the Federal 
Advisory Committee Act (5 U.S.C. App.). 


(7) SUNSET.—The Working Group under this section shall 
terminate 6 years after the date of enactment of this Act. 


SEC. 2063. ACCESSING, SHARING, AND USING HEALTH DATA FOR 
RESEARCH PURPOSES. 


(a) GUIDANCE RELATED TO REMOTE ACCESS.—Not later than 
1 year after the date of enactment of this Act, the Secretary of 
Health and Human Services (referred to in this section as the 
‘‘Secretary’’) shall issue guidance clarifying that subparagraph (B) 
of section 164.512(i)(1)(ii) of part 164 of the Rule (prohibiting the 
removal of protected health information by a researcher) does not 
prohibit remote access to health information by a researcher for 
such purposes as described in section 164.512(i)(1)(ii) of part 164 
of the Rule so long as— 


42 USC 1320d–2 
note. 
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(1) at a minimum, security and privacy safeguards, con-
sistent with the requirements of the Rule, are maintained by 
the covered entity and the researcher; and 


(2) the protected health information is not copied or other-
wise retained by the researcher. 
(b) GUIDANCE RELATED TO STREAMLINING AUTHORIZATION.— 


Not later than 1 year after the date of enactment of this Act, 
the Secretary shall issue guidance on the following: 


(1) AUTHORIZATION FOR USE AND DISCLOSURE OF HEALTH 
INFORMATION.—Clarification of the circumstances under which 
the authorization for the use or disclosure of protected health 
information, with respect to an individual, for future research 
purposes contains a sufficient description of the purpose of 
the use or disclosure, such as if the authorization— 


(A) sufficiently describes the purposes such that it 
would be reasonable for the individual to expect that the 
protected health information could be used or disclosed 
for such future research; 


(B) either— 
(i) states that the authorization will expire on a 


particular date or on the occurrence of a particular 
event; or 


(ii) states that the authorization will remain valid 
unless and until it is revoked by the individual; and 
(C) provides instruction to the individual on how to 


revoke such authorization at any time. 
(2) REMINDER OF THE RIGHT TO REVOKE.—Clarification of 


the circumstances under which it is appropriate to provide 
an individual with an annual notice or reminder that the indi-
vidual has the right to revoke such authorization. 


(3) REVOCATION OF AUTHORIZATION.—Clarification of appro-
priate mechanisms by which an individual may revoke an 
authorization for future research purposes, such as described 
in paragraph (1)(C). 
(c) WORKING GROUP ON PROTECTED HEALTH INFORMATION FOR 


RESEARCH.— 
(1) ESTABLISHMENT.—Not later than 1 year after the date 


of enactment of this Act, the Secretary shall convene a working 
group to study and report on the uses and disclosures of pro-
tected health information for research purposes, under the 
Health Insurance Portability and Accountability Act of 1996 
(Public Law 104–191). 


(2) MEMBERS.—The working group shall include represent-
atives of— 


(A) relevant Federal agencies, including the National 
Institutes of Health, the Centers for Disease Control and 
Prevention, the Food and Drug Administration, and the 
Office for Civil Rights; 


(B) the research community; 
(C) patients; 
(D) experts in civil rights, such as privacy rights; 
(E) developers of health information technology; 
(F) experts in data privacy and security; 
(G) health care providers; 
(H) bioethicists; and 
(I) other experts and entities, as the Secretary deter-


mines appropriate. 
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(3) REPORT.—Not later than 1 year after the date on which 
the working group is convened under paragraph (1), the 
working group shall conduct a review and submit a report 
to the Secretary containing recommendations on whether the 
uses and disclosures of protected health information for 
research purposes should be modified to allow protected health 
information to be available, as appropriate, for research pur-
poses, including studies to obtain generalizable knowledge, 
while protecting individuals’ privacy rights. In conducting the 
review and making recommendations, the working group 
shall— 


(A) address, at a minimum— 
(i) the appropriate manner and timing of 


authorization, including whether additional notification 
to the individual should be required when the individ-
ual’s protected health information will be used or dis-
closed for such research; 


(ii) opportunities for individuals to set preferences 
on the manner in which their protected health informa-
tion is used in research; 


(iii) opportunities for patients to revoke authoriza-
tion; 


(iv) notification to individuals of a breach in pri-
vacy; 


(v) existing gaps in statute, regulation, or policy 
related to protecting the privacy of individuals, and 


(vi) existing barriers to research related to the 
current restrictions on the uses and disclosures of pro-
tected health information; and 
(B) consider, at a minimum— 


(i) expectations and preferences on how an individ-
ual’s protected health information is shared and used; 


(ii) issues related to specific subgroups of people, 
such as children, incarcerated individuals, and individ-
uals with a cognitive or intellectual disability 
impacting capacity to consent; 


(iii) relevant Federal and State laws; 
(iv) models of facilitating data access and levels 


of data access, including data segmentation, where 
applicable; 


(v) potential impacts of disclosure and non-disclo-
sure of protected health information on access to health 
care services; and 


(vi) the potential uses of such data. 
(4) REPORT SUBMISSION.—The Secretary shall submit the 


report under paragraph (3) to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and the Committee 
on Energy and Commerce of the House of Representatives, 
and shall post such report on the appropriate Internet website 
of the Department of Health and Human Services. 


(5) TERMINATION.—The working group convened under 
paragraph (1) shall terminate the day after the report under 
paragraph (3) is submitted to Congress and made public in 
accordance with paragraph (4). 
(d) DEFINITIONS.—In this section: 
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(1) THE RULE.—References to ‘‘the Rule’’ refer to part 160 
or part 164, as appropriate, of title 45, Code of Federal Regula-
tions (or any successor regulation). 


(2) PART 164.—References to a specified section of ‘‘part 
164’’, refer to such specified section of part 164 of title 45, 
Code of Federal Regulations (or any successor section). 


Subtitle G—Promoting Pediatric Research 
SEC. 2071. NATIONAL PEDIATRIC RESEARCH NETWORK. 


Section 409D(d) of the Public Health Service Act (42 U.S.C. 
284h(d)) is amended— 


(1) in paragraph (1), by striking ‘‘in consultation with the 
Director of the Eunice Kennedy Shriver National Institute of 
Child Health and Human Development and in collaboration 
with other appropriate national research institutes and national 
centers that carry out activities involving pediatric research, 
may provide for the establishment of’’ and inserting ‘‘in 
collaboration with the national research institutes and national 
centers that carry out activities involving pediatric research, 
shall support’’; and 


(2) in paragraph (2)(A) and the first sentence of paragraph 
(2)(E), by striking ‘‘may’’ each place such term appears and 
inserting ‘‘shall’’. 


SEC. 2072. GLOBAL PEDIATRIC CLINICAL STUDY NETWORK. 


It is the sense of Congress that— 
(1) the National Institutes of Health should encourage a 


global pediatric clinical study network by providing grants, 
contracts, or cooperative agreements to support new and early 
stage investigators who participate in the global pediatric clin-
ical study network; 


(2) the Secretary of Health and Human Services (referred 
to in this section as the ‘‘Secretary’’) should engage with clinical 
investigators and appropriate authorities outside of the United 
States, including authorities in the European Union, during 
the formation of the global pediatric clinical study network 
to encourage the participation of such investigator and authori-
ties; and 


(3) once a global pediatric clinical study network is estab-
lished and becomes operational, the Secretary should continue 
to encourage and facilitate the participation of clinical inves-
tigators and appropriate authorities outside of the United 
States, including in the European Union, to participate in the 
network with the goal of enhancing the global reach of the 
network. 


TITLE III—DEVELOPMENT 


Subtitle A—Patient-Focused Drug 
Development 


SEC. 3001. PATIENT EXPERIENCE DATA. 


Section 569C of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360bbb–8c) is amended— 
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(1) in subsection (a)— 
(A) in the subsection heading, by striking ‘‘IN GENERAL’’ 


and inserting ‘‘PATIENT ENGAGEMENT IN DRUGS AND 
DEVICES’’; 


(B) by redesignating paragraphs (1) and (2) as subpara-
graphs (A) and (B), respectively, and moving such subpara-
graphs 2 ems to the right; and 


(C) by striking ‘‘The Secretary’’ and inserting the fol-
lowing: 
‘‘(1) IN GENERAL.—The Secretary’’; 
(2) by redesignating subsections (b) through (e) as para-


graphs (2) through (5), respectively, and moving such para-
graphs 2 ems to the right; and 


(3) by adding at the end the following: 
‘‘(b) STATEMENT OF PATIENT EXPERIENCE.— 


‘‘(1) IN GENERAL.—Following the approval of an application 
that was submitted under section 505(b) of this Act or section 
351(a) of the Public Health Service Act at least 180 days 
after the date of enactment of the 21st Century Cures Act, 
the Secretary shall make public a brief statement regarding 
the patient experience data and related information, if any, 
submitted and reviewed as part of such application. 


‘‘(2) DATA AND INFORMATION.—The data and information 
referred to in paragraph (1) are— 


‘‘(A) patient experience data; 
‘‘(B) information on patient-focused drug development 


tools; and 
‘‘(C) other relevant information, as determined by the 


Secretary. 
‘‘(c) PATIENT EXPERIENCE DATA.—For purposes of this section, 


the term ‘patient experience data’ includes data that— 
‘‘(1) are collected by any persons (including patients, family 


members and caregivers of patients, patient advocacy organiza-
tions, disease research foundations, researchers, and drug 
manufacturers); and 


‘‘(2) are intended to provide information about patients’ 
experiences with a disease or condition, including— 


‘‘(A) the impact of such disease or condition, or a related 
therapy, on patients’ lives; and 


‘‘(B) patient preferences with respect to treatment of 
such disease or condition.’’. 


SEC. 3002. PATIENT-FOCUSED DRUG DEVELOPMENT GUIDANCE. 


(a) PUBLICATION OF GUIDANCE DOCUMENTS.—Not later than 
180 days after the date of enactment of this Act, the Secretary 
of Health and Human Services (referred to in this section as the 
‘‘Secretary’’), acting through the Commissioner of Food and Drugs, 
shall develop a plan to issue draft and final versions of one or 
more guidance documents, over a period of 5 years, regarding 
the collection of patient experience data, and the use of such data 
and related information in drug development. Not later than 18 
months after the date of enactment of this Act, the Secretary 
shall issue a draft version of at least one such guidance document. 
Not later than 18 months after the public comment period on 
the draft guidance ends, the Secretary shall issue a revised draft 
guidance or final guidance. 


21 USC 
360bbb–8c note. 
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(b) PATIENT EXPERIENCE DATA.—For purposes of this section, 
the term ‘‘patient experience data’’ has the meaning given such 
term in section 569C of the Federal Food, Drug, and Cosmetic 
Act (as added by section 3001). 


(c) CONTENTS.—The guidance documents described in sub-
section (a) shall address— 


(1) methodological approaches that a person seeking to 
collect patient experience data for submission to, and proposed 
use by, the Secretary in regulatory decisionmaking may use, 
that are relevant and objective and ensure that such data 
are accurate and representative of the intended population, 
including methods to collect meaningful patient input through-
out the drug development process and methodological consider-
ations for data collection, reporting, management, and analysis; 


(2) methodological approaches that may be used to develop 
and identify what is most important to patients with respect 
to burden of disease, burden of treatment, and the benefits 
and risks in the management of the patient’s disease; 


(3) approaches to identifying and developing methods to 
measure impacts to patients that will help facilitate collection 
of patient experience data in clinical trials; 


(4) methodologies, standards, and technologies to collect 
and analyze clinical outcome assessments for purposes of regu-
latory decisionmaking; 


(5) how a person seeking to develop and submit proposed 
draft guidance relating to patient experience data for consider-
ation by the Secretary may submit such proposed draft guidance 
to the Secretary; 


(6) the format and content required for submissions under 
this section to the Secretary, including with respect to the 
information described in paragraph (1); 


(7) how the Secretary intends to respond to submissions 
of information described in paragraph (1), if applicable, 
including any timeframe for response when such submission 
is not part of a regulatory application or other submission 
that has an associated timeframe for response; and 


(8) how the Secretary, if appropriate, anticipates using 
relevant patient experience data and related information, 
including with respect to the structured risk-benefit assessment 
framework described in section 505(d) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(d)), to inform regulatory 
decisionmaking. 


SEC. 3003. STREAMLINING PATIENT INPUT. 


Chapter 35 of title 44, United States Code, shall not apply 
to the collection of information to which a response is voluntary, 
that is initiated by the Secretary under section 569C of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb–8c) (as amended 
by section 3001) or section 3002. 
SEC. 3004. REPORT ON PATIENT EXPERIENCE DRUG DEVELOPMENT. 


Not later than June 1 of 2021, 2026, and 2031, the Secretary 
of Health and Human Services, acting through the Commissioner 
of Food and Drugs, shall prepare and publish on the Internet 
website of the Food and Drug Administration a report assessing 
the use of patient experience data in regulatory decisionmaking, 
in particular with respect to the review of patient experience data 
and information on patient-focused drug development tools as part 


21 USC 355 note. 


21 USC 
360bbb–8c note. 
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of applications approved under section 505(c) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(c)) or section 351(a) of 
the Public Health Service Act (42 U.S.C. 262(a)). 


Subtitle B—Advancing New Drug 
Therapies 


SEC. 3011. QUALIFICATION OF DRUG DEVELOPMENT TOOLS. 


(a) IN GENERAL.—Chapter V of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 351 et seq.) is amended by inserting after 
section 506F the following new section: 


‘‘SEC. 507. QUALIFICATION OF DRUG DEVELOPMENT TOOLS. 


‘‘(a) PROCESS FOR QUALIFICATION.— 
‘‘(1) IN GENERAL.—The Secretary shall establish a process 


for the qualification of drug development tools for a proposed 
context of use under which— 


‘‘(A)(i) a requestor initiates such process by submitting 
a letter of intent to the Secretary; and 


‘‘(ii) the Secretary accepts or declines to accept such 
letter of intent; 


‘‘(B)(i) if the Secretary accepts the letter of intent, 
a requestor submits a qualification plan to the Secretary; 
and 


‘‘(ii) the Secretary accepts or declines to accept the 
qualification plan; and 


‘‘(C)(i) if the Secretary accepts the qualification plan, 
the requestor submits to the Secretary a full qualification 
package; 


‘‘(ii) the Secretary determines whether to accept such 
qualification package for review; and 


‘‘(iii) if the Secretary accepts such qualification package 
for review, the Secretary conducts such review in accord-
ance with this section. 
‘‘(2) ACCEPTANCE AND REVIEW OF SUBMISSIONS.— 


‘‘(A) IN GENERAL.—Subparagraphs (B), (C), and (D) 
shall apply with respect to the treatment of a letter of 
intent, a qualification plan, or a full qualification package 
submitted under paragraph (1) (referred to in this para-
graph as ‘qualification submissions’). 


‘‘(B) ACCEPTANCE FACTORS; NONACCEPTANCE.—The Sec-
retary shall determine whether to accept a qualification 
submission based on factors which may include the sci-
entific merit of the qualification submission. A determina-
tion not to accept a submission under paragraph (1) shall 
not be construed as a final determination by the Secretary 
under this section regarding the qualification of a drug 
development tool for its proposed context of use. 


‘‘(C) PRIORITIZATION OF QUALIFICATION REVIEW.—The 
Secretary may prioritize the review of a full qualification 
package submitted under paragraph (1) with respect to 
a drug development tool, based on factors determined 
appropriate by the Secretary, including— 


‘‘(i) as applicable, the severity, rarity, or prevalence 
of the disease or condition targeted by the drug 


21 USC 357. 
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development tool and the availability or lack of alter-
native treatments for such disease or condition; and 


‘‘(ii) the identification, by the Secretary or by bio-
medical research consortia and other expert stake-
holders, of such a drug development tool and its pro-
posed context of use as a public health priority. 
‘‘(D) ENGAGEMENT OF EXTERNAL EXPERTS.—The Sec-


retary may, for purposes of the review of qualification 
submissions, through the use of cooperative agreements, 
grants, or other appropriate mechanisms, consult with bio-
medical research consortia and may consider the rec-
ommendations of such consortia with respect to the review 
of any qualification plan submitted under paragraph (1) 
or the review of any full qualification package under para-
graph (3). 
‘‘(3) REVIEW OF FULL QUALIFICATION PACKAGE.—The Sec-


retary shall— 
‘‘(A) conduct a comprehensive review of a full qualifica-


tion package accepted under paragraph (1)(C); and 
‘‘(B) determine whether the drug development tool at 


issue is qualified for its proposed context of use. 
‘‘(4) QUALIFICATION.—The Secretary shall determine 


whether a drug development tool is qualified for a proposed 
context of use based on the scientific merit of a full qualification 
package reviewed under paragraph (3). 
‘‘(b) EFFECT OF QUALIFICATION.— 


‘‘(1) IN GENERAL.—A drug development tool determined 
to be qualified under subsection (a)(4) for a proposed context 
of use specified by the requestor may be used by any person 
in such context of use for the purposes described in paragraph 
(2). 


‘‘(2) USE OF A DRUG DEVELOPMENT TOOL.—Subject to para-
graph (3), a drug development tool qualified under this section 
may be used for— 


‘‘(A) supporting or obtaining approval or licensure (as 
applicable) of a drug or biological product (including in 
accordance with section 506(c)) under section 505 of this 
Act or section 351 of the Public Health Service Act; or 


‘‘(B) supporting the investigational use of a drug or 
biological product under section 505(i) of this Act or section 
351(a)(3) of the Public Health Service Act. 
‘‘(3) RESCISSION OR MODIFICATION.— 


‘‘(A) IN GENERAL.—The Secretary may rescind or 
modify a determination under this section to qualify a 
drug development tool if the Secretary determines that 
the drug development tool is not appropriate for the pro-
posed context of use specified by the requestor. Such a 
determination may be based on new information that calls 
into question the basis for such qualification. 


‘‘(B) MEETING FOR REVIEW.—If the Secretary rescinds 
or modifies under subparagraph (A) a determination to 
qualify a drug development tool, the requestor involved 
shall, on request, be granted a meeting with the Secretary 
to discuss the basis of the Secretary’s decision to rescind 
or modify the determination before the effective date of 
the rescission or modification. 


‘‘(c) TRANSPARENCY.— 
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‘‘(1) IN GENERAL.—Subject to paragraph (3), the Secretary 
shall make publicly available, and update on at least a biannual 
basis, on the Internet website of the Food and Drug Administra-
tion the following: 


‘‘(A) Information with respect to each qualification 
submission under the qualification process under sub-
section (a), including— 


‘‘(i) the stage of the review process applicable to 
the submission; 


‘‘(ii) the date of the most recent change in stage 
status; 


‘‘(iii) whether external scientific experts were uti-
lized in the development of a qualification plan or 
the review of a full qualification package; and 


‘‘(iv) submissions from requestors under the quali-
fication process under subsection (a), including any 
data and evidence contained in such submissions, and 
any updates to such submissions. 
‘‘(B) The Secretary’s formal written determinations in 


response to such qualification submissions. 
‘‘(C) Any rescissions or modifications under subsection 


(b)(3) of a determination to qualify a drug development 
tool. 


‘‘(D) Summary reviews that document conclusions and 
recommendations for determinations to qualify drug 
development tools under subsection (a). 


‘‘(E) A comprehensive list of— 
‘‘(i) all drug development tools qualified under sub-


section (a); and 
‘‘(ii) all surrogate endpoints which were the basis 


of approval or licensure (as applicable) of a drug or 
biological product (including in accordance with section 
506(c)) under section 505 of this Act or section 351 
of the Public Health Service Act. 


‘‘(2) RELATION TO TRADE SECRETS ACT.—Information made 
publicly available by the Secretary under paragraph (1) shall 
be considered a disclosure authorized by law for purposes of 
section 1905 of title 18, United States Code. 


‘‘(3) APPLICABILITY.—Nothing in this section shall be con-
strued as authorizing the Secretary to disclose any information 
contained in an application submitted under section 505 of 
this Act or section 351 of the Public Health Service Act that 
is confidential commercial or trade secret information subject 
to section 552(b)(4) of title 5, United States Code, or section 
1905 of title 18, United States Code. 
‘‘(d) RULE OF CONSTRUCTION.—Nothing in this section shall 


be construed— 
‘‘(1) to alter the standards of evidence under subsection 


(c) or (d) of section 505, including the substantial evidence 
standard in such subsection (d), or under section 351 of the 
Public Health Service Act (as applicable); or 


‘‘(2) to limit the authority of the Secretary to approve 
or license products under this Act or the Public Health Service 
Act, as applicable (as in effect before the date of the enactment 
of the 21st Century Cures Act). 
‘‘(e) DEFINITIONS.—In this section: 


‘‘(1) BIOMARKER.—The term ‘biomarker’— 
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‘‘(A) means a characteristic (such as a physiologic, 
pathologic, or anatomic characteristic or measurement) that 
is objectively measured and evaluated as an indicator of 
normal biologic processes, pathologic processes, or biological 
responses to a therapeutic intervention; and 


‘‘(B) includes a surrogate endpoint. 
‘‘(2) BIOMEDICAL RESEARCH CONSORTIA.—The term ‘bio-


medical research consortia’ means collaborative groups that 
may take the form of public-private partnerships and may 
include government agencies, institutions of higher education 
(as defined in section 101(a) of the Higher Education Act of 
1965), patient advocacy groups, industry representatives, clin-
ical and scientific experts, and other relevant entities and 
individuals. 


‘‘(3) CLINICAL OUTCOME ASSESSMENT.—The term ‘clinical 
outcome assessment’ means— 


‘‘(A) a measurement of a patient’s symptoms, overall 
mental state, or the effects of a disease or condition on 
how the patient functions; and 


‘‘(B) includes a patient-reported outcome. 
‘‘(4) CONTEXT OF USE.—The term ‘context of use’ means, 


with respect to a drug development tool, the circumstances 
under which the drug development tool is to be used in drug 
development and regulatory review. 


‘‘(5) DRUG DEVELOPMENT TOOL.—The term ‘drug develop-
ment tool’ includes— 


‘‘(A) a biomarker; 
‘‘(B) a clinical outcome assessment; and 
‘‘(C) any other method, material, or measure that the 


Secretary determines aids drug development and regu-
latory review for purposes of this section. 
‘‘(6) PATIENT-REPORTED OUTCOME.—The term ‘patient- 


reported outcome’ means a measurement based on a report 
from a patient regarding the status of the patient’s health 
condition without amendment or interpretation of the patient’s 
report by a clinician or any other person. 


‘‘(7) QUALIFICATION.—The terms ‘qualification’ and ‘quali-
fied’ mean a determination by the Secretary that a drug 
development tool and its proposed context of use can be relied 
upon to have a specific interpretation and application in drug 
development and regulatory review under this Act. 


‘‘(8) REQUESTOR.—The term ‘requestor’ means an entity 
or entities, including a drug sponsor or a biomedical research 
consortia, seeking to qualify a drug development tool for a 
proposed context of use under this section. 


‘‘(9) SURROGATE ENDPOINT.—The term ‘surrogate endpoint’ 
means a marker, such as a laboratory measurement, radio-
graphic image, physical sign, or other measure, that is not 
itself a direct measurement of clinical benefit, and— 


‘‘(A) is known to predict clinical benefit and could be 
used to support traditional approval of a drug or biological 
product; or 


‘‘(B) is reasonably likely to predict clinical benefit and 
could be used to support the accelerated approval of a 
drug or biological product in accordance with section 
506(c).’’. 


(b) GUIDANCE.— 21 USC 357 note. 
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(1) IN GENERAL.—The Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’) shall, 
in consultation with biomedical research consortia (as defined 
in subsection (e) of section 507 of the Federal Food, Drug, 
and Cosmetic Act (as added by subsection (a)) and other 
interested parties through a collaborative public process, issue 
guidance to implement such section 507 that— 


(A) provides a conceptual framework describing appro-
priate standards and scientific approaches to support the 
development of biomarkers delineated under the taxonomy 
established under paragraph (3); 


(B) with respect to the qualification process under such 
section 507— 


(i) describes the requirements that entities seeking 
to qualify a drug development tool under such section 
shall observe when engaging in such process; 


(ii) outlines reasonable timeframes for the Sec-
retary’s review of letters, qualification plans, or full 
qualification packages submitted under such process; 
and 


(iii) establishes a process by which such entities 
or the Secretary may consult with biomedical research 
consortia and other individuals and entities with expert 
knowledge and insights that may assist the Secretary 
in the review of qualification plans and full qualifica-
tion submissions under such section; and 
(C) includes such other information as the Secretary 


determines appropriate. 
(2) TIMING.—Not later than 3 years after the date of the 


enactment of this Act, the Secretary shall issue draft guidance 
under paragraph (1) on the implementation of section 507 of 
the Federal Food, Drug, and Cosmetic Act (as added by sub-
section (a)). The Secretary shall issue final guidance on the 
implementation of such section not later than 6 months after 
the date on which the comment period for the draft guidance 
closes. 


(3) TAXONOMY.— 
(A) IN GENERAL.—For purposes of informing guidance 


under this subsection, the Secretary shall, in consultation 
with biomedical research consortia and other interested 
parties through a collaborative public process, establish 
a taxonomy for the classification of biomarkers (and related 
scientific concepts) for use in drug development. 


(B) PUBLIC AVAILABILITY.—Not later than 2 years after 
the date of the enactment of this Act, the Secretary shall 
make such taxonomy publicly available in draft form for 
public comment. The Secretary shall finalize the taxonomy 
not later than 1 year after the close of the public comment 
period. 


(c) MEETING AND REPORT.— 
(1) MEETING.—Not later than 2 years after the date of 


the enactment of this Act, the Secretary shall convene a public 
meeting to describe and solicit public input regarding the quali-
fication process under section 507 of the Federal Food, Drug, 
and Cosmetic Act, as added by subsection (a). 
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(2) REPORT.—Not later than 5 years after the date of the 
enactment of this Act, the Secretary shall make publicly avail-
able on the Internet website of the Food and Drug Administra-
tion a report. Such report shall include, with respect to the 
qualification process under section 507 of the Federal Food, 
Drug, and Cosmetic Act, as added by subsection (a), information 
on— 


(A) the number of requests submitted, as a letter of 
intent, for qualification of a drug development tool (as 
defined in subsection (e) of such section 507); 


(B) the number of such requests accepted and deter-
mined to be eligible for submission of a qualification plan 
or full qualification package (as such terms are defined 
in subsection (e) of such section 507), respectively; 


(C) the number of such requests for which external 
scientific experts were utilized in the development of a 
qualification plan or review of a full qualification package; 


(D) the number of qualification plans and full qualifica-
tion packages, respectively, submitted to the Secretary; 
and 


(E) the drug development tools qualified through such 
qualification process, specified by type of tool, such as 
a biomarker or clinical outcome assessment (as such terms 
are defined in subsection (e) of such section 507). 


SEC. 3012. TARGETED DRUGS FOR RARE DISEASES. 


Subchapter B of chapter V of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360aa et seq.) is amended by inserting 
after section 529 the following: 
‘‘SEC. 529A. TARGETED DRUGS FOR RARE DISEASES. 


‘‘(a) PURPOSE.—The purpose of this section, through the 
approach provided for in subsection (b), is to— 


‘‘(1) facilitate the development, review, and approval of 
genetically targeted drugs and variant protein targeted drugs 
to address an unmet medical need in one or more patient 
subgroups, including subgroups of patients with different 
mutations of a gene, with respect to rare diseases or conditions 
that are serious or life-threatening; and 


‘‘(2) maximize the use of scientific tools or methods, 
including surrogate endpoints and other biomarkers, for such 
purposes. 
‘‘(b) LEVERAGING OF DATA FROM PREVIOUSLY APPROVED DRUG 


APPLICATION OR APPLICATIONS.—The Secretary may, consistent with 
applicable standards for approval under this Act or section 351(a) 
of the Public Health Service Act, allow the sponsor of an application 
under section 505(b)(1) of this Act or section 351(a) of the Public 
Health Service Act for a genetically targeted drug or a variant 
protein targeted drug to rely upon data and information— 


‘‘(1) previously developed by the same sponsor (or another 
sponsor that has provided the sponsor with a contractual right 
of reference to such data and information); and 


‘‘(2) submitted by a sponsor described in paragraph (1) 
in support of one or more previously approved applications 
that were submitted under section 505(b)(1) of this Act or 
section 351(a) of the Public Health Service Act, 


for a drug that incorporates or utilizes the same or similar geneti-
cally targeted technology as the drug or drugs that are the subject 


21 USC 360ff–1. 
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of an application or applications described in paragraph (2) or 
for a variant protein targeted drug that is the same or incorporates 
or utilizes the same variant protein targeted drug, as the drug 
or drugs that are the subject of an application or applications 
described in paragraph (2). 


‘‘(c) DEFINITIONS.—For purposes of this section— 
‘‘(1) the term ‘genetically targeted drug’ means a drug 


that— 
‘‘(A) is the subject of an application under section 


505(b)(1) of this Act or section 351(a) of the Public Health 
Service Act for the treatment of a rare disease or condition 
(as such term is defined in section 526) that is serious 
or life-threatening; 


‘‘(B) may result in the modulation (including suppres-
sion, up-regulation, or activation) of the function of a gene 
or its associated gene product; and 


‘‘(C) incorporates or utilizes a genetically targeted tech-
nology; 
‘‘(2) the term ‘genetically targeted technology’ means a 


technology comprising non-replicating nucleic acid or analogous 
compounds with a common or similar chemistry that is intended 
to treat one or more patient subgroups, including subgroups 
of patients with different mutations of a gene, with the same 
disease or condition, including a disease or condition due to 
other variants in the same gene; and 


‘‘(3) the term ‘variant protein targeted drug’ means a drug 
that— 


‘‘(A) is the subject of an application under section 
505(b)(1) of this Act or section 351(a) of the Public Health 
Service Act for the treatment of a rare disease or condition 
(as such term is defined in section 526) that is serious 
or life-threatening; 


‘‘(B) modulates the function of a product of a mutated 
gene where such mutation is responsible in whole or in 
part for a given disease or condition; and 


‘‘(C) is intended to treat one or more patient subgroups, 
including subgroups of patients with different mutations 
of a gene, with the same disease or condition. 


‘‘(d) RULE OF CONSTRUCTION.—Nothing in this section shall 
be construed to— 


‘‘(1) alter the authority of the Secretary to approve drugs 
pursuant to this Act or section 351 of the Public Health Service 
Act (as authorized prior to the date of enactment of the 21st 
Century Cures Act), including the standards of evidence, and 
applicable conditions, for approval under such applicable Act; 
or 


‘‘(2) confer any new rights, beyond those authorized under 
this Act or the Public Health Service Act prior to enactment 
of this section, with respect to the permissibility of a sponsor 
referencing information contained in another application sub-
mitted under section 505(b)(1) of this Act or section 351(a) 
of the Public Health Service Act.’’. 
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SEC. 3013. REAUTHORIZATION OF PROGRAM TO ENCOURAGE TREAT-
MENTS FOR RARE PEDIATRIC DISEASES. 


(a) IN GENERAL.—Section 529(b) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360ff(b)) is amended by striking para-
graph (5) and inserting the following: 


‘‘(5) TERMINATION OF AUTHORITY.—The Secretary may not 
award any priority review vouchers under paragraph (1) after 
September 30, 2020, unless the rare pediatric disease product 
application— 


‘‘(A) is for a drug that, not later than September 30, 
2020, is designated under subsection (d) as a drug for 
a rare pediatric disease; and 


‘‘(B) is, not later than September 30, 2022, approved 
under section 505(b)(1) of this Act or section 351(a) of 
the Public Health Service Act.’’. 


(b) REPORT.—The Advancing Hope Act of 2016 (Public Law 
114–229) is amended by striking section 3. 


SEC. 3014. GAO STUDY OF PRIORITY REVIEW VOUCHER PROGRAMS. 


(a) STUDY.—The Comptroller General of the United States 
(referred to in this section as the ‘‘Comptroller General’’) shall 
conduct a study addressing the effectiveness and overall impact 
of the following priority review voucher programs, including any 
such programs amended or established by this Act: 


(1) The neglected tropical disease priority review voucher 
program under section 524 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360n). 


(2) The rare pediatric disease priority review voucher pro-
gram under section 529 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360ff). 


(3) The medical countermeasure priority review voucher 
program under section 565A of the Federal Food, Drug, and 
Cosmetic Act, as added by section 3086. 
(b) ISSUANCE OF REPORT.—Not later than January 31, 2020, 


the Comptroller General shall submit to the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee 
on Energy and Commerce of the House of Representatives a report 
containing the results of the study under subsection (a). 


(c) CONTENTS OF REPORTS.—The report submitted under sub-
section (b) shall address— 


(1) for each drug for which a priority review voucher has 
been awarded as of initiation of the study— 


(A) the indications for which the drug is approved 
under section 505(c) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(c)), pursuant to an application 
under section 505(b)(1) of such Act, or licensed under sec-
tion 351(a) of the Public Health Service Act (42 U.S.C. 
262(a)); 


(B) whether, and to what extent, the voucher impacted 
the sponsor’s decision to develop the drug; and 


(C) whether, and to what extent, the approval or licen-
sure of the drug, as applicable and appropriate— 


(i) addressed a global unmet need related to the 
treatment or prevention of a neglected tropical disease, 
including whether the sponsor of a drug coordinated 
with international development organizations; 
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(ii) addressed an unmet need related to the treat-
ment of a rare pediatric disease; or 


(iii) affected the Nation’s preparedness against a 
chemical, biological, radiological, or nuclear threat, 
including naturally occurring threats; 


(2) for each drug for which a priority review voucher has 
been used— 


(A) the indications for which such drug is approved 
under section 505(c) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(c)), pursuant to an application 
under section 505(b)(1) of such Act, or licensed under sec-
tion 351(a) of the Public Health Service Act (42 U.S.C. 
262); 


(B) the value of the voucher, if transferred; and 
(C) the length of time between the date on which 


the voucher was awarded and the date on which the 
voucher was used; and 
(3) an analysis of the priority review voucher programs 


described in subsection (a), including— 
(A) the resources used by the Food and Drug Adminis-


tration in reviewing drugs for which vouchers were used, 
including the effect of the programs on the Food and Drug 
Administration’s review of drugs for which priority review 
vouchers were not awarded or used; 


(B) whether any improvements to such programs are 
necessary to appropriately target incentives for the develop-
ment of drugs that would likely not otherwise be developed, 
or developed in as timely a manner, and, as applicable 
and appropriate— 


(i) address global unmet needs related to the treat-
ment or prevention of neglected tropical diseases, 
including in countries in which neglected tropical dis-
eases are endemic; or 


(ii) address unmet needs related to the treatment 
of rare pediatric diseases; and 
(C) whether the sunset of the rare pediatric disease 


program and medical countermeasure program has had 
an impact on the program, including any potential unin-
tended consequences. 


(d) PROTECTION OF NATIONAL SECURITY.—The Comptroller Gen-
eral shall conduct the study and issue reports under this section 
in a manner that does not compromise national security. 


SEC. 3015. AMENDMENTS TO THE ORPHAN DRUG GRANTS. 


Section 5 of the Orphan Drug Act (21 U.S.C. 360ee) is 
amended— 


(1) in subsection (a), by striking paragraph (1) and inserting 
the following: ‘‘(1) defraying the costs of developing drugs for 
rare diseases or conditions, including qualified testing 
expenses,’’; and 


(2) in subsection (b)(1)— 
(A) in subparagraph (A)(ii), by striking ‘‘and’’ after 


the semicolon; 
(B) in subparagraph (B), by striking the period and 


inserting ‘‘; and’’; and 
(C) by adding at the end the following: 
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‘‘(C) prospectively planned and designed observational 
studies and other analyses conducted to assist in the under-
standing of the natural history of a rare disease or condition 
and in the development of a therapy, including studies 
and analyses to— 


‘‘(i) develop or validate a drug development tool 
related to a rare disease or condition; or 


‘‘(ii) understand the full spectrum of the disease 
manifestations, including describing genotypic and 
phenotypic variability and identifying and defining dis-
tinct subpopulations affected by a rare disease or condi-
tion.’’. 


SEC. 3016. GRANTS FOR STUDYING CONTINUOUS DRUG MANUFAC-
TURING. 


(a) IN GENERAL.—The Secretary of Health and Human Services 
may award grants to institutions of higher education and nonprofit 
organizations for the purpose of studying and recommending 
improvements to the process of continuous manufacturing of drugs 
and biological products and similar innovative monitoring and con-
trol techniques. 


(b) DEFINITIONS.—In this section— 
(1) the term ‘‘drug’’ has the meaning given such term 


in section 201 of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 321); 


(2) the term ‘‘biological product’’ has the meaning given 
such term in section 351(i) of the Public Health Service Act 
(42 U.S.C. 262(i)); and 


(3) the term ‘‘institution of higher education’’ has the 
meaning given such term in section 101(a) of the Higher Edu-
cation Act of 1965 (20 U.S.C. 1001(a)). 


Subtitle C—Modern Trial Design and 
Evidence Development 


SEC. 3021. NOVEL CLINICAL TRIAL DESIGNS. 


(a) PROPOSALS FOR USE OF NOVEL CLINICAL TRIAL DESIGNS 
FOR DRUGS AND BIOLOGICAL PRODUCTS.—For purposes of assisting 
sponsors in incorporating complex adaptive and other novel trial 
designs into proposed clinical protocols and applications for new 
drugs under section 505 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 355) and biological products under section 351 of 
the Public Health Service Act (42 U.S.C. 262), the Secretary of 
Health and Human Services (referred to in this section as the 
‘‘Secretary’’) shall conduct a public meeting and issue guidance 
in accordance with subsection (b). 


(b) GUIDANCE ADDRESSING USE OF NOVEL CLINICAL TRIAL 
DESIGNS.— 


(1) IN GENERAL.—The Secretary, acting through the 
Commissioner of Food and Drugs, shall update or issue guid-
ance addressing the use of complex adaptive and other novel 
trial design in the development and regulatory review and 
approval or licensure for drugs and biological products. 


(2) CONTENTS.—The guidance under paragraph (1) shall 
address— 


21 USC 355 note. 


21 USC 399h. 
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(A) the use of complex adaptive and other novel trial 
designs, including how such clinical trials proposed or sub-
mitted help to satisfy the substantial evidence standard 
under section 505(d) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(d)); 


(B) how sponsors may obtain feedback from the Sec-
retary on technical issues related to modeling and simula-
tions prior to— 


(i) completion of such modeling or simulations; 
or 


(ii) the submission of resulting information to the 
Secretary; 
(C) the types of quantitative and qualitative informa-


tion that should be submitted for review; and 
(D) recommended analysis methodologies. 


(3) PUBLIC MEETING.—Prior to updating or issuing the guid-
ance required by paragraph (1), the Secretary shall consult 
with stakeholders, including representatives of regulated 
industry, academia, patient advocacy organizations, consumer 
groups, and disease research foundations, through a public 
meeting to be held not later than 18 months after the date 
of enactment of this Act. 


(4) TIMING.—The Secretary shall update or issue a draft 
version of the guidance required by paragraph (1) not later 
than 18 months after the date of the public meeting required 
by paragraph (3) and finalize such guidance not later than 
1 year after the date on which the public comment period 
for the draft guidance closes. 


SEC. 3022. REAL WORLD EVIDENCE. 


Chapter V of the Federal Food, Drug, and Cosmetic Act is 
amended by inserting after section 505E (21 U.S.C. 355f) the fol-
lowing: 


‘‘SEC. 505F. UTILIZING REAL WORLD EVIDENCE. 


‘‘(a) IN GENERAL.—The Secretary shall establish a program 
to evaluate the potential use of real world evidence— 


‘‘(1) to help to support the approval of a new indication 
for a drug approved under section 505(c); and 


‘‘(2) to help to support or satisfy postapproval study require-
ments. 
‘‘(b) REAL WORLD EVIDENCE DEFINED.—In this section, the term 


‘real world evidence’ means data regarding the usage, or the poten-
tial benefits or risks, of a drug derived from sources other than 
randomized clinical trials. 


‘‘(c) PROGRAM FRAMEWORK.— 
‘‘(1) IN GENERAL.—Not later than 2 years after the date 


of enactment of the 21st Century Cures Act, the Secretary 
shall establish a draft framework for implementation of the 
program under this section. 


‘‘(2) CONTENTS OF FRAMEWORK.—The framework shall 
include information describing— 


‘‘(A) the sources of real world evidence, including 
ongoing safety surveillance, observational studies, reg-
istries, claims, and patient-centered outcomes research 
activities; 


‘‘(B) the gaps in data collection activities; 


21 USC 355g. 
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‘‘(C) the standards and methodologies for collection 
and analysis of real world evidence; and 


‘‘(D) the priority areas, remaining challenges, and 
potential pilot opportunities that the program established 
under this section will address. 
‘‘(3) CONSULTATION.— 


‘‘(A) IN GENERAL.—In developing the program frame-
work under this subsection, the Secretary shall consult 
with regulated industry, academia, medical professional 
organizations, representatives of patient advocacy organiza-
tions, consumer organizations, disease research founda-
tions, and other interested parties. 


‘‘(B) PROCESS.—The consultation under subparagraph 
(A) may be carried out through approaches such as— 


‘‘(i) a public-private partnership with the entities 
described in such subparagraph in which the Secretary 
may participate; 


‘‘(ii) a contract, grant, or other arrangement, as 
the Secretary determines appropriate, with such a 
partnership or an independent research organization; 
or 


‘‘(iii) public workshops with the entities described 
in such subparagraph. 


‘‘(d) PROGRAM IMPLEMENTATION.—The Secretary shall, not later 
than 2 years after the date of enactment of the 21st Century 
Cures Act and in accordance with the framework established under 
subsection (c), implement the program to evaluate the potential 
use of real world evidence. 


‘‘(e) GUIDANCE FOR INDUSTRY.—The Secretary shall— 
‘‘(1) utilize the program established under subsection (a), 


its activities, and any subsequent pilots or written reports, 
to inform a guidance for industry on— 


‘‘(A) the circumstances under which sponsors of drugs 
and the Secretary may rely on real world evidence for 
the purposes described in paragraphs (1) and (2) of sub-
section (a); and 


‘‘(B) the appropriate standards and methodologies for 
collection and analysis of real world evidence submitted 
for such purposes; 
‘‘(2) not later than 5 years after the date of enactment 


of the 21st Century Cures Act, issue draft guidance for industry 
as described in paragraph (1); and 


‘‘(3) not later than 18 months after the close of the public 
comment period for the draft guidance described in paragraph 
(2), issue revised draft guidance or final guidance. 
‘‘(f) RULE OF CONSTRUCTION.— 


‘‘(1) IN GENERAL.—Subject to paragraph (2), nothing in 
this section prohibits the Secretary from using real world evi-
dence for purposes not specified in this section, provided the 
Secretary determines that sufficient basis exists for any such 
nonspecified use. 


‘‘(2) STANDARDS OF EVIDENCE AND SECRETARY’S 
AUTHORITY.—This section shall not be construed to alter— 


‘‘(A) the standards of evidence under— 
‘‘(i) subsection (c) or (d) of section 505, including 


the substantial evidence standard in such subsection 
(d); or 
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‘‘(ii) section 351(a) of the Public Health Service 
Act; or 
‘‘(B) the Secretary’s authority to require postapproval 


studies or clinical trials, or the standards of evidence under 
which studies or trials are evaluated.’’. 


SEC. 3023. PROTECTION OF HUMAN RESEARCH SUBJECTS. 


(a) IN GENERAL.—In order to simplify and facilitate compliance 
by researchers with applicable regulations for the protection of 
human subjects in research, the Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’) shall, to 
the extent practicable and consistent with other statutory provi-
sions, harmonize differences between the HHS Human Subject 
Regulations and the FDA Human Subject Regulations in accordance 
with subsection (b). 


(b) AVOIDING REGULATORY DUPLICATION AND UNNECESSARY 
DELAYS.—The Secretary shall, as appropriate— 


(1) make such modifications to the provisions of the HHS 
Human Subject Regulations, the FDA Human Subject Regula-
tions, and the vulnerable populations rules as may be nec-
essary— 


(A) to reduce regulatory duplication and unnecessary 
delays; 


(B) to modernize such provisions in the context of 
multisite and cooperative research projects; and 


(C) to protect vulnerable populations, incorporate local 
considerations, and support community engagement 
through mechanisms such as consultation with local 
researchers and human research protection programs, in 
a manner consistent with subparagraph (B); and 
(2) ensure that human subject research that is subject 


to the HHS Human Subject Regulations and to the FDA Human 
Subject Regulations may— 


(A) use joint or shared review; 
(B) rely upon the review of— 


(i) an independent institutional review board; or 
(ii) an institutional review board of an entity other 


than the sponsor of the research; or 
(C) use similar arrangements to avoid duplication of 


effort. 
(c) CONSULTATION.—In harmonizing or modifying regulations 


or guidance under this section, the Secretary shall consult with 
stakeholders (including researchers, academic organizations, hos-
pitals, institutional research boards, pharmaceutical, biotechnology, 
and medical device developers, clinical research organizations, 
patient groups, and others). 


(d) TIMING.—The Secretary shall complete the harmonization 
described in subsection (a) not later than 3 years after the date 
of enactment of this Act. 


(e) PROGRESS REPORT.—Not later than 2 years after the date 
of enactment of this Act, the Secretary shall submit to Congress 
a report on the progress made toward completing such harmoni-
zation. 


(f) DEFINITIONS.— 
(1) HUMAN SUBJECT REGULATIONS.—In this section: 


(A) FDA HUMAN SUBJECT REGULATIONS.—The term 
‘‘FDA Human Subject Regulations’’ means the provisions 


42 USC 289 note. 
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of parts 50, 56, 312, and 812 of title 21, Code of Federal 
Regulations (or any successor regulations). 


(B) HHS HUMAN SUBJECT REGULATIONS.—The term 
‘‘HHS Human Subject Regulations’’ means the provisions 
of subpart A of part 46 of title 45, Code of Federal Regula-
tions (or any successor regulations). 


(C) VULNERABLE POPULATION RULES.—The term 
‘‘vulnerable population rules’’ means— 


(i) except in the case of research described in clause 
(ii), the provisions of subparts B through D of part 
46, Code of Federal Regulations (or any successor regu-
lations); and 


(ii) in the case of research that is subject to FDA 
Human Subject Regulations, the provisions applicable 
to vulnerable populations under part 56 of title 21, 
Code of Federal Regulations (or any successor regula-
tions) and subpart D of part 50 of such title 21 (or 
any successor regulations). 


(2) INSTITUTIONAL REVIEW BOARD DEFINED.—In this section, 
the term ‘‘institutional review board’’ has the meaning that 
applies to the term ‘‘institutional review board’’ under the HHS 
Human Subject Regulations. 


SEC. 3024. INFORMED CONSENT WAIVER OR ALTERATION FOR CLIN-
ICAL INVESTIGATIONS. 


(a) DEVICES.—Section 520(g)(3) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j(g)(3)) is amended— 


(1) in subparagraph (D), by striking ‘‘except where subject 
to such conditions as the Secretary may prescribe, the investi-
gator’’ and inserting the following: ‘‘except where, subject to 
such conditions as the Secretary may prescribe— 


‘‘(i) the proposed clinical testing poses no more than 
minimal risk to the human subject and includes appro-
priate safeguards to protect the rights, safety, and welfare 
of the human subject; or 


‘‘(ii) the investigator’’; and 
(2) in the matter following subparagraph (D), by striking 


‘‘subparagraph (D)’’ and inserting ‘‘subparagraph (D)(ii)’’. 
(b) DRUGS.—Section 505(i)(4) of the Federal Food, Drug, and 


Cosmetic Act (21 U.S.C. 355(i)(4)) is amended by striking ‘‘except 
where it is not feasible or it is contrary to the best interests 
of such human beings’’ and inserting ‘‘except where it is not feasible, 
it is contrary to the best interests of such human beings, or the 
proposed clinical testing poses no more than minimal risk to such 
human beings and includes appropriate safeguards as prescribed 
to protect the rights, safety, and welfare of such human beings’’. 


Subtitle D—Patient Access to Therapies 
and Information 


SEC. 3031. SUMMARY LEVEL REVIEW. 


(a) FFDCA.—Section 505(c) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(c)) is amended by adding at the end 
the following: 


‘‘(5)(A) The Secretary may rely upon qualified data summaries 
to support the approval of a supplemental application, with respect 
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to a qualified indication for a drug, submitted under subsection 
(b), if such supplemental application complies with subparagraph 
(B). 


‘‘(B) A supplemental application is eligible for review as 
described in subparagraph (A) only if— 


‘‘(i) there is existing data available and acceptable to the 
Secretary demonstrating the safety of the drug; and 


‘‘(ii) all data used to develop the qualified data summaries 
are submitted to the Secretary as part of the supplemental 
application. 
‘‘(C) The Secretary shall post on the Internet website of the 


Food and Drug Administration and update annually— 
‘‘(i) the number of applications reviewed solely under 


subparagraph (A) or section 351(a)(2)(E) of the Public Health 
Service Act; 


‘‘(ii) the average time for completion of review under 
subparagraph (A) or section 351(a)(2)(E) of the Public Health 
Service Act; 


‘‘(iii) the average time for review of supplemental applica-
tions where the Secretary did not use review flexibility under 
subparagraph (A) or section 351(a)(2)(E) of the Public Health 
Service Act; and 


‘‘(iv) the number of applications reviewed under subpara-
graph (A) or section 351(a)(2)(E) of the Public Health Service 
Act for which the Secretary made use of full data sets in 
addition to the qualified data summary. 
‘‘(D) In this paragraph— 


‘‘(i) the term ‘qualified indication’ means an indication for 
a drug that the Secretary determines to be appropriate for 
summary level review under this paragraph; and 


‘‘(ii) the term ‘qualified data summary’ means a summary 
of clinical data that demonstrates the safety and effectiveness 
of a drug with respect to a qualified indication.’’. 
(b) PHSA.—Section 351(a)(2) of the Public Health Service Act 


(42 U.S.C. 262(a)(2)) is amended by adding at the end the following: 
‘‘(E)(i) The Secretary may rely upon qualified data summaries 


to support the approval of a supplemental application, with respect 
to a qualified indication for a drug, submitted under this subsection, 
if such supplemental application complies with the requirements 
of subparagraph (B) of section 505(c)(5) of the Federal Food, Drug, 
and Cosmetic Act. 


‘‘(ii) In this subparagraph, the terms ‘qualified indication’ and 
‘qualified data summary’ have the meanings given such terms in 
section 505(c)(5) of the Federal Food, Drug, and Cosmetic Act.’’. 
SEC. 3032. EXPANDED ACCESS POLICY. 


Chapter V of the Federal Food, Drug, and Cosmetic Act is 
amended by inserting after section 561 (21 U.S.C. 360bbb) the 
following: 
‘‘SEC. 561A. EXPANDED ACCESS POLICY REQUIRED FOR INVESTIGA-


TIONAL DRUGS. 


‘‘(a) IN GENERAL.—The manufacturer or distributor of one or 
more investigational drugs for the diagnosis, monitoring, or treat-
ment of one or more serious diseases or conditions shall make 
available the policy of the manufacturer or distributor on evaluating 
and responding to requests submitted under section 561(b) for provi-
sion of such a drug. 


21 USC 
360bbb–0. 


VerDate Sep 11 2014 12:03 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00068 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1101 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(b) PUBLIC AVAILABILITY OF EXPANDED ACCESS POLICY.—The 
policies under subsection (a) shall be made public and readily 
available, such as by posting such policies on a publicly available 
Internet website. Such policies may be generally applicable to all 
investigational drugs of such manufacturer or distributor. 


‘‘(c) CONTENT OF POLICY.—A policy described in subsection (a) 
shall include— 


‘‘(1) contact information for the manufacturer or distributor 
to facilitate communication about requests described in sub-
section (a); 


‘‘(2) procedures for making such requests; 
‘‘(3) the general criteria the manufacturer or distributor 


will use to evaluate such requests for individual patients, and 
for responses to such requests; 


‘‘(4) the length of time the manufacturer or distributor 
anticipates will be necessary to acknowledge receipt of such 
requests; and 


‘‘(5) a hyperlink or other reference to the clinical trial 
record containing information about the expanded access for 
such drug that is required under section 402(j)(2)(A)(ii)(II)(gg) 
of the Public Health Service Act. 
‘‘(d) NO GUARANTEE OF ACCESS.—The posting of policies by 


manufacturers and distributors under subsection (a) shall not serve 
as a guarantee of access to any specific investigational drug by 
any individual patient. 


‘‘(e) REVISED POLICY.—Nothing in this section shall prevent 
a manufacturer or distributor from revising a policy required under 
this section at any time. 


‘‘(f) APPLICATION.—This section shall apply to a manufacturer 
or distributor with respect to an investigational drug beginning 
on the later of— 


‘‘(1) the date that is 60 calendar days after the date of 
enactment of the 21st Century Cures Act; or 


‘‘(2) the first initiation of a phase 2 or phase 3 study 
(as such terms are defined in section 312.21(b) and (c) of title 
21, Code of Federal Regulations (or any successor regulations)) 
with respect to such investigational drug.’’. 


SEC. 3033. ACCELERATED APPROVAL FOR REGENERATIVE ADVANCED 
THERAPIES. 


(a) IN GENERAL.—Section 506 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 356) is amended— 


(1) by transferring subsection (e) (relating to construction) 
so that it appears before subsection (f) (relating to awareness 
efforts); and 


(2) by adding at the end the following: 
‘‘(g) REGENERATIVE ADVANCED THERAPY.— 


‘‘(1) IN GENERAL.—The Secretary, at the request of the 
sponsor of a drug, shall facilitate an efficient development 
program for, and expedite review of, such drug if the drug 
qualifies as a regenerative advanced therapy under the criteria 
described in paragraph (2). 


‘‘(2) CRITERIA.—A drug is eligible for designation as a regen-
erative advanced therapy under this subsection if— 


‘‘(A) the drug is a regenerative medicine therapy (as 
defined in paragraph (8)); 
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‘‘(B) the drug is intended to treat, modify, reverse, 
or cure a serious or life-threatening disease or condition; 
and 


‘‘(C) preliminary clinical evidence indicates that the 
drug has the potential to address unmet medical needs 
for such a disease or condition. 
‘‘(3) REQUEST FOR DESIGNATION.—The sponsor of a drug 


may request the Secretary to designate the drug as a regenera-
tive advanced therapy concurrently with, or at any time after, 
submission of an application for the investigation of the drug 
under section 505(i) of this Act or section 351(a)(3) of the 
Public Health Service Act. 


‘‘(4) DESIGNATION.—Not later than 60 calendar days after 
the receipt of a request under paragraph (3), the Secretary 
shall determine whether the drug that is the subject of the 
request meets the criteria described in paragraph (2). If the 
Secretary determines that the drug meets the criteria, the 
Secretary shall designate the drug as a regenerative advanced 
therapy and shall take such actions as are appropriate under 
paragraph (1). If the Secretary determines that a drug does 
not meet the criteria for such designation, the Secretary shall 
include with the determination a written description of the 
rationale for such determination. 


‘‘(5) ACTIONS.—The sponsor of a regenerative advanced 
therapy shall be eligible for the actions to expedite development 
and review of such therapy under subsection (a)(3)(B), including 
early interactions to discuss any potential surrogate or inter-
mediate endpoint to be used to support the accelerated approval 
of an application for the product under subsection (c). 


‘‘(6) ACCESS TO EXPEDITED APPROVAL PATHWAYS.—An 
application for a regenerative advanced therapy under section 
505(b)(1) of this Act or section 351(a) of the Public Health 
Service Act may be— 


‘‘(A) eligible for priority review, as described in the 
Manual of Policies and Procedures of the Food and Drug 
Administration and goals identified in the letters described 
in section 101(b) of the Prescription Drug User Fee Amend-
ments of 2012; and 


‘‘(B) eligible for accelerated approval under subsection 
(c), as agreed upon pursuant to subsection (a)(3)(B), 
through, as appropriate— 


‘‘(i) surrogate or intermediate endpoints reasonably 
likely to predict long-term clinical benefit; or 


‘‘(ii) reliance upon data obtained from a meaningful 
number of sites, including through expansion to addi-
tional sites, as appropriate. 


‘‘(7) POSTAPPROVAL REQUIREMENTS.—The sponsor of a 
regenerative advanced therapy that is granted accelerated 
approval and is subject to the postapproval requirements under 
subsection (c) may, as appropriate, fulfill such requirements, 
as the Secretary may require, through— 


‘‘(A) the submission of clinical evidence, clinical studies, 
patient registries, or other sources of real world evidence, 
such as electronic health records; 


‘‘(B) the collection of larger confirmatory data sets, 
as agreed upon pursuant to subsection (a)(3)(B); or 
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‘‘(C) postapproval monitoring of all patients treated 
with such therapy prior to approval of the therapy. 
‘‘(8) DEFINITION.—For purposes of this section, the term 


‘regenerative medicine therapy’ includes cell therapy, thera-
peutic tissue engineering products, human cell and tissue prod-
ucts, and combination products using any such therapies or 
products, except for those regulated solely under section 361 
of the Public Health Service Act and part 1271 of title 21, 
Code of Federal Regulations.’’. 
(b) RULE OF CONSTRUCTION.—Nothing in this section and the 


amendments made by this section shall be construed to alter the 
authority of the Secretary of Health and Human Services— 


(1) to approve drugs pursuant to the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 301 et seq.) and section 351 
of the Public Health Service Act (42 U.S.C. 262) as authorized 
prior to the date of enactment of the 21st Century Cures 
Act, including the standards of evidence, and applicable condi-
tions, for approval under such Acts; or 


(2) to alter the authority of the Secretary to require post-
approval studies pursuant to such Acts, as authorized prior 
to the date of enactment of the 21st Century Cures Act. 
(c) CONFORMING AMENDMENT.—Section 506(e)(1) of the Federal 


Food, Drug, and Cosmetic Act (21 U.S.C. 356(e)(1)) is amended 
by inserting ‘‘and the 21st Century Cures Act’’ after ‘‘Food and 
Drug Administration Safety and Innovation Act’’. 
SEC. 3034. GUIDANCE REGARDING DEVICES USED IN THE RECOVERY, 


ISOLATION, OR DELIVERY OF REGENERATIVE ADVANCED 
THERAPIES. 


(a) DRAFT GUIDANCE.—Not later than 1 year after the date 
of enactment of the 21st Century Cures Act, the Secretary of Health 
and Human Services, acting through the Commissioner of Food 
and Drugs, shall issue draft guidance clarifying how, in the context 
of regenerative advanced therapies, the Secretary will evaluate 
devices used in the recovery, isolation, or delivery of regenerative 
advanced therapies. In doing so, the Secretary shall specifically 
address— 


(1) how the Food and Drug Administration intends to sim-
plify and streamline regulatory requirements for combination 
device and cell or tissue products; 


(2) what, if any, intended uses or specific attributes would 
result in a device used with a regenerative therapy product 
to be classified as a class III device; 


(3) when the Food and Drug Administration considers it 
is necessary, if ever, for the intended use of a device to be 
limited to a specific intended use with only one particular 
type of cell; and 


(4) application of the least burdensome approach to dem-
onstrate how a device may be used with more than one cell 
type. 
(b) FINAL GUIDANCE.—Not later than 12 months after the close 


of the period for public comment on the draft guidance under 
subsection (a), the Secretary of Health and Human Services shall 
finalize such guidance. 
SEC. 3035. REPORT ON REGENERATIVE ADVANCED THERAPIES. 


(a) REPORT TO CONGRESS.—Before March 1 of each calendar 
year, the Secretary of Health and Human Services shall, with 


21 USC 356 note. 


21 USC 356g 
note. 


21 USC 356 note. 
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respect to the previous calendar year, submit a report to the Com-
mittee on Health, Education, Labor, and Pensions of the Senate 
and the Committee on Energy and Commerce of the House of 
Representatives on— 


(1) the number and type of applications for approval of 
regenerative advanced therapies filed, approved or licensed as 
applicable, withdrawn, or denied; and 


(2) how many of such applications or therapies, as 
applicable, were granted accelerated approval or priority 
review. 
(b) REGENERATIVE ADVANCED THERAPY.—In this section, the 


term ‘‘regenerative advanced therapy’’ has the meaning given such 
term in section 506(g) of the Federal Food, Drug, and Cosmetic 
Act, as added by section 3033 of this Act. 


SEC. 3036. STANDARDS FOR REGENERATIVE MEDICINE AND REGEN-
ERATIVE ADVANCED THERAPIES. 


Subchapter A of chapter V of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 351 et seq.) is amended by inserting after 
section 506F the following: 


‘‘SEC. 506G. STANDARDS FOR REGENERATIVE MEDICINE AND REGEN-
ERATIVE ADVANCED THERAPIES. 


‘‘(a) IN GENERAL.—Not later than 2 years after the date of 
enactment of the 21st Century Cures Act, the Secretary, in consulta-
tion with the National Institute of Standards and Technology and 
stakeholders (including regenerative medicine and advanced thera-
pies manufacturers and clinical trial sponsors, contract manufactur-
ers, academic institutions, practicing clinicians, regenerative medi-
cine and advanced therapies industry organizations, and standard 
setting organizations), shall facilitate an effort to coordinate and 
prioritize the development of standards and consensus definition 
of terms, through a public process, to support, through regulatory 
predictability, the development, evaluation, and review of regenera-
tive medicine therapies and regenerative advanced therapies, 
including with respect to the manufacturing processes and controls 
of such products. 


‘‘(b) ACTIVITIES.— 
‘‘(1) IN GENERAL.—In carrying out this section, the Sec-


retary shall continue to— 
‘‘(A) identity opportunities to help advance the develop-


ment of regenerative medicine therapies and regenerative 
advanced therapies; 


‘‘(B) identify opportunities for the development of lab-
oratory regulatory science research and documentary 
standards that the Secretary determines would help sup-
port the development, evaluation, and review of regenera-
tive medicine therapies and regenerative advanced thera-
pies through regulatory predictability; and 


‘‘(C) work with stakeholders, such as those described 
in subsection (a), as appropriate, in the development of 
such standards. 
‘‘(2) REGULATIONS AND GUIDANCE.—Not later than 1 year 


after the development of standards as described in subsection 
(a), the Secretary shall review relevant regulations and guid-
ance and, through a public process, update such regulations 
and guidance as the Secretary determines appropriate. 


21 USC 356g. 
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‘‘(c) DEFINITIONS.—For purposes of this section, the terms 
‘regenerative medicine therapy’ and ‘regenerative advanced therapy’ 
have the meanings given such terms in section 506(g).’’. 


SEC. 3037. HEALTH CARE ECONOMIC INFORMATION. 


Section 502(a) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 352(a)) is amended— 


(1) by striking ‘‘(a) If its’’ and inserting ‘‘(a)(1) If its’’; 
(2) by striking ‘‘a formulary committee, or other similar 


entity, in the course of the committee or the entity carrying 
out its responsibilities for the selection of drugs for managed 
care or other similar organizations’’ and inserting ‘‘a payor, 
formulary committee, or other similar entity with knowledge 
and expertise in the area of health care economic analysis, 
carrying out its responsibilities for the selection of drugs for 
coverage or reimbursement’’; 


(3) by striking ‘‘directly relates’’ and inserting ‘‘relates’’; 
(4) by striking ‘‘and is based on competent and reliable 


scientific evidence. The requirements set forth in section 505(a) 
or in section 351(a) of the Public Health Service Act shall 
not apply to health care economic information provided to such 
a committee or entity in accordance with this paragraph’’ and 
inserting ‘‘, is based on competent and reliable scientific evi-
dence, and includes, where applicable, a conspicuous and promi-
nent statement describing any material differences between 
the health care economic information and the labeling approved 
for the drug under section 505 or under section 351 of the 
Public Health Service Act. The requirements set forth in section 
505(a) or in subsections (a) and (k) of section 351 of the Public 
Health Service Act shall not apply to health care economic 
information provided to such a payor, committee, or entity 
in accordance with this paragraph’’; and 


(5) by striking ‘‘In this paragraph, the term’’ and all that 
follows and inserting the following: 
‘‘(2)(A) For purposes of this paragraph, the term ‘health care 


economic information’ means any analysis (including the clinical 
data, inputs, clinical or other assumptions, methods, results, and 
other components underlying or comprising the analysis) that 
identifies, measures, or describes the economic consequences, which 
may be based on the separate or aggregated clinical consequences 
of the represented health outcomes, of the use of a drug. Such 
analysis may be comparative to the use of another drug, to another 
health care intervention, or to no intervention. 


‘‘(B) Such term does not include any analysis that relates only 
to an indication that is not approved under section 505 or under 
section 351 of the Public Health Service Act for such drug.’’. 


SEC. 3038. COMBINATION PRODUCT INNOVATION. 


(a) IN GENERAL.—Section 503(g) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 353(g)) is amended— 


(1) by striking paragraph (3); 
(2) by redesignating paragraph (2) as paragraph (7); 
(3) by redesignating paragraphs (4) and (5) as paragraphs 


(8) and (9), respectively; 
(4) by striking ‘‘(g)(1)’’ and all that follows through the 


end of paragraph (1) and inserting the following: 
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‘‘(g)(1)(A) The Secretary shall, in accordance with this sub-
section, assign a primary agency center to regulate products that 
constitute a combination of a drug, device, or biological product. 


‘‘(B) The Secretary shall conduct the premarket review of any 
combination product under a single application, whenever appro-
priate. 


‘‘(C) For purposes of this subsection, the term ‘primary mode 
of action’ means the single mode of action of a combination product 
expected to make the greatest contribution to the overall intended 
therapeutic effects of the combination product. 


‘‘(D) The Secretary shall determine the primary mode of action 
of the combination product. If the Secretary determines that the 
primary mode of action is that of— 


‘‘(i) a drug (other than a biological product), the agency 
center charged with premarket review of drugs shall have 
primary jurisdiction; 


‘‘(ii) a device, the agency center charged with premarket 
review of devices shall have primary jurisdiction; or 


‘‘(iii) a biological product, the agency center charged with 
premarket review of biological products shall have primary 
jurisdiction. 
‘‘(E) In determining the primary mode of action of a combination 


product, the Secretary shall not determine that the primary mode 
of action is that of a drug or biological product solely because 
the combination product has any chemical action within or on 
the human body. 


‘‘(F) If a sponsor of a combination product disagrees with the 
determination under subparagraph (D)— 


‘‘(i) such sponsor may request, and the Secretary shall 
provide, a substantive rationale to such sponsor that references 
scientific evidence provided by the sponsor and any other sci-
entific evidence relied upon by the Secretary to support such 
determination; and 


‘‘(ii)(I) the sponsor of the combination product may propose 
one or more studies (which may be nonclinical, clinical, or 
both) to establish the relevance, if any, of the chemical action 
in achieving the primary mode of action of such product; 


‘‘(II) if the sponsor proposes any such studies, the Secretary 
and the sponsor of such product shall collaborate and seek 
to reach agreement, within a reasonable time of such proposal, 
not to exceed 90 calendar days, on the design of such studies; 
and 


‘‘(III) if an agreement is reached under subclause (II) and 
the sponsor conducts one or more of such studies, the Secretary 
shall consider the data resulting from any such study when 
reevaluating the determination of the primary mode of action 
of such product, and unless and until such reevaluation has 
occurred and the Secretary issues a new determination, the 
determination of the Secretary under subparagraph (D) shall 
remain in effect. 
‘‘(2)(A)(i) To establish clarity and certainty for the sponsor, 


the sponsor of a combination product may request a meeting on 
such combination product. If the Secretary concludes that a deter-
mination of the primary mode of action pursuant to paragraph 
(1)(D) is necessary, the sponsor may request such meeting only 
after the Secretary makes such determination. If the sponsor sub-
mits a written meeting request, the Secretary shall, not later than 
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75 calendar days after receiving such request, meet with the sponsor 
of such combination product. 


‘‘(ii) A meeting under clause (i) may— 
‘‘(I) address the standards and requirements for market 


approval or clearance of the combination product; 
‘‘(II) address other issues relevant to such combination 


product, such as requirements related to postmarket modifica-
tion of such combination product and good manufacturing prac-
tices applicable to such combination product; and 


‘‘(III) identify elements under subclauses (I) and (II) that 
may be more appropriate for discussion and agreement with 
the Secretary at a later date given that scientific or other 
information is not available, or agreement is otherwise not 
feasible regarding such elements, at the time a request for 
such meeting is made. 
‘‘(iii) Any agreement under this subparagraph shall be in 


writing and made part of the administrative record by the Secretary. 
‘‘(iv) Any such agreement shall remain in effect, except— 


‘‘(I) upon the written agreement of the Secretary and the 
sponsor or applicant; or 


‘‘(II) pursuant to a decision by the director of the reviewing 
division of the primary agency center, or a person more senior 
than such director, in consultation with consulting centers and 
the Office, as appropriate, that an issue essential to deter-
mining whether the standard for market clearance or other 
applicable standard under this Act or the Public Health Service 
Act applicable to the combination product has been identified 
since the agreement was reached, or that deviating from the 
agreement is otherwise justifiable based on scientific evidence, 
for public health reasons. 
‘‘(3) For purposes of conducting the premarket review of a 


combination product that contains an approved constituent part 
described in paragraph (4), the Secretary may require that the 
sponsor of such combination product submit to the Secretary only 
data or information that the Secretary determines is necessary 
to meet the standard for clearance or approval, as applicable, under 
this Act or the Public Health Service Act, including any incremental 
risks and benefits posed by such combination product, using a 
risk-based approach and taking into account any prior finding of 
safety and effectiveness or substantial equivalence for the approved 
constituent part relied upon by the applicant in accordance with 
paragraph (5). 


‘‘(4) For purposes of paragraph (3), an approved constituent 
part is— 


‘‘(A) a drug constituent part of a combination product being 
reviewed in a single application or request under section 515, 
510(k), or 513(f)(2) (submitted in accordance with paragraph 
(5)), that is an approved drug, provided such application or 
request complies with paragraph (5); 


‘‘(B) a device constituent part approved under section 515 
that is referenced by the sponsor and that is available for 
use by the Secretary under section 520(h)(4); or 


‘‘(C) any constituent part that was previously approved, 
cleared, or classified under section 505, 510(k), 513(f)(2), or 
515 of this Act for which the sponsor has a right of reference 
or any constituent part that is a nonprescription drug, as 
defined in section 760(a)(2). 
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‘‘(5)(A) If an application is submitted under section 515 or 
510(k) or a request is submitted under section 513(f)(2), consistent 
with any determination made under paragraph (1)(D), for a com-
bination product containing as a constituent part an approved 
drug— 


‘‘(i) the application or request shall include the certification 
or statement described in section 505(b)(2); and 


‘‘(ii) the applicant or requester shall provide notice as 
described in section 505(b)(3). 
‘‘(B) For purposes of this paragraph and paragraph (4), the 


term ‘approved drug’ means an active ingredient— 
‘‘(i) that was in an application previously approved under 


section 505(c); 
‘‘(ii) where such application is relied upon by the applicant 


submitting the application or request described in subpara-
graph (A); 


‘‘(iii) for which full reports of investigations that have been 
made to show whether such drug is safe for use and whether 
such drug is effective in use were not conducted by or for 
the applicant submitting the application or request described 
in subparagraph (A); and 


‘‘(iv) for which the applicant submitting the application 
or request described in subparagraph (A) has not obtained 
a right of reference or use from the person by or for whom 
the investigations described in clause (iii) were conducted. 
‘‘(C) The following provisions shall apply with respect to an 


application or request described in subparagraph (A) to the same 
extent and in the same manner as if such application or request 
were an application described in section 505(b)(2) that referenced 
the approved drug: 


‘‘(i) Subparagraphs (A), (B), (C), and (D) of section 505(c)(3). 
‘‘(ii) Clauses (ii), (iii), and (iv) of section 505(c)(3)(E). 
‘‘(iii) Subsections (b) and (c) of section 505A. 
‘‘(iv) Section 505E(a). 
‘‘(v) Section 527(a). 


‘‘(D) Notwithstanding any other provision of this subsection, 
an application or request for classification for a combination product 
described in subparagraph (A) shall be considered an application 
submitted under section 505(b)(2) for purposes of section 
271(e)(2)(A) of title 35, United States Code. 


‘‘(6) Nothing in this subsection shall be construed as prohibiting 
a sponsor from submitting separate applications for the constituent 
parts of a combination product, unless the Secretary determines 
that a single application is necessary.’’; 


(5) in paragraph (8) (as redesignated by paragraph (3))— 
(A) in subparagraph (C)— 


(i) by amending clause (i) to read as follows: 
‘‘(i) In carrying out this subsection, the Office shall help to 


ensure timely and effective premarket review that involves more 
than one agency center by coordinating such reviews, overseeing 
the timeliness of such reviews, and overseeing the alignment of 
feedback regarding such reviews.’’; 


(ii) in clause (ii), by inserting ‘‘and alignment’’ 
after ‘‘the timeliness’’ each place it appears; and 


(iii) by adding at the end the following new clauses: 
‘‘(iii) The Office shall ensure that, with respect to a combination 


product, a designated person or persons in the primary agency 
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center is the primary point or points of contact for the sponsor 
of such combination product. The Office shall also coordinate 
communications to and from any consulting center involved in 
such premarket review, if requested by such primary agency center 
or any such consulting center. Agency communications and commit-
ments, to the extent consistent with other provisions of law and 
the requirements of all affected agency centers, from the primary 
agency center shall be considered as communication from the Sec-
retary on behalf of all agency centers involved in the review. 


‘‘(iv) The Office shall, with respect to the premarket review 
of a combination product— 


‘‘(I) ensure that any meeting between the Secretary and 
the sponsor of such product is attended by each agency center 
involved in the review, as appropriate; 


‘‘(II) ensure that each consulting agency center has com-
pleted its premarket review and provided the results of such 
review to the primary agency center in a timely manner; and 


‘‘(III) ensure that each consulting center follows the guid-
ance described in clause (vi) and advises, as appropriate, on 
other relevant regulations, guidances, and policies. 
‘‘(v) In seeking agency action with respect to a combination 


product, the sponsor of such product— 
‘‘(I) shall identify the product as a combination product; 


and 
‘‘(II) may request in writing the participation of representa-


tives of the Office in meetings related to such combination 
product, or to have the Office otherwise engage on such regu-
latory matters concerning the combination product. 
‘‘(vi) Not later than 4 years after the date of enactment of 


the 21st Century Cures Act, and after a public comment period 
of not less than 60 calendar days, the Secretary shall issue a 
final guidance that describes— 


‘‘(I) the structured process for managing pre-submission 
interactions with sponsors developing combination products; 


‘‘(II) the best practices for ensuring that the feedback in 
such pre-submission interactions represents the Agency’s best 
advice based on the information provided during such pre- 
submission interactions; 


‘‘(III) the information that is required to be submitted 
with a meeting request under paragraph (2), how such meetings 
relate to other types of meetings in the Food and Drug Adminis-
tration, and the form and content of any agreement reached 
through a meeting under such paragraph (2);’’; and 


(B) in subparagraph (G)— 
(i) in the matter preceding clause (i), by inserting 


‘‘(except with respect to clause (iv), beginning not later 
than one year after the date of the enactment of the 
21st Century Cures Act)’’ after ‘‘enactment of this para-
graph’’; 


(ii) in clause (ii), by striking ‘‘and’’ at the end; 
(iii) in clause (iii), by striking the period at the 


end and inserting ‘‘; and’’; and 
(iv) by adding at the end the following new clause: 


‘‘(iv) identifying the percentage of combination products 
for which a dispute resolution, with respect to premarket 
review, was requested by the combination product’s sponsor.’’; 
and 
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(6) in paragraph (9) (as redesignated by paragraph (3))— 
(A) in subparagraph (C)— 


(i) in clause (i), by striking the comma at the 
end and inserting a semicolon; 


(ii) in clause (ii), by striking ‘‘, and’’ at the end 
and inserting a semicolon; 


(iii) in clause (iii), by striking the period at the 
end and inserting ‘‘; and’’; and 


(iv) by adding at the end the following: 
‘‘(iv) de novo classification under section 


513(a)(1).’’; and 
(B) by adding at the end the following: 


‘‘(D) The terms ‘premarket review’ and ‘reviews’ include 
all activities of the Food and Drug Administration conducted 
prior to approval or clearance of an application, notification, 
or request for classification submitted under section 505, 510(k), 
513(f)(2), 515, or 520 of this Act or under section 351 of the 
Public Health Service Act, including with respect to investiga-
tional use of the product.’’. 
(b) INFORMATION FOR APPROVAL OF COMBINATION PRODUCTS.— 


Section 520(h)(4) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360j(h)(4)) is amended— 


(1) in subparagraph (A), by striking ‘‘Any information’’ 
and inserting ‘‘Subject to subparagraph (C), any information’’; 
and 


(2) by adding at the end the following new subparagraph: 
‘‘(C) No information contained in an application for premarket 


approval filed with the Secretary pursuant to section 515(c) may 
be used to approve or clear any application submitted under section 
515 or 510(k) or to classify a product under section 513(f)(2) for 
a combination product containing as a constituent part an approved 
drug (as defined in section 503(g)(5)(B)) unless— 


‘‘(i) the application includes the certification or statement 
referenced in section 503(g)(5)(A); 


‘‘(ii) the applicant provides notice as described in section 
503(g)(5)(A); and 


‘‘(iii) the Secretary’s approval of such application is subject 
to the provisions in section 503(g)(5)(C).’’. 
(c) VARIATIONS FROM CGMP STREAMLINED APPROACH.—Not 


later than 18 months after the date of enactment of this Act, 
the Secretary of Health and Human Services (referred to in this 
subsection as the ‘‘Secretary’’) shall identify types of combination 
products and manufacturing processes with respect to which the 
Secretary proposes that good manufacturing processes may be 
adopted that vary from the requirements set forth in section 4.4 
of title 21, Code of Federal Regulations (or any successor regula-
tions) or that the Secretary proposes can satisfy the requirements 
in section 4.4 through alternative or streamlined mechanisms. The 
Secretary shall identify such types, variations from such require-
ments, and such mechanisms, in a proposed list published in the 
Federal Register. After a public comment period regarding the 
appropriate good manufacturing practices for such types, the Sec-
retary shall publish a final list in the Federal Register, notwith-
standing section 553 of title 5, United States Code. The Secretary 
shall evaluate such types, variations, and mechanisms using a 
risk-based approach. The Secretary shall periodically review such 
final list. 


21 USC 355 note. 
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Subtitle E—Antimicrobial Innovation and 
Stewardship 


SEC. 3041. ANTIMICROBIAL RESISTANCE MONITORING. 


(a) IN GENERAL.—Section 319E of the Public Health Service 
Act (42 U.S.C. 247d–5) is amended— 


(1) by redesignating subsections (f) and (g) as subsections 
(l) and (m), respectively; and 


(2) by inserting after subsection (e), the following: 
‘‘(f) MONITORING AT FEDERAL HEALTH CARE FACILITIES.—The 


Secretary shall encourage reporting on aggregate antimicrobial drug 
use and antimicrobial resistance to antimicrobial drugs and the 
implementation of antimicrobial stewardship programs by health 
care facilities of the Department of Defense, the Department of 
Veterans Affairs, and the Indian Health Service and shall provide 
technical assistance to the Secretary of Defense and the Secretary 
of Veterans Affairs, as appropriate and upon request. 


‘‘(g) REPORT ON ANTIMICROBIAL RESISTANCE IN HUMANS AND 
USE OF ANTIMICROBIAL DRUGS.—Not later than 1 year after the 
date of enactment of the 21st Century Cures Act, and annually 
thereafter, the Secretary shall prepare and make publicly available 
data and information concerning— 


‘‘(1) aggregate national and regional trends of antimicrobial 
resistance in humans to antimicrobial drugs, including such 
drugs approved under section 506(h) of the Federal Food, Drug, 
and Cosmetic Act; 


‘‘(2) antimicrobial stewardship, which may include sum-
maries of State efforts to address antimicrobial resistance in 
humans to antimicrobial drugs and antimicrobial stewardship; 
and 


‘‘(3) coordination between the Director of the Centers for 
Disease Control and Prevention and the Commissioner of Food 
and Drugs with respect to the monitoring of— 


‘‘(A) any applicable resistance under paragraph (1); 
and 


‘‘(B) drugs approved under section 506(h) of the Federal 
Food, Drug, and Cosmetic Act. 


‘‘(h) INFORMATION RELATED TO ANTIMICROBIAL STEWARDSHIP 
PROGRAMS.—The Secretary shall, as appropriate, disseminate guid-
ance, educational materials, or other appropriate materials related 
to the development and implementation of evidence-based anti-
microbial stewardship programs or practices at health care facilities, 
such as nursing homes and other long-term care facilities, ambula-
tory surgical centers, dialysis centers, outpatient clinics, and hos-
pitals, including community and rural hospitals. 


‘‘(i) SUPPORTING STATE-BASED ACTIVITIES TO COMBAT ANTI-
MICROBIAL RESISTANCE.—The Secretary shall continue to work with 
State and local public health departments on statewide or regional 
programs related to antimicrobial resistance. Such efforts may 
include activities to related to— 


‘‘(1) identifying patterns of bacterial and fungal resistance 
in humans to antimicrobial drugs; 


‘‘(2) preventing the spread of bacterial and fungal infections 
that are resistant to antimicrobial drugs; and 


‘‘(3) promoting antimicrobial stewardship. 
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‘‘(j) ANTIMICROBIAL RESISTANCE AND STEWARDSHIP ACTIVI-
TIES.— 


‘‘(1) IN GENERAL.—For the purposes of supporting steward-
ship activities, examining changes in antimicrobial resistance, 
and evaluating the effectiveness of section 506(h) of the Federal 
Food, Drug, and Cosmetic Act, the Secretary shall— 


‘‘(A) provide a mechanism for facilities to report data 
related to their antimicrobial stewardship activities 
(including analyzing the outcomes of such activities); and 


‘‘(B) evaluate— 
‘‘(i) antimicrobial resistance data using a standard-


ized approach; and 
‘‘(ii) trends in the utilization of drugs approved 


under such section 506(h) with respect to patient popu-
lations. 


‘‘(2) USE OF SYSTEMS.—The Secretary shall use available 
systems, including the National Healthcare Safety Network 
or other systems identified by the Secretary, to fulfill the 
requirements or conduct activities under this section. 
‘‘(k) ANTIMICROBIAL.—For purposes of subsections (f) through 


(j), the term ‘antimicrobial’ includes any antibacterial or antifungal 
drugs, and may include drugs that eliminate or inhibit the growth 
of other microorganisms, as appropriate.’’. 


(b) AVAILABILITY OF DATA.—The Secretary shall make the data 
collected pursuant to this subsection public. Nothing in this sub-
section shall be construed as authorizing the Secretary to disclose 
any information that is a trade secret or confidential information 
subject to section 552(b)(4) of title 5, United States Code, or section 
1905 of title 18, United States Code. 


SEC. 3042. LIMITED POPULATION PATHWAY. 


Section 506 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 356), as amended by section 3033, is further amended by 
adding at the end the following: 


‘‘(h) LIMITED POPULATION PATHWAY FOR ANTIBACTERIAL AND 
ANTIFUNGAL DRUGS.— 


‘‘(1) IN GENERAL.—The Secretary may approve an anti-
bacterial or antifungal drug, alone or in combination with one 
or more other drugs, as a limited population drug pursuant 
to this subsection only if— 


‘‘(A) the drug is intended to treat a serious or life- 
threatening infection in a limited population of patients 
with unmet needs; 


‘‘(B) the standards for approval under section 505(c) 
and (d), or the standards for licensure under section 351 
of the Public Health Service Act, as applicable, are met; 
and 


‘‘(C) the Secretary receives a written request from the 
sponsor to approve the drug as a limited population drug 
pursuant to this subsection. 
‘‘(2) BENEFIT-RISK CONSIDERATION.—The Secretary’s deter-


mination of safety and effectiveness of an antibacterial or 
antifungal drug shall reflect the benefit-risk profile of such 
drug in the intended limited population, taking into account 
the severity, rarity, or prevalence of the infection the drug 
is intended to treat and the availability or lack of alternative 
treatment in such limited population. Such drug may be 


42 USC 247d–5 
note. 
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approved under this subsection notwithstanding a lack of evi-
dence to fully establish a favorable benefit-risk profile in a 
population that is broader than the intended limited population. 


‘‘(3) ADDITIONAL REQUIREMENTS.—A drug approved under 
this subsection shall be subject to the following requirements, 
in addition to any other applicable requirements of this Act: 


‘‘(A) LABELING.—To indicate that the safety and 
effectiveness of a drug approved under this subsection has 
been demonstrated only with respect to a limited popu-
lation— 


‘‘(i) all labeling and advertising of an antibacterial 
or antifungal drug approved under this subsection shall 
contain the statement ‘Limited Population’ in a promi-
nent manner and adjacent to, and not more prominent 
than— 


‘‘(I) the proprietary name of such drug, if any; 
or 


‘‘(II) if there is no proprietary name, the estab-
lished name of the drug, if any, as defined in 
section 503(e)(3), or, in the case of a drug that 
is a biological product, the proper name, as defined 
by regulation; and 
‘‘(ii) the prescribing information for the drug 


required by section 201.57 of title 21, Code of Federal 
Regulations (or any successor regulation) shall also 
include the following statement: ‘This drug is indicated 
for use in a limited and specific population of patients.’. 
‘‘(B) PROMOTIONAL MATERIAL.—The sponsor of an anti-


bacterial or antifungal drug subject to this subsection shall 
submit to the Secretary copies of all promotional materials 
related to such drug at least 30 calendar days prior to 
dissemination of the materials. 
‘‘(4) OTHER PROGRAMS.—A sponsor of a drug that seeks 


approval of a drug under this subsection may also seek designa-
tion or approval, as applicable, of such drug under other 
applicable sections or subsections of this Act or the Public 
Health Service Act. 


‘‘(5) GUIDANCE.—Not later than 18 months after the date 
of enactment of the 21st Century Cures Act, the Secretary 
shall issue draft guidance describing criteria, processes, and 
other general considerations for demonstrating the safety and 
effectiveness of limited population antibacterial and antifungal 
drugs. The Secretary shall publish final guidance within 18 
months of the close of the public comment period on such 
draft guidance. The Secretary may approve antibacterial and 
antifungal drugs under this subsection prior to issuing guidance 
under this paragraph. 


‘‘(6) ADVICE.—The Secretary shall provide prompt advice 
to the sponsor of a drug for which the sponsor seeks approval 
under this subsection to enable the sponsor to plan a develop-
ment program to obtain the necessary data for such approval, 
and to conduct any additional studies that would be required 
to gain approval of such drug for use in a broader population. 


‘‘(7) TERMINATION OF LIMITATIONS.—If, after approval of 
a drug under this subsection, the Secretary approves a broader 
indication for such drug under section 505(b) or section 351(a) 
of the Public Health Service Act, the Secretary may remove 
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any postmarketing conditions, including requirements with 
respect to labeling and review of promotional materials under 
paragraph (3), applicable to the approval of the drug under 
this subsection. 


‘‘(8) RULES OF CONSTRUCTION.—Nothing in this subsection 
shall be construed to alter the authority of the Secretary to 
approve drugs pursuant to this Act or section 351 of the Public 
Health Service Act, including the standards of evidence and 
applicable conditions for approval under such Acts, the stand-
ards of approval of a drug under such Acts, or to alter the 
authority of the Secretary to monitor drugs pursuant to such 
Acts. 


‘‘(9) REPORTING AND ACCOUNTABILITY.— 
‘‘(A) BIENNIAL REPORTING.—The Secretary shall report 


to Congress not less often than once every 2 years on 
the number of requests for approval, and the number of 
approvals, of an antibacterial or antifungal drug under 
this subsection. 


‘‘(B) GAO REPORT.—Not later than December 2021, 
the Comptroller General of the United States shall submit 
to the Committee on Energy and Commerce of the House 
of Representatives and the Committee on Health, Edu-
cation, Labor and Pensions of the Senate a report on the 
coordination of activities required under section 319E of 
the Public Health Service Act. Such report shall include 
a review of such activities, and the extent to which the 
use of the pathway established under this subsection has 
streamlined premarket approval for antibacterial or 
antifungal drugs for limited populations, if such pathway 
has functioned as intended, if such pathway has helped 
provide for safe and effective treatment for patients, if 
such premarket approval would be appropriate for other 
categories of drugs, and if the authorities under this sub-
section have affected antibacterial or antifungal resist-
ance.’’. 


SEC. 3043. PRESCRIBING AUTHORITY. 


Nothing in this subtitle, or an amendment made by this sub-
title, shall be construed to restrict the prescribing of antimicrobial 
drugs or other products, including drugs approved under subsection 
(h) of section 506 of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 356) (as added by section 3042), by health care profes-
sionals, or to limit the practice of health care. 
SEC. 3044. SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA FOR 


MICROORGANISMS; ANTIMICROBIAL SUSCEPTIBILITY 
TESTING DEVICES. 


(a) IN GENERAL.—Subchapter A of chapter V of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amended 
by inserting after section 511 the following: 
‘‘SEC. 511A. SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA FOR 


MICROORGANISMS. 


‘‘(a) PURPOSE; IDENTIFICATION OF CRITERIA.— 
‘‘(1) PURPOSE.—The purpose of this section is to clarify 


the Secretary’s authority to— 
‘‘(A) efficiently update susceptibility test interpretive 


criteria for antimicrobial drugs when necessary for public 


21 USC 360a–2. 


21 USC 356 note. 
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health, due to, among other things, the constant evolution 
of microorganisms that leads to the development of resist-
ance to drugs that have been effective in decreasing mor-
bidity and mortality for patients, which warrants unique 
management of antimicrobial drugs that is inappropriate 
for most other drugs in order to delay or prevent the 
development of further resistance to existing therapies; 


‘‘(B) provide for public notice of the availability of recog-
nized interpretive criteria and interpretive criteria stand-
ards; and 


‘‘(C) clear under section 510(k), classify under section 
513(f)(2), or approve under section 515, antimicrobial 
susceptibility testing devices utilizing updated, recognized 
susceptibility test interpretive criteria to characterize the 
in vitro susceptibility of particular bacteria, fungi, or other 
microorganisms, as applicable, to antimicrobial drugs. 
‘‘(2) IDENTIFICATION OF CRITERIA.—The Secretary shall 


identify appropriate susceptibility test interpretive criteria with 
respect to antimicrobial drugs— 


‘‘(A) if such criteria are available on the date of 
approval of the drug under section 505 of this Act or 
licensure of the drug under section 351 of the Public Health 
Service Act (as applicable), upon such approval or licensure; 
or 


‘‘(B) if such criteria are unavailable on such date, on 
the date on which such criteria are available for such 
drug. 
‘‘(3) BASES FOR INITIAL IDENTIFICATION.—The Secretary 


shall identify appropriate susceptibility test interpretive criteria 
under paragraph (2), based on the Secretary’s review of, to 
the extent available and relevant— 


‘‘(A) preclinical and clinical data, including pharmaco-
kinetic, pharmacodynamic, and epidemiological data; 


‘‘(B) the relationship of susceptibility test interpretive 
criteria to morbidity and mortality associated with the 
disease or condition for which such drug is used; and 


‘‘(C) such other evidence and information as the Sec-
retary considers appropriate. 


‘‘(b) SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA WEBSITE.— 
‘‘(1) IN GENERAL.—Not later than 1 year after the date 


of the enactment of the 21st Century Cures Act, the Secretary 
shall establish, and maintain thereafter, on the website of 
the Food and Drug Administration, a dedicated website that 
contains a list of any appropriate new or updated susceptibility 
test interpretive criteria standards and interpretive criteria 
in accordance with paragraph (2) (referred to in this section 
as the ‘Interpretive Criteria Website’). 


‘‘(2) LISTING OF SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA 
STANDARDS AND INTERPRETIVE CRITERIA.— 


‘‘(A) IN GENERAL.—The list described in paragraph (1) 
shall consist of any new or updated susceptibility test 
interpretive criteria standards that are— 


‘‘(i) established by a nationally or internationally 
recognized standard development organization that— 


‘‘(I) establishes and maintains procedures to 
address potential conflicts of interest and ensure 
transparent decisionmaking; 
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‘‘(II) holds open meetings to ensure that there 
is an opportunity for public input by interested 
parties, and establishes and maintains processes 
to ensure that such input is considered in decision-
making; and 


‘‘(III) permits its standards to be made publicly 
available, through the National Library of Medi-
cine or another similar source acceptable to the 
Secretary; and 
‘‘(ii) recognized in whole, or in part, by the Sec-


retary under subsection (c). 
‘‘(B) OTHER LIST.—The Interpretive Criteria Website 


shall, in addition to the list described in subparagraph 
(A), include a list of interpretive criteria, if any, that the 
Secretary has determined to be appropriate with respect 
to legally marketed antimicrobial drugs, where— 


‘‘(i) the Secretary does not recognize, in whole or 
in part, an interpretive criteria standard described 
under subparagraph (A) otherwise applicable to such 
a drug; 


‘‘(ii) the Secretary withdraws under subsection 
(c)(1)(A) recognition of a standard, in whole or in part, 
otherwise applicable to such a drug; 


‘‘(iii) the Secretary approves an application under 
section 505 of this Act or section 351 of the Public 
Health Service Act, as applicable, with respect to mar-
keting of such a drug for which there are no relevant 
interpretive criteria included in a standard recognized 
by the Secretary under subsection (c); or 


‘‘(iv) because the characteristics of such a drug 
differ from other drugs with the same active ingredient, 
the interpretive criteria with respect to such drug— 


‘‘(I) differ from otherwise applicable interpre-
tive criteria included in a standard listed under 
subparagraph (A) or interpretive criteria otherwise 
listed under this subparagraph; and 


‘‘(II) are determined by the Secretary to be 
appropriate for the drug. 


‘‘(C) REQUIRED STATEMENTS.—The Interpretive Criteria 
Website shall include statements conveying— 


‘‘(i) that the website provides information about 
the in vitro susceptibility of bacteria, fungi, or other 
microorganisms, as applicable to a certain drug (or 
drugs); 


‘‘(ii) that— 
‘‘(I) the safety and efficacy of such drugs in 


treating clinical infections due to such bacteria, 
fungi, or other microorganisms, as applicable, may 
or may not have been established in adequate 
and well-controlled clinical trials in order for the 
susceptibility information described in clause (i) 
to be included on the website; and 


‘‘(II) the clinical significance of such suscepti-
bility information in such instances is unknown; 
‘‘(iii) that the approved product labeling for specific 


drugs provides the uses for which the Secretary has 
approved the product; and 
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‘‘(iv) any other information that the Secretary 
determines appropriate to adequately convey the 
meaning of the data supporting the recognition or 
listing of susceptibility test interpretive criteria stand-
ards or susceptibility test interpretive criteria included 
on the website. 


‘‘(3) NOTICE.—Not later than the date on which the 
Interpretive Criteria Website is established, the Secretary shall 
publish a notice of that establishment in the Federal Register. 


‘‘(4) INAPPLICABILITY OF MISBRANDING PROVISION.—The 
inclusion in the approved labeling of an antimicrobial drug 
of a reference or hyperlink to the Interpretive Criteria Website, 
in and of itself, shall not cause the drug to be misbranded 
in violation of section 502. 


‘‘(5) TRADE SECRETS AND CONFIDENTIAL INFORMATION.— 
Nothing in this section shall be construed as authorizing the 
Secretary to disclose any information that is a trade secret 
or confidential information subject to section 552(b)(4) of title 
5, United States Code. 
‘‘(c) RECOGNITION OF SUSCEPTIBILITY TEST INTERPRETIVE CRI-


TERIA.— 
‘‘(1) EVALUATION AND PUBLICATION.— 


‘‘(A) IN GENERAL.—Beginning on the date of the 
establishment of the Interpretive Criteria Website, and 
at least every 6 months thereafter, the Secretary shall— 


‘‘(i) evaluate any appropriate new or updated 
susceptibility test interpretive criteria standards estab-
lished by a nationally or internationally recognized 
standard development organization described in sub-
section (b)(2)(A)(i); and 


‘‘(ii) publish on the public website of the Food 
and Drug Administration a notice— 


‘‘(I) withdrawing recognition of any different 
susceptibility test interpretive criteria standard, 
in whole or in part; 


‘‘(II) recognizing the new or updated stand-
ards; 


‘‘(III) recognizing one or more parts of the 
new or updated interpretive criteria specified in 
such a standard and declining to recognize the 
remainder of such standard; and 


‘‘(IV) making any necessary updates to the 
lists under subsection (b)(2). 


‘‘(B) UPON APPROVAL OF A DRUG.—Upon the approval 
of an initial or supplemental application for an anti-
microbial drug under section 505 of this Act or section 
351 of the Public Health Service Act, as applicable, where 
such approval is based on susceptibility test interpretive 
criteria which differ from those contained in a standard 
recognized, or from those otherwise listed, by the Secretary 
pursuant to this subsection, or for which there are no 
relevant interpretive criteria standards recognized, or 
interpretive criteria otherwise listed, by the Secretary 
pursuant to this subsection, the Secretary shall update 
the lists under subparagraphs (A) and (B) of subsection 
(b)(2) to include the susceptibility test interpretive criteria 
upon which such approval was based. 
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‘‘(2) BASES FOR UPDATING INTERPRETIVE CRITERIA STAND-
ARDS.—In evaluating new or updated susceptibility test 
interpretive criteria standards under paragraph (1)(A), the Sec-
retary may consider— 


‘‘(A) the Secretary’s determination that such a standard 
is not applicable to a particular drug because the character-
istics of the drug differ from other drugs with the same 
active ingredient; 


‘‘(B) information provided by interested third parties, 
including public comment on the annual compilation of 
notices published under paragraph (3); 


‘‘(C) any bases used to identify susceptibility test 
interpretive criteria under subsection (a)(2); and 


‘‘(D) such other information or factors as the Secretary 
determines appropriate. 
‘‘(3) ANNUAL COMPILATION OF NOTICES.—Each year, the 


Secretary shall compile the notices published under paragraph 
(1)(A) and publish such compilation in the Federal Register 
and provide for public comment. If the Secretary receives com-
ments, the Secretary shall review such comments and, if the 
Secretary determines appropriate, update pursuant to this sub-
section susceptibility test interpretive criteria standards or cri-
teria— 


‘‘(A) recognized by the Secretary under this subsection; 
or 


‘‘(B) otherwise listed on the Interpretive Criteria 
Website under subsection (b)(2). 
‘‘(4) RELATION TO SECTION 514(c).—Any susceptibility test 


interpretive standard recognized under this subsection or any 
criteria otherwise listed under subsection (b)(2)(B) shall be 
deemed to be recognized as a standard by the Secretary under 
section 514(c)(1). 


‘‘(5) VOLUNTARY USE OF INTERPRETIVE CRITERIA.—Nothing 
in this section prohibits a person from seeking approval or 
clearance of a drug or device, or changes to the drug or the 
device, on the basis of susceptibility test interpretive criteria 
which differ from those contained in a standard recognized, 
or from those otherwise listed, by the Secretary pursuant to 
subsection (b)(2). 
‘‘(d) ANTIMICROBIAL DRUG LABELING.— 


‘‘(1) DRUGS MARKETED PRIOR TO ESTABLISHMENT OF 
INTERPRETIVE CRITERIA WEBSITE.— 


‘‘(A) IN GENERAL.—With respect to an antimicrobial 
drug lawfully introduced or delivered for introduction into 
interstate commerce for commercial distribution before the 
establishment of the Interpretive Criteria Website, a holder 
of an approved application under section 505 of this Act 
or section 351 of the Public Health Service Act, as 
applicable, for each such drug, not later than 1 year after 
establishment of the Interpretive Criteria Website 
described in subsection (b)(1), shall remove susceptibility 
test interpretive criteria, if any, and related information 
from the approved drug labeling and replace it with a 
reference to the Interpretive Criteria Website. 


‘‘(B) LABELING CHANGES.—The labeling changes 
required by this section shall be considered a minor change 
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under section 314.70 of title 21, Code of Federal Regula-
tions (or any successor regulations) that may be imple-
mented through documentation in the next applicable 
annual report. 
‘‘(2) DRUGS MARKETED SUBSEQUENT TO ESTABLISHMENT OF 


INTERPRETIVE CRITERIA WEBSITE.—With respect to antimicrobial 
drugs approved on or after the date of the establishment of 
the Interpretive Criteria Website described in subsection (b)(1), 
the labeling for such a drug shall include, in lieu of suscepti-
bility test interpretive criteria and related information, a ref-
erence to such Website. 
‘‘(e) SPECIAL CONDITION FOR MARKETING OF ANTIMICROBIAL 


SUSCEPTIBILITY TESTING DEVICES.— 
‘‘(1) IN GENERAL.—Notwithstanding sections 501, 502, 505, 


510, 513, and 515, if the conditions specified in paragraph 
(2) are met (in addition to other applicable provisions under 
this chapter) with respect to an antimicrobial susceptibility 
testing device described in subsection (f)(1), the Secretary may 
authorize the marketing of such device for a use described 
in such subsection. 


‘‘(2) CONDITIONS APPLICABLE TO ANTIMICROBIAL SUSCEPTI-
BILITY TESTING DEVICES.—The conditions specified in this para-
graph are the following: 


‘‘(A) The device is used to make a determination of 
susceptibility using susceptibility test interpretive criteria 
that are— 


‘‘(i) included in a standard recognized by the Sec-
retary under subsection (c); or 


‘‘(ii) otherwise listed on the Interpretive Criteria 
Website under subsection (b)(2). 
‘‘(B) The labeling of such device includes statements 


conveying— 
‘‘(i) that the device provides information about the 


in vitro susceptibility of bacteria, fungi, or other micro-
organisms, as applicable to antimicrobial drugs; 


‘‘(ii) that— 
‘‘(I) the safety and efficacy of such drugs in 


treating clinical infections due to such bacteria, 
fungi, or other microorganisms, as applicable, may 
or may not have been established in adequate 
and well-controlled clinical trials in order for the 
device to report the susceptibility of such bacteria, 
fungi, or other microorganisms, as applicable, to 
such drugs; and 


‘‘(II) the clinical significance of such suscepti-
bility information in those instances is unknown; 
‘‘(iii) that the approved labeling for drugs tested 


using such a device provides the uses for which the 
Secretary has approved such drugs; and 


‘‘(iv) any other information the Secretary deter-
mines appropriate to adequately convey the meaning 
of the data supporting the recognition or listing of 
susceptibility test interpretive criteria standards or 
susceptibility test interpretive criteria described in 
subparagraph (A). 
‘‘(C) The antimicrobial susceptibility testing device 


meets all other requirements to be cleared under section 
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510(k), classified under section 513(f)(2), or approved under 
section 515. 


‘‘(f) DEFINITIONS.—In this section: 
‘‘(1) The term ‘antimicrobial susceptibility testing device’ 


means a device that utilizes susceptibility test interpretive 
criteria to determine and report the in vitro susceptibility of 
certain microorganisms to a drug (or drugs). 


‘‘(2) The term ‘qualified infectious disease product’ means 
a qualified infectious disease product designated under section 
505E(d). 


‘‘(3) The term ‘susceptibility test interpretive criteria’ 
means— 


‘‘(A) one or more specific numerical values which 
characterize the susceptibility of bacteria or other micro-
organisms to the drug tested; and 


‘‘(B) related categorizations of such susceptibility, 
including categorization of the drug as susceptible, inter-
mediate, resistant, or such other term as the Secretary 
determines appropriate. 
‘‘(4)(A) The term ‘antimicrobial drug’ means, subject to 


subparagraph (B), a systemic antibacterial or antifungal drug 
that— 


‘‘(i) is intended for human use in the treatment of 
a disease or condition caused by a bacterium or fungus; 


‘‘(ii) may include a qualified infectious disease product 
designated under section 505E(d); and 


‘‘(iii) is subject to section 503(b)(1). 
‘‘(B) If provided by the Secretary through regulations, such 


term may include— 
‘‘(i) drugs other than systemic antibacterial and 


antifungal drugs; and 
‘‘(ii) biological products (as such term is defined in 


section 351 of the Public Health Service Act) to the extent 
such products exhibit antimicrobial activity. 
‘‘(5) The term ‘interpretive criteria standard’ means a com-


pilation of susceptibility test interpretive criteria developed by 
a standard development organization that meets the criteria 
set forth in subsection (b)(2)(A)(i). 
‘‘(g) RULE OF CONSTRUCTION.—Nothing in this section shall 


be construed to— 
‘‘(1) alter the standards of evidence under subsection (c) 


or (d) of section 505 (including the substantial evidence 
standard under section 505(d)) or under section 351 of the 
Public Health Service Act (as applicable); or 


‘‘(2) with respect to clearing devices under section 510(k), 
classifying devices under section 513(f)(2), or approving devices 
under section 515— 


‘‘(A) apply with respect to any drug, device, or biological 
product, in any context other than an antimicrobial drug 
and an antimicrobial susceptibility testing device that uses 
susceptibility test interpretive criteria to characterize and 
report the susceptibility of certain bacteria, fungi, or other 
microorganisms, as applicable, to such drug to reflect 
patient morbidity and mortality in accordance with this 
section; or 
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‘‘(B) unless specifically stated, have any effect on 
authorities provided under other sections of this Act, 
including any regulations issued under such sections.’’. 


(b) CONFORMING AMENDMENTS.— 
(1) REPEAL OF PRIOR RELATED AUTHORITY.—Section 1111 


of the Food and Drug Administration Amendments Act of 2007 
(42 U.S.C. 247d–5a), relating to identification of clinically 
susceptible concentrations of antimicrobials, is repealed. 


(2) ADDITION TO CATEGORIES OF MISBRANDED DRUGS.—Sec-
tion 502 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 352) is amended by adding at the end the following: 
‘‘(dd) If it is an antimicrobial drug, as defined in section 511A(f), 


and its labeling fails to conform with the requirements under section 
511A(d).’’. 


(3) RECOGNITION OF INTERPRETIVE CRITERIA STANDARD AS 
DEVICE STANDARD.—Section 514(c)(1)(A) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 360d(c)(1)(A)) is amended 
by inserting after ‘‘the Secretary shall, by publication in the 
Federal Register’’ the following: ‘‘(or, with respect to a suscepti-
bility test interpretive criteria standard under section 511A, 
by posting on the Interpretive Criteria Website in accordance 
with such section)’’. 
(c) REPORT TO CONGRESS.—Not later than 2 years after the 


date of enactment of this Act, the Secretary of Health and Human 
Services shall submit to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives a report on the 
progress made in implementing section 511A of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 360a), as added by subsection 
(a). 


(d) REQUESTS FOR UPDATES TO INTERPRETIVE CRITERIA 
WEBSITE.—Chapter 35 of title 44, United States Code, shall not 
apply to the collection of information from interested parties 
regarding updating the lists established under section 511A(b) of 
the Federal Food, Drug, and Cosmetic Act and posted on the 
Interpretive Criteria Website established under section 511A(c) of 
such Act. 


Subtitle F—Medical Device Innovations 


SEC. 3051. BREAKTHROUGH DEVICES. 


(a) IN GENERAL.—Chapter V of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 351 et seq.) is amended by inserting after 
section 515B, as added by section 3034(b), the following: 


‘‘SEC. 515C. BREAKTHROUGH DEVICES. 


‘‘(a) PURPOSE.—The purpose of this section is to encourage 
the Secretary, and provide the Secretary with sufficient authority, 
to apply efficient and flexible approaches to expedite the develop-
ment of, and prioritize the Food and Drug Administration’s review 
of, devices that represent breakthrough technologies. 


‘‘(b) ESTABLISHMENT OF PROGRAM.—The Secretary shall estab-
lish a program to expedite the development of, and provide for 
the priority review for, devices, as determined by the Secretary— 


21 USC 360e–3. 


21 USC 360a–2 
note. 
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‘‘(1) that provide for more effective treatment or diagnosis 
of life-threatening or irreversibly debilitating human disease 
or conditions; and 


‘‘(2)(A) that represent breakthrough technologies; 
‘‘(B) for which no approved or cleared alternatives exist; 
‘‘(C) that offer significant advantages over existing 


approved or cleared alternatives, including the potential, com-
pared to existing approved alternatives, to reduce or eliminate 
the need for hospitalization, improve patient quality of life, 
facilitate patients’ ability to manage their own care (such as 
through self-directed personal assistance), or establish long- 
term clinical efficiencies; or 


‘‘(D) the availability of which is in the best interest of 
patients. 
‘‘(c) REQUEST FOR DESIGNATION.—A sponsor of a device may 


request that the Secretary designate such device for expedited 
development and priority review under this section. Any such 
request for designation may be made at any time prior to the 
submission of an application under section 515(c), a notification 
under section 510(k), or a petition for classification under section 
513(f)(2). 


‘‘(d) DESIGNATION PROCESS.— 
‘‘(1) IN GENERAL.—Not later than 60 calendar days after 


the receipt of a request under subsection (c), the Secretary 
shall determine whether the device that is the subject of the 
request meets the criteria described in subsection (b). If the 
Secretary determines that the device meets the criteria, the 
Secretary shall designate the device for expedited development 
and priority review. 


‘‘(2) REVIEW.—Review of a request under subsection (c) 
shall be undertaken by a team that is composed of experienced 
staff and senior managers of the Food and Drug Administration. 


‘‘(3) WITHDRAWAL.—The Secretary may not withdraw a des-
ignation granted under this section on the basis of the criteria 
under subsection (b) no longer applying because of the subse-
quent clearance or approval of another device that— 


‘‘(A) was designated under this section; or 
‘‘(B) was given priority review under section 515(d)(5), 


as in effect prior to the date of enactment of the 21st 
Century Cures Act. 


‘‘(e) EXPEDITED DEVELOPMENT AND PRIORITY REVIEW.— 
‘‘(1) ACTIONS.—For purposes of expediting the development 


and review of devices designated under subsection (d) the Sec-
retary shall— 


‘‘(A) assign a team of staff, including a team leader 
with appropriate subject matter expertise and experience, 
for each device for which a request is submitted under 
subsection (c); 


‘‘(B) provide for oversight of the team by senior agency 
personnel to facilitate the efficient development of the 
device and the efficient review of any submission described 
in subsection (c) for the device; 


‘‘(C) adopt an efficient process for timely dispute resolu-
tion; 


‘‘(D) provide for interactive and timely communication 
with the sponsor of the device during the development 
program and review process; 
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‘‘(E) expedite the Secretary’s review of manufacturing 
and quality systems compliance, as applicable; 


‘‘(F) disclose to the sponsor, not less than 5 business 
days in advance, the topics of any consultation the Sec-
retary intends to undertake with external experts or an 
advisory committee concerning the sponsor’s device and 
provide the sponsor the opportunity to recommend such 
external experts; 


‘‘(G) provide for advisory committee input, as the Sec-
retary determines appropriate (including in response to 
the request of the sponsor) for applications submitted under 
section 515(c); and 


‘‘(H) assign staff to be available within a reasonable 
time to address questions by institutional review commit-
tees concerning the conditions and clinical testing require-
ments applicable to the investigational use of the device 
pursuant to an exemption under section 520(g). 
‘‘(2) ADDITIONAL ACTIONS.—In addition to the actions 


described in paragraph (1), for purposes of expediting the 
development and review of devices designated under subsection 
(d), the Secretary, in collaboration with the device sponsor, 
may, as appropriate— 


‘‘(A) coordinate with the sponsor regarding early agree-
ment on a data development plan; 


‘‘(B) take steps to ensure that the design of clinical 
trials is as efficient and flexible as practicable, when sci-
entifically appropriate; 


‘‘(C) facilitate, when scientifically appropriate, expe-
dited and efficient development and review of the device 
through utilization of timely postmarket data collection 
with regard to application for approval under section 515(c); 
and 


‘‘(D) agree in writing to clinical protocols that the Sec-
retary will consider binding on the Secretary and the 
sponsor, subject to— 


‘‘(i) changes to such protocols agreed to in writing 
by the sponsor and the Secretary; or 


‘‘(ii) a decision, made by the director of the office 
responsible for reviewing the device submission, that 
a substantial scientific issue essential to determining 
the safety or effectiveness of such device exists, pro-
vided that such decision is in writing, and is made 
only after the Secretary provides to the device sponsor 
or applicant an opportunity for a meeting at which 
the director and the sponsor or applicant are present 
and at which the director documents the substantial 
scientific issue. 


‘‘(f) PRIORITY REVIEW GUIDANCE.— 
‘‘(1) CONTENT.—Not later than 1 year after the date of 


enactment of the 21st Century Cures Act, the Secretary shall 
issue guidance on the implementation of this section. Such 
guidance shall— 


‘‘(A) set forth the process by which a person may seek 
a designation under subsection (d); 


‘‘(B) provide a template for requests under subsection 
(c); 
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‘‘(C) identify the criteria the Secretary will use in evalu-
ating a request for designation under this section; and 


‘‘(D) identify the criteria and processes the Secretary 
will use to assign a team of staff, including team leaders, 
to review devices designated for expedited development 
and priority review, including any training required for 
such personnel to ensure effective and efficient review. 
‘‘(2) PROCESS.—Prior to finalizing the guidance under para-


graph (1), the Secretary shall seek public comment on a pro-
posed guidance. 
‘‘(g) RULE OF CONSTRUCTION.—Nothing in this section shall 


be construed to affect— 
‘‘(1) the criteria and standards for evaluating an application 


pursuant to section 515(c), a report and request for classification 
under section 513(f)(2), or a report under section 510(k), 
including the recognition of valid scientific evidence as 
described in section 513(a)(3)(B) and consideration and applica-
tion of the least burdensome means of evaluating device 
effectiveness or demonstrating substantial equivalence between 
devices with differing technological characteristics, as 
applicable; 


‘‘(2) the authority of the Secretary with respect to clinical 
holds under section 520(g)(8)(A); 


‘‘(3) the authority of the Secretary to act on an application 
pursuant to section 515(d) before completion of an establish-
ment inspection, as the Secretary determines appropriate; or 


‘‘(4) the authority of the Secretary with respect to 
postmarket surveillance under sections 519(h) and 522.’’. 
(b) DOCUMENTATION AND REVIEW OF SIGNIFICANT DECISIONS.— 


Section 517A(a)(1) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360g–1(a)(1)) is amended by inserting ‘‘a request for 
designation under section 515C,’’ after ‘‘application under section 
515,’’. 


(c) TERMINATION OF PREVIOUS PROGRAM.— 
(1) IN GENERAL.—Section 515(d) of the Federal Food, Drug, 


and Cosmetic Act (21 U.S.C. 360e(d)) is amended— 
(A) by striking paragraph (5); and 
(B) by redesignating paragraph (6) as paragraph (5). 


(2) CONFORMING AMENDMENT.—Section 737(5) of the Fed-
eral Food, Drug, and Cosmetics Act (21 U.S.C. 379i(5)) is 
amended by striking ‘‘515(d)(6)’’ and inserting ‘‘515(d)(5)’’. 
(d) REPORT.—On January 1, 2019, the Secretary of Health 


and Human Services shall issue a report to the Committee on 
Health, Education, Labor, and Pensions of the Senate and the 
Committee on Energy and Commerce of the House of Representa-
tives— 


(1) on the program under section 515C of the Federal 
Food, Drug, and Cosmetic Act, as added by subsection (a), 
in bringing safe and effective devices included in such program 
to patients as soon as possible; and 


(2) that includes recommendations, if any, to strengthen 
the program to better meet patient device needs in a manner 
as timely as possible. 


SEC. 3052. HUMANITARIAN DEVICE EXEMPTION. 


(a) IN GENERAL.—Section 520(m) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360j) is amended— 
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(1) in paragraph (1) by striking ‘‘fewer than 4,000’’ and 
inserting ‘‘not more than 8,000’’; 


(2) in paragraph (2)(A) by striking ‘‘fewer than 4,000’’ and 
inserting ‘‘not more than 8,000’’; and 


(3) in paragraph (6)(A)(ii), by striking ‘‘4,000’’ and inserting 
‘‘8,000’’. 
(b) GUIDANCE DOCUMENT ON PROBABLE BENEFIT.—Not later 


than 18 months after the date of enactment of this Act, the Sec-
retary of Health and Human Services, acting through the Commis-
sioner of Food and Drugs, shall publish a draft guidance that 
defines the criteria for establishing ‘‘probable benefit’’ as that term 
is used in section 520(m)(2)(C) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j(m)(2)(C)). 


SEC. 3053. RECOGNITION OF STANDARDS. 


(a) IN GENERAL.—Section 514(c) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360d(c)) is amended— 


(1) in paragraph (1), by inserting after subparagraph (B) 
the following new subparagraphs: 
‘‘(C)(i) Any person may submit a request for recognition under 


subparagraph (A) of all or part of an appropriate standard estab-
lished by a nationally or internationally recognized standard 
organization. 


‘‘(ii) Not later than 60 calendar days after the Secretary receives 
such a request, the Secretary shall— 


‘‘(I) make a determination to recognize all, part, or none 
of the standard that is the subject of the request; and 


‘‘(II) issue to the person who submitted such request a 
response in writing that states the Secretary’s rationale for 
that determination, including the scientific, technical, regu-
latory, or other basis for such determination. 
‘‘(iii) The Secretary shall make a response issued under clause 


(ii)(II) publicly available, in such a manner as the Secretary deter-
mines appropriate. 


‘‘(iv) The Secretary shall take such actions as may be necessary 
to implement all or part of a standard recognized under clause 
(ii)(I), in accordance with subparagraph (A). 


‘‘(D) The Secretary shall make publicly available, in such 
manner as the Secretary determines appropriate, the rationale for 
recognition under subparagraph (A) of all, part, or none of a 
standard, including the scientific, technical, regulatory, or other 
basis for the decision regarding such recognition.’’; and 


(2) by adding at the end the following: 
‘‘(4) The Secretary shall provide to all employees of the Food 


and Drug Administration who review premarket submissions for 
devices periodic training on the concept and use of recognized 
standards for purposes of meeting a premarket submission require-
ment or other applicable requirement under this Act, including 
standards relevant to an employee’s area of device review.’’. 


(b) GUIDANCE.—The Secretary of Health and Human Services, 
acting through the Commissioner of Food and Drugs, shall review 
and update, if necessary, previously published guidance and 
standard operating procedures identifying the principles for recog-
nizing standards, and for withdrawing the recognition of standards, 
under section 514(c) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360d(c)), taking into account the experience with and 
reliance on a standard by foreign regulatory authorities and the 


21 USC 360d 
note. 


21 USC 360j 
note. 
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device industry, and whether recognition of a standard will promote 
harmonization among regulatory authorities in the regulation of 
devices. 


SEC. 3054. CERTAIN CLASS I AND CLASS II DEVICES. 


(a) CLASS I DEVICES.—Section 510(l) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360(l)) is amended— 


(1) by striking ‘‘A report under subsection (k)’’ and inserting 
‘‘(1) A report under subsection (k)’’; and 


(2) by adding at the end the following new paragraph: 
‘‘(2) Not later than 120 calendar days after the date of enact-


ment of the 21st Century Cures Act and at least once every 5 
years thereafter, as the Secretary determines appropriate, the Sec-
retary shall identify, through publication in the Federal Register, 
any type of class I device that the Secretary determines no longer 
requires a report under subsection (k) to provide reasonable assur-
ance of safety and effectiveness. Upon such publication— 


‘‘(A) each type of class I device so identified shall be exempt 
from the requirement for a report under subsection (k); and 


‘‘(B) the classification regulation applicable to each such 
type of device shall be deemed amended to incorporate such 
exemption.’’. 
(b) CLASS II DEVICES.—Section 510(m) of the Federal Food, 


Drug, and Cosmetic Act (21 U.S.C. 360(m)) is amended— 
(1) by striking ‘‘(m)(1)’’ and all that follows through ‘‘by 


the Secretary.’’ and inserting the following: 
‘‘(m)(1) The Secretary shall— 


‘‘(A) not later than 90 days after the date of enactment 
of the 21st Century Cures Act and at least once every 5 years 
thereafter, as the Secretary determines appropriate— 


‘‘(i) publish in the Federal Register a notice that con-
tains a list of each type of class II device that the Secretary 
determines no longer requires a report under subsection 
(k) to provide reasonable assurance of safety and effective-
ness; and 


‘‘(ii) provide for a period of not less than 60 calendar 
days for public comment beginning on the date of the 
publication of such notice; and 
‘‘(B) not later than 210 calendar days after the date of 


enactment of the 21st Century Cures Act, publish in the Federal 
Register a list representing the Secretary’s final determination 
with respect to the devices contained in the list published 
under subparagraph (A).’’; and 


(2) in paragraph (2)— 
(A) by striking ‘‘1 day after the date of publication 


of a list under this subsection,’’ and inserting ‘‘1 calendar 
day after the date of publication of the final list under 
paragraph (1)(B),’’; and 


(B) by striking ‘‘30-day period’’ and inserting ‘‘60-cal-
endar-day period’’; and 


(C) by adding at the end the following new paragraph: 
‘‘(3) Upon the publication of the final list under paragraph 


(1)(B)— 
‘‘(A) each type of class II device so listed shall be exempt 


from the requirement for a report under subsection (k); and 
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‘‘(B) the classification regulation applicable to each such 
type of device shall be deemed amended to incorporate such 
exemption.’’. 


SEC. 3055. CLASSIFICATION PANELS. 


(a) CLASSIFICATION PANELS.—Paragraph (5) of section 513(b) 
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360c(b)) 
is amended— 


(1) by striking ‘‘(5)’’ and inserting ‘‘(5)(A)’’; and 
(2) by adding at the end the following: 


‘‘(B) When a device is specifically the subject of review by 
a classification panel, the Secretary shall— 


‘‘(i) ensure that adequate expertise is represented on the 
classification panel to assess— 


‘‘(I) the disease or condition which the device is 
intended to cure, treat, mitigate, prevent, or diagnose; and 


‘‘(II) the technology of the device; and 
‘‘(ii) provide an opportunity for the person whose device 


is specifically the subject of panel review to provide rec-
ommendations on the expertise needed among the voting mem-
bers of the panel. 
‘‘(C) For purposes of subparagraph (B)(i), the term ‘adequate 


expertise’ means that the membership of the classification panel 
includes— 


‘‘(i) two or more voting members, with a specialty or other 
expertise clinically relevant to the device under review; and 


‘‘(ii) at least one voting member who is knowledgeable 
about the technology of the device. 
‘‘(D) The Secretary shall provide an annual opportunity for 


patients, representatives of patients, and sponsors of medical device 
submissions to provide recommendations for individuals with appro-
priate expertise to fill voting member positions on classification 
panels.’’. 


(b) PANEL REVIEW PROCESS.—Section 513(b)(6) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 360c(b)(6)) is amended— 


(1) in subparagraph (A)(iii), by inserting before the period 
at the end ‘‘, including, subject to the discretion of the panel 
chairperson, by designating a representative who will be pro-
vided a time during the panel meeting to address the panel 
for the purpose of correcting misstatements of fact or providing 
clarifying information, and permitting the person or representa-
tive to call on experts within the person’s organization to 
address such specific issues in the time provided’’; and 


(2) by striking subparagraph (B) and inserting the following 
new subparagraph: 
‘‘(B)(i) Any meeting of a classification panel with respect to 


the review of a device shall— 
‘‘(I) provide adequate time for initial presentations by the 


person whose device is specifically the subject of such review 
and by the Secretary; and 


‘‘(II) encourage free and open participation by all interested 
persons. 
‘‘(ii) Following the initial presentations described in clause (i), 


the panel may— 
‘‘(I) pose questions to a designated representative described 


in subparagraph (A)(iii); and 
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‘‘(II) consider the responses to such questions in the panel’s 
review of the device.’’. 


SEC. 3056. INSTITUTIONAL REVIEW BOARD FLEXIBILITY. 


Section 520 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360j) is amended— 


(1) in subsection (g)(3)— 
(A) in subparagraph (A)(i)— 


(i) by striking ‘‘local’’; and 
(ii) by striking ‘‘which has been’’; and 


(B) in subparagraph (B), by striking ‘‘a local institu-
tional’’ and inserting ‘‘an institutional’’; and 
(2) in subsection (m)(4)— 


(A) by striking subparagraph (A) and inserting the 
following: 
‘‘(A) in facilities in which clinical testing of devices is super-


vised by an institutional review committee established in 
accordance with the regulations of the Secretary; and’’; 


(B) in subparagraph (B), by striking ‘‘a local institu-
tional’’ and inserting ‘‘an institutional’’; and 


(C) in the matter following subparagraph (B), by 
striking ‘‘local’’. 


SEC. 3057. CLIA WAIVER IMPROVEMENTS. 


(a) DRAFT REVISED GUIDANCE.—Not later than 1 year after 
the date of the enactment of this Act, the Secretary of Health 
and Human Services, acting through the Commissioner of Food 
and Drugs, shall publish a draft guidance that— 


(1) revises ‘‘Section V. Demonstrating Insignificant Risk 
of an Erroneous Result – Accuracy’’ of the guidance entitled 
‘‘Recommendations for Clinical Laboratory Improvement 
Amendments of 1988 (CLIA) Waiver Applications for Manufac-
turers of In Vitro Diagnostic Devices’’ and dated January 30, 
2008; and 


(2) includes the appropriate use of comparable performance 
between a waived user and a moderately complex laboratory 
user to demonstrate accuracy. 
(b) FINAL REVISED GUIDANCE.—The Secretary of Health and 


Human Services, acting through the Commissioner of Food and 
Drugs, shall finalize the draft guidance published under subsection 
(a) not later than 1 year after the comment period for such draft 
guidance closes. 
SEC. 3058. LEAST BURDENSOME DEVICE REVIEW. 


(a) IN GENERAL.—Section 513 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360c) is amended by adding at the end 
the following: 


‘‘(j) TRAINING AND OVERSIGHT OF LEAST BURDENSOME REQUIRE-
MENTS.— 


‘‘(1) The Secretary shall— 
‘‘(A) ensure that each employee of the Food and Drug 


Administration who is involved in the review of premarket 
submissions, including supervisors, receives training 
regarding the meaning and implementation of the least 
burdensome requirements under subsections (a)(3)(D) and 
(i)(1)(D) of this section and section 515(c)(5); and 


‘‘(B) periodically assess the implementation of the least 
burdensome requirements, including the employee training 


42 USC 263a 
note. 
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under subparagraph (A), to ensure that the least burden-
some requirements are fully and consistently applied. 
‘‘(2) Not later than 18 months after the date of enactment 


of the 21st Century Cures Act, the ombudsman for any 
organizational unit of the Food and Drug Administration 
responsible for the premarket review of devices shall— 


‘‘(A) conduct an audit of the training described in para-
graph (1)(A), including the effectiveness of such training 
in implementing the least burdensome requirements; 


‘‘(B) include in such audit interviews of persons who 
are representatives of the device industry regarding their 
experiences in the device premarket review process, 
including with respect to the application of least burden-
some concepts to premarket review and decisionmaking; 


‘‘(C) include in such audit a list of the measurement 
tools the Secretary uses to assess the implementation of 
the least burdensome requirements, including under para-
graph (1)(B) and section 517A(a)(3), and may also provide 
feedback on the effectiveness of such tools in the 
implementation of the least burdensome requirements; 


‘‘(D) summarize the findings of such audit in a final 
audit report; and 


‘‘(E) within 30 calendar days of completion of such 
final audit report, make such final audit report available— 


‘‘(i) to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on 
Energy and Commerce of the House of Representatives; 
and 


‘‘(ii) on the Internet website of the Food and Drug 
Administration.’’. 


(b) PREMARKET APPLICATIONS.—Section 515(c) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 360e(c)) is amended by 
adding at the end the following: 


‘‘(5)(A) In requesting additional information with respect to 
an application under this section, the Secretary shall consider the 
least burdensome appropriate means necessary to demonstrate a 
reasonable assurance of device safety and effectiveness. 


‘‘(B) For purposes of subparagraph (A), the term ‘necessary’ 
means the minimum required information that would support a 
determination by the Secretary that an application provides a 
reasonable assurance of the safety and effectiveness of the device. 


‘‘(C) For purposes of this paragraph, the Secretary shall consider 
the role of postmarket information in determining the least burden-
some means of demonstrating a reasonable assurance of device 
safety and effectiveness. 


‘‘(D) Nothing in this paragraph alters the standards for pre-
market approval of a device.’’. 


(c) RATIONALE FOR SIGNIFICANT DECISIONS REGARDING 
DEVICES.—Section 517A(a) of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 360g–1(a)) is amended by adding at the end the 
following: 


‘‘(3) APPLICATION OF LEAST BURDENSOME REQUIREMENTS.— 
The substantive summary required under this subsection shall 
include a brief statement regarding how the least burdensome 
requirements were considered and applied consistent with sec-
tion 513(i)(1)(D), section 513(a)(3)(D), and section 515(c)(5), as 
applicable.’’. 
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SEC. 3059. CLEANING INSTRUCTIONS AND VALIDATION DATA REQUIRE-
MENT. 


(a) IN GENERAL.—Section 510 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360) is amended by adding at the end 
the following: 


‘‘(q) REUSABLE MEDICAL DEVICES.— 
‘‘(1) IN GENERAL.—Not later than 180 days after the date 


of enactment of the 21st Century Cures Act, the Secretary 
shall identify and publish a list of reusable device types for 
which reports under subsection (k) are required to include— 


‘‘(A) instructions for use, which have been validated 
in a manner specified by the Secretary; and 


‘‘(B) validation data, the types of which shall be speci-
fied by the Secretary; 


regarding cleaning, disinfection, and sterilization, and for which 
a substantial equivalence determination may be based. 


‘‘(2) REVISION OF LIST.—The Secretary shall revise the list 
under paragraph (2), as the Secretary determines appropriate, 
with notice in the Federal Register. 


‘‘(3) CONTENT OF REPORTS.—Reports under subsection (k) 
that are submitted after the publication of the list described 
in paragraph (1), for devices or types of devices included on 
such list, shall include such instructions for use and validation 
data.’’. 
(b) DEVICE MODIFICATIONS.—The Secretary of Health and 


Human Services, acting through the Commissioner of Food and 
Drugs, shall issue final guidance regarding when a premarket 
notification under section 510(k) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360(k)) is required to be submitted for 
a modification or change to a legally marketed device. Such final 
guidance shall be issued not later than 1 year after the date 
on which the comment period closes for the draft guidance on 
such subject. 
SEC. 3060. CLARIFYING MEDICAL SOFTWARE REGULATION. 


(a) IN GENERAL.—Section 520 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j) is amended by adding at the end 
the following: 


‘‘(o) REGULATION OF MEDICAL AND CERTAIN DECISIONS SUPPORT 
SOFTWARE.— 


‘‘(1) The term device, as defined in section 201(h), shall 
not include a software function that is intended— 


‘‘(A) for administrative support of a health care facility, 
including the processing and maintenance of financial 
records, claims or billing information, appointment sched-
ules, business analytics, information about patient popu-
lations, admissions, practice and inventory management, 
analysis of historical claims data to predict future utiliza-
tion or cost-effectiveness, determination of health benefit 
eligibility, population health management, and laboratory 
workflow; 


‘‘(B) for maintaining or encouraging a healthy lifestyle 
and is unrelated to the diagnosis, cure, mitigation, preven-
tion, or treatment of a disease or condition; 


‘‘(C) to serve as electronic patient records, including 
patient-provided information, to the extent that such 
records are intended to transfer, store, convert formats, 


21 USC 360 note. 
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or display the equivalent of a paper medical chart, so 
long as— 


‘‘(i) such records were created, stored, transferred, 
or reviewed by health care professionals, or by individ-
uals working under supervision of such professionals; 


‘‘(ii) such records are part of health information 
technology that is certified under section 3001(c)(5) 
of the Public Health Service Act; and 


‘‘(iii) such function is not intended to interpret 
or analyze patient records, including medical image 
data, for the purpose of the diagnosis, cure, mitigation, 
prevention, or treatment of a disease or condition; 
‘‘(D) for transferring, storing, converting formats, or 


displaying clinical laboratory test or other device data and 
results, findings by a health care professional with respect 
to such data and results, general information about such 
findings, and general background information about such 
laboratory test or other device, unless such function is 
intended to interpret or analyze clinical laboratory test 
or other device data, results, and findings; or 


‘‘(E) unless the function is intended to acquire, process, 
or analyze a medical image or a signal from an in vitro 
diagnostic device or a pattern or signal from a signal 
acquisition system, for the purpose of— 


‘‘(i) displaying, analyzing, or printing medical 
information about a patient or other medical informa-
tion (such as peer-reviewed clinical studies and clinical 
practice guidelines); 


‘‘(ii) supporting or providing recommendations to 
a health care professional about prevention, diagnosis, 
or treatment of a disease or condition; and 


‘‘(iii) enabling such health care professional to 
independently review the basis for such recommenda-
tions that such software presents so that it is not 
the intent that such health care professional rely pri-
marily on any of such recommendations to make a 
clinical diagnosis or treatment decision regarding an 
individual patient. 


‘‘(2) In the case of a product with multiple functions that 
contains— 


‘‘(A) at least one software function that meets the 
criteria under paragraph (1) or that otherwise does not 
meet the definition of device under section 201(h); and 


‘‘(B) at least one function that does not meet the criteria 
under paragraph (1) and that otherwise meets the defini-
tion of a device under section 201(h), 


the Secretary shall not regulate the software function of such 
product described in subparagraph (A) as a device. Notwith-
standing the preceding sentence, when assessing the safety 
and effectiveness of the device function or functions of such 
product described in subparagraph (B), the Secretary may 
assess the impact that the software function or functions 
described in subparagraph (A) have on such device function 
or functions. 


‘‘(3)(A) Notwithstanding paragraph (1), a software function 
described in subparagraph (C), (D), or (E) of paragraph (1) 
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shall not be excluded from the definition of device under section 
201(h) if— 


‘‘(i) the Secretary makes a finding that use of such 
software function would be reasonably likely to have 
serious adverse health consequences; and 


‘‘(ii) the software function has been identified in a 
final order issued by the Secretary under subparagraph 
(B). 
‘‘(B) Subparagraph (A) shall apply only if the Secretary— 


‘‘(i) publishes a notification and proposed order in the 
Federal Register; 


‘‘(ii) includes in such notification the Secretary’s 
finding, including the rationale and identification of the 
evidence on which such finding was based, as described 
in subparagraph (A)(i); and 


‘‘(iii) provides for a period of not less than 30 calendar 
days for public comment before issuing a final order or 
withdrawing such proposed order. 
‘‘(C) In making a finding under subparagraph (A)(i) with 


respect to a software function, the Secretary shall consider— 
‘‘(i) the likelihood and severity of patient harm if the 


software function were to not perform as intended; 
‘‘(ii) the extent to which the software function is 


intended to support the clinical judgment of a health care 
professional; 


‘‘(iii) whether there is a reasonable opportunity for 
a health care professional to review the basis of the 
information or treatment recommendation provided by the 
software function; and 


‘‘(iv) the intended user and user environment, such 
as whether a health care professional will use a software 
function of a type described in subparagraph (E) of para-
graph (1). 
‘‘(4) Nothing in this subsection shall be construed as lim-


iting the authority of the Secretary to— 
‘‘(A) exercise enforcement discretion as to any device 


subject to regulation under this Act; 
‘‘(B) regulate software used in the manufacture and 


transfusion of blood and blood components to assist in 
the prevention of disease in humans; or 


‘‘(C) regulate software as a device under this Act if 
such software meets the criteria under section 
513(a)(1)(C).’’. 


(b) REPORTS.—The Secretary of Health and Human Services 
(referred to in this subsection as the ‘‘Secretary’’), after consultation 
with agencies and offices of the Department of Health and Human 
Services involved in health information technology, shall publish 
a report, not later than 2 years after the date of enactment of 
this Act and every 2 years thereafter, that— 


(1) includes input from outside experts, such as representa-
tives of patients, consumers, health care providers, startup 
companies, health plans or other third-party payers, venture 
capital investors, information technology vendors, health 
information technology vendors, small businesses, purchasers, 
employers, and other stakeholders with relevant expertise, as 
determined by the Secretary; 


21 USC 360j 
note. 
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(2) examines information available to the Secretary on 
any risks and benefits to health associated with software func-
tions described in section 520(o)(1) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360j) (as amended by subsection 
(a)); and 


(3) summarizes findings regarding the impact of such soft-
ware functions on patient safety, including best practices to 
promote safety, education, and competency related to such func-
tions. 
(c) CLASSIFICATION OF ACCESSORIES.—Section 513(b) of the Fed-


eral Food, Drug, and Cosmetic Act (21 U.S.C. 360c(b)) is amended 
by adding at the end the following: 


‘‘(9) The Secretary shall classify an accessory under this section 
based on the intended use of the accessory, notwithstanding the 
classification of any other device with which such accessory is 
intended to be used.’’. 


(d) CONFORMING AMENDMENT.—Section 201(h) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 321(h)) is amended by 
adding at the end the following: ‘‘The term ‘device’ does not include 
software functions excluded pursuant to section 520(o).’’. 


Subtitle G—Improving Scientific Expertise 
and Outreach at FDA 


SEC. 3071. SILVIO O. CONTE SENIOR BIOMEDICAL RESEARCH AND BIO-
MEDICAL PRODUCT ASSESSMENT SERVICE. 


(a) HIRING AND RETENTION AUTHORITY.—Section 228 of the 
Public Health Service Act (42 U.S.C. 237) is amended— 


(1) in the section heading, by inserting ‘‘AND BIOMEDICAL 
PRODUCT ASSESSMENT’’ after ‘‘RESEARCH’’; 


(2) in subsection (a)— 
(A) in paragraph (1), by striking ‘‘Silvio O. Conte Senior 


Biomedical Research Service, not to exceed 500 members’’ 
and inserting ‘‘Silvio O. Conte Senior Biomedical Research 
and Biomedical Product Assessment Service (in this section 
referred to as the ‘Service’), not to exceed 2,000 members, 
the purpose of which is to recruit and retain outstanding 
and qualified scientific and technical experts in the fields 
of biomedical research, clinical research evaluation, and 
biomedical product assessment’’; 


(B) by amending paragraph (2) to read as follows: 
‘‘(2) The authority established in paragraph (1) may not be 


construed to require the Secretary to reduce the number of 
employees serving under any other employment system in order 
to offset the number of members serving in the Service.’’; and 


(C) by adding at the end the following: 
‘‘(3) The Secretary shall assign experts under this section to 


agencies within the Department of Health and Human Services 
taking into account the need for the expertise of such expert.’’; 


(3) in subsection (b)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘or clinical research evaluation’’ and inserting ‘‘, clinical 
research evaluation, or biomedical product assessment’’; 
and 
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(B) in paragraph (1), by inserting ‘‘or a doctoral or 
master’s level degree in engineering, bioinformatics, or a 
related or emerging field,’’ after the comma; 
(4) in subsection (d)(2), by striking ‘‘and shall not exceed 


the rate payable for level I of the Executive Schedule unless 
approved by the President under section 5377(d)(2) of title 
5, United States Code’’ and inserting ‘‘and shall not exceed 
the amount of annual compensation (excluding expenses) speci-
fied in section 102 of title 3, United States Code’’; 


(5) by striking subsection (e); and 
(6) by redesignating subsections (f) and (g) as subsections 


(e) and (f), respectively. 
(b) GAO STUDY.— 


(1) IN GENERAL.—The Comptroller General of the United 
States shall conduct a study of the effectiveness of the amend-
ments to section 228 of the Public Health Service Act (42 
U.S.C. 237) made by subsection (a) and the impact of such 
amendments, if any, on all agencies or departments of the 
Department of Health and Human Services, and, not later 
than 4 years after the date of enactment of this Act, shall 
submit a report based on such study to the Committee on 
Health, Education, Labor, and Pensions of the Senate and 
the Committee on Energy and Commerce of the House of Rep-
resentatives. 


(2) CONTENT OF STUDY AND REPORT.—The study and report 
under paragraph (1) shall include an examination of the extent 
to which recruitment and retention of outstanding and qualified 
scientific, medical, or technical experts in the fields of bio-
medical research, clinical research evaluation, and biomedical 
product assessment have improved or otherwise have been 
affected by the amendments to section 228 of the Public Health 
Service Act (42 U.S.C. 237) made by subsection (a), including 
by determining, during the period between the date of enact-
ment of this Act and the completion of the study— 


(A) the total number of members recruited and retained 
under the Senior Biomedical Research and Biomedical 
Product Assessment Service under such section 228, and 
the effect of increasing the number of members eligible 
for such Service; 


(B) the number of members of such Senior Biomedical 
Research and Biomedical Product Assessment Service hired 
with a doctoral level degree in biomedicine or a related 
field, and the number of such members hired with a doc-
toral or master’s level degree in engineering, bioinformatics, 
or a related or emerging field; and 


(C) the number of Senior Biomedical Research and 
Biomedical Product Assessment Service members that have 
been hired by each agency or department of the Department 
of Health and Human Services, and how such Department 
assigns such members to each agency or department. 


SEC. 3072. HIRING AUTHORITY FOR SCIENTIFIC, TECHNICAL, AND 
PROFESSIONAL PERSONNEL. 


(a) IN GENERAL.—The Federal Food, Drug, and Cosmetic Act 
is amended by inserting after section 714 (21 U.S.C. 379d–3) the 
following: 
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‘‘SEC. 714A. HIRING AUTHORITY FOR SCIENTIFIC, TECHNICAL, AND 
PROFESSIONAL PERSONNEL. 


‘‘(a) IN GENERAL.—The Secretary may, notwithstanding title 
5, United States Code, governing appointments in the competitive 
service, appoint outstanding and qualified candidates to scientific, 
technical, or professional positions that support the development, 
review, and regulation of medical products. Such positions shall 
be within the competitive service. 


‘‘(b) COMPENSATION.— 
‘‘(1) IN GENERAL.—Notwithstanding any other provision of 


law, including any requirement with respect to General 
Schedule pay rates under subchapter III of chapter 53 of title 
5, United States Code, and consistent with the requirements 
of paragraph (2), the Commissioner of Food and Drugs may 
determine and set— 


‘‘(A) the annual rate of pay of any individual appointed 
under subsection (a); and 


‘‘(B) for purposes of retaining qualified employees, the 
annual rate of pay for any qualified scientific, technical, 
or professional personnel appointed to a position described 
in subsection (a) before the date of enactment of the 21st 
Century Cures Act. 
‘‘(2) LIMITATION.—The annual rate of pay established 


pursuant to paragraph (1) may not exceed the amount of annual 
compensation (excluding expenses) specified in section 102 of 
title 3, United States Code. 


‘‘(3) PUBLIC AVAILABILITY.—The annual rate of pay provided 
to an individual in accordance with this section shall be publicly 
available information. 
‘‘(c) RULE OF CONSTRUCTION.—The authorities under this sec-


tion shall not be construed to affect the authority provided under 
section 714. 


‘‘(d) REPORT ON WORKFORCE PLANNING.— 
‘‘(1) IN GENERAL.—Not later than 18 months after the date 


of enactment of the 21st Century Cures Act, the Secretary 
shall submit a report on workforce planning to the Committee 
on Health, Education, Labor, and Pensions of the Senate and 
the Committee on Energy and Commerce of the House of Rep-
resentatives that examines the extent to which the Food and 
Drug Administration has a critical need for qualified individuals 
for scientific, technical, or professional positions, including— 


‘‘(A) an analysis of the workforce needs at the Food 
and Drug Administration and the Secretary’s strategic plan 
for addressing such needs, including through use of the 
authority under this section; and 


‘‘(B) a recruitment and retention plan for hiring quali-
fied scientific, technical, and professional candidates, which 
may include the use of— 


‘‘(i) recruitment through nongovernmental recruit-
ment or placement agencies; 


‘‘(ii) recruitment through academic institutions; 
‘‘(iii) recruitment or hiring bonuses, if applicable; 
‘‘(iv) recruitment using targeted direct hiring 


authorities; and 
‘‘(v) retention of qualified scientific, technical, and 


professional employees using the authority under this 
section, or other applicable authorities of the Secretary. 


21 USC 379d–3a. 
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‘‘(2) RECOMMENDATIONS.—The report under paragraph (1) 
may include the recommendations of the Commissioner of Food 
and Drugs that would help the Food and Drug Administration 
to better recruit and retain qualified individuals for scientific, 
technical, or professional positions at the agency.’’. 
(b) GAO STUDY AND REPORT.— 


(1) IN GENERAL.—The Comptroller General of the United 
States shall conduct a study of the ability of the Food and 
Drug Administration to hire, train, and retain qualified sci-
entific, technical, and professional staff, not including contrac-
tors, necessary to fulfill the mission of the Food and Drug 
Administration to protect and promote public health. Not later 
than January 1, 2022, the Comptroller General shall submit 
a report on such study to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on 
Energy and Commerce of the House of Representatives. 


(2) CONTENTS OF STUDY.—The Comptroller General shall 
include in the study and report under paragraph (1)— 


(A) information about the progress of the Food and 
Drug Administration in recruiting and retaining qualified 
scientific, technical, and professional staff outstanding in 
the field of biomedical research, clinical research evalua-
tion, and biomedical product assessment; 


(B) the extent to which critical staffing needs exist 
at the Food and Drug Administration, and barriers to 
hiring, training, and retaining qualified staff, if any; 


(C) an examination of the recruitment and retention 
strategies of the Food and Drug Administration, including 
examining any strategic workforce plan, focused on 
improving scientific, technical, and professional staff 
recruitment and retention; and 


(D) recommendations for potential improvements that 
would address staffing needs of the Food and Drug 
Administration. 


SEC. 3073. ESTABLISHMENT OF FOOD AND DRUG ADMINISTRATION 
INTERCENTER INSTITUTES. 


(a) IN GENERAL.—Chapter X of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 391 et seq.) is amended by adding at 
the end the following: 
‘‘SEC. 1014. FOOD AND DRUG ADMINISTRATION INTERCENTER 


INSTITUTES. 


‘‘(a) IN GENERAL.—The Secretary shall establish one or more 
Intercenter Institutes within the Food and Drug Administration 
(referred to in this section as an ‘Institute’) for a major disease 
area or areas. With respect to the major disease area of focus 
of an Institute, such Institute shall develop and implement proc-
esses for coordination of activities, as applicable to such major 
disease area or areas, among the Center for Drug Evaluation and 
Research, the Center for Biologics Evaluation and Research, and 
the Center for Devices and Radiological Health (for the purposes 
of this section, referred to as the ‘Centers’). Such activities may 
include— 


‘‘(1) coordination of staff from the Centers with diverse 
product expertise in the diagnosis, cure, mitigation, treatment, 
or prevention of the specific diseases relevant to the major 
disease area of focus of the Institute; 


21 USC 399g. 
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‘‘(2) streamlining, where appropriate, the review of medical 
products to diagnose, cure, mitigate, treat, or prevent the spe-
cific diseases relevant to the major disease area of focus of 
the Institute, applying relevant standards under sections 505, 
510(k), 513(f)(2), and 515 of this Act and section 351 of the 
Public Health Service Act, and other applicable authorities; 


‘‘(3) promotion of scientific programs within the Centers 
related to the major disease area of focus of the Institute; 


‘‘(4) development of programs and enhancement of strate-
gies to recruit, train, and provide continuing education 
opportunities for the personnel of the Centers with expertise 
related to the major disease area of focus of the Institute; 


‘‘(5) enhancement of the interactions of the Centers with 
patients, sponsors, and the external biomedical community 
regarding the major disease area of focus of the Institute; 
and 


‘‘(6) facilitation of the collaborative relationships of the 
Centers with other agencies within the Department of Health 
and Human Services regarding the major disease area of focus 
of the Institute. 
‘‘(b) PUBLIC PROCESS.—The Secretary shall provide a period 


for public comment during the time that each Institute is being 
implemented. 


‘‘(c) TIMING.—The Secretary shall establish at least one 
Institute under subsection (a) before the date that is 1 year after 
the date of enactment of the 21st Century Cures Act. 


‘‘(d) TERMINATION OF INSTITUTES.—The Secretary may termi-
nate any Institute established pursuant to this section if the Sec-
retary determines such Institute is no longer benefitting the public 
health. Not less than 60 days prior to so terminating an Institute, 
the Secretary shall provide public notice, including the rationale 
for such termination.’’. 


(b) TECHNICAL AMENDMENTS.—Chapter X of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 391 et seq.) is amended— 


(1) by redesignating section 1012 as section 1013; and 
(2) by redesignating the second section 1011 (with respect 


to improving the training of State, local, territorial, and tribal 
food safety officials), as added by section 209(a) of the FDA 
Food Safety Modernization Act (Public Law 111–353), as section 
1012. 


SEC. 3074. SCIENTIFIC ENGAGEMENT. 


(a) IN GENERAL.—Scientific meetings that are attended by sci-
entific or medical personnel, or other professionals, of the Depart-
ment of Health and Human Services for whom attendance at such 
meeting is directly related to their professional duties and the 
mission of the Department— 


(1) shall not be considered conferences for the purposes 
of complying with Federal reporting requirements contained 
in annual appropriations Acts or in this section; and 


(2) shall not be considered conferences for purposes of 
a restriction contained in an annual appropriations Act, based 
on Office of Management and Budget Memorandum M-12-12 
or any other regulation restricting travel to such meeting. 
(b) LIMITATION.—Nothing in this section shall be construed 


to exempt travel for scientific meetings from Federal regulations 
relating to travel. 


42 USC 3506a. 
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(c) REPORTS.—Not later than 90 days after the end of the 
fiscal year, each operating division of the Department of Health 
and Human Services shall prepare, and post on an Internet website 
of the operating division, an annual report on scientific meeting 
attendance and related travel spending for each fiscal year. Such 
report shall include— 


(1) general information concerning the scientific meeting 
activities involved; 


(2) information concerning the total amount expended for 
such meetings; 


(3) a description of all such meetings that were attended 
by scientific or medical personnel, or other professionals, of 
each such operating division where the total amount expended 
by the operating division associated with each such meeting 
were in excess of $30,000, including— 


(A) the total amount of meeting expenses incurred 
by the operating division for such meeting; 


(B) the location of such meeting; 
(C) the date of such meeting; 
(D) a brief explanation on how such meeting advanced 


the mission of the operating division; and 
(E) the total number of individuals whose travel 


expenses or other scientific meeting expenses were paid 
by the operating division; and 
(4) with respect to any such meeting where the total 


expenses to the operating division exceeded $150,000, a descrip-
tion of the exceptional circumstances that necessitated the 
expenditure of such amounts. 


SEC. 3075. DRUG SURVEILLANCE. 


(a) NEW DRUGS.—Section 505(k)(5) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355(k)(5)), as amended by section 
2074, is further amended— 


(1) in subparagraph (A), by striking ‘‘, bi-weekly screening’’ 
and inserting ‘‘screenings’’; 


(2) in subparagraph (B), as redesignated by section 
2074(1)(C), by striking the period at the end and inserting 
‘‘; and’’; and 


(3) by adding at the end the following: 
‘‘(C) make available on the Internet website of the Food 


and Drug Administration— 
‘‘(i) guidelines, developed with input from experts quali-


fied by scientific training and experience to evaluate the 
safety and effectiveness of drugs, that detail best practices 
for drug safety surveillance using the Adverse Event 
Reporting System; and 


‘‘(ii) criteria for public posting of adverse event sig-
nals.’’. 


(b) FAERS REVISION.—Section 505(r)(2)(D) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(r)(2)(D)) is amended by 
striking ‘‘, by 18 months’’ and all that follows through the semicolon 
at the end of the subparagraph and inserting ‘‘and making publicly 
available on the Internet website established under paragraph (1) 
best practices for drug safety surveillance activities for drugs 
approved under this section or section 351 of the Public Health 
Service Act;’’. 
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(c) RISK EVALUATION AND MITIGATION STRATEGIES.—Section 
505–1(f)(5) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
355–1(f)(5)) is amended— 


(1) in the matter preceding subparagraph (A), by inserting 
‘‘or other advisory committee’’ after ‘‘(or successor committee)’’; 
and 


(2) in subparagraph (B), by striking ‘‘at least annually,’’ 
and inserting ‘‘periodically’’. 


SEC. 3076. REAGAN-UDALL FOUNDATION FOR THE FOOD AND DRUG 
ADMINISTRATION. 


(a) BOARD OF DIRECTORS.— 
(1) COMPOSITION AND SIZE.—Section 770(d)(1)(C) of the Fed-


eral Food, Drug, and Cosmetic Act (21 U.S.C. 379dd(d)(1)(C)) 
is amended— 


(A) by redesignating clause (ii) as clause (iii); 
(B) by inserting after clause (i) the following: 


‘‘(ii) ADDITIONAL MEMBERS.—The Board, through 
amendments to the bylaws of the Foundation, may 
provide that the number of voting members of the 
Board shall be a number (to be specified in such 
amendment) greater than 14. Any Board positions that 
are established by any such amendment shall be 
appointed (by majority vote) by the individuals who, 
as of the date of such amendment, are voting members 
of the Board and persons so appointed may represent 
any of the categories specified in subclauses (I) through 
(V) of clause (i), so long as no more than 30 percent 
of the total voting members of the Board (including 
members whose positions are established by such 
amendment) are representatives of the general 
pharmaceutical, device, food, cosmetic, and bio-
technology industries.’’; and 
(C) in clause (iii)(I), as redesignated by subparagraph 


(A), by striking ‘‘The ex officio members shall ensure’’ and 
inserting ‘‘The ex officio members, acting pursuant to clause 
(i), and the Board, acting pursuant to clause (ii), shall 
ensure’’. 
(2) FEDERAL EMPLOYEES ALLOWED TO SERVE ON BOARD.— 


Clause (iii)(II) of section 770(d)(1)(C) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 379dd(d)(1)(C)), as redesignated 
by paragraph (1)(A), is amended by adding at the end the 
following: ‘‘For purposes of this section, the term ‘employee 
of the Federal Government’ does not include a special Govern-
ment employee, as that term is defined in section 202(a) of 
title 18, United States Code.’’. 


(3) STAGGERED TERMS.—Subparagraph (A) of section 
770(d)(3) of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 379dd(d)(3)) is amended to read as follows: 


‘‘(A) TERM.—The term of office of each member of the 
Board appointed under paragraph (1)(C)(i), and the term 
of office of any member of the Board whose position is 
established pursuant to paragraph (1)(C)(ii), shall be 4 
years, except that— 


‘‘(i) the terms of offices for the members of the 
Board initially appointed under paragraph (1)(C)(i) 
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shall expire on a staggered basis as determined by 
the ex officio members; and 


‘‘(ii) the terms of office for the persons initially 
appointed to positions established pursuant to para-
graph (1)(C)(ii) may be made to expire on a staggered 
basis, as determined by the individuals who, as of 
the date of the amendment establishing such positions, 
are members of the Board.’’. 


(b) EXECUTIVE DIRECTOR COMPENSATION.—Section 770(g)(2) of 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379dd(g)(2)) 
is amended by striking ‘‘but shall not be greater than the compensa-
tion of the Commissioner’’. 


(c) SEPARATION OF FUNDS.—Section 770(m) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 379dd(m)) is amended by striking 
‘‘are held in separate accounts from funds received from entities 
under subsection (i)’’ and inserting ‘‘are managed as individual 
programmatic funds under subsection (i), according to best 
accounting practices’’. 


Subtitle H—Medical Countermeasures 
Innovation 


SEC. 3081. MEDICAL COUNTERMEASURE GUIDELINES. 


Section 319F–2 of the Public Health Service Act (42 U.S.C. 
247d–6b) is amended— 


(1) in subsection (a), by adding at the end the following: 
‘‘(3) UTILIZATION GUIDELINES.—The Secretary shall ensure 


timely and accurate recommended utilization guidelines for 
qualified countermeasures (as defined in section 319F–1), quali-
fied pandemic and epidemic products (as defined in section 
319F–3), and security countermeasures (as defined in sub-
section (c)), including for such products in the stockpile.’’; and 


(2) in subsection (g)— 
(A) by amending paragraph (4) to read as follows: 


‘‘(4) REPORT ON SECURITY COUNTERMEASURE PROCURE-
MENT.—Not later than March 1 of each year in which the 
Secretary determines that the amount of funds available for 
procurement of security countermeasures is less than 
$1,500,000,000, the Secretary shall submit to the Committee 
on Appropriations and the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Appro-
priations and the Committee on Energy and Commerce of the 
House of Representatives a report detailing the amount of 
such funds available for procurement and the impact such 
amount of funding will have— 


‘‘(A) in meeting the security countermeasure needs 
identified under this section; and 


‘‘(B) on the annual Public Health Emergency Medical 
Countermeasures Enterprise and Strategy Implementation 
Plan (pursuant to section 2811(d)).’’. 


SEC. 3082. CLARIFYING BARDA CONTRACTING AUTHORITY. 


(a) IN GENERAL.—Section 319F–2(g) of the Public Health 
Service Act (42 U.S.C. 247d–6b(g)) is amended by adding at the 
end the following: 
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‘‘(5) CLARIFICATION ON CONTRACTING AUTHORITY.—The Sec-
retary, acting through the Director of the Biomedical Advanced 
Research and Development Authority, shall carry out the pro-
grams funded by the special reserve fund (for the procurement 
of security countermeasures under subsection (c) and for car-
rying out section 319L), including the execution of procurement 
contracts, grants, and cooperative agreements pursuant to this 
section and section 319L.’’. 
(b) BARDA CONTRACTING AUTHORITY.—Section 319L(c)(3) of 


the Public Health Service Act (42 U.S.C. 247d–7c) is amended 
by inserting ‘‘, including the execution of procurement contracts, 
grants, and cooperative agreements pursuant to this section’’ before 
the period. 
SEC. 3083. COUNTERMEASURE BUDGET PLAN. 


Section 2811(b)(7) of the Public Health Service Act (42 U.S.C. 
300hh–10(b)(7)) is amended— 


(1) in the matter preceding subparagraph (A), by striking 
the first sentence and inserting ‘‘Develop, and update not later 
than March 1 of each year, a coordinated 5-year budget plan 
based on the medical countermeasure priorities described in 
subsection (d), including with respect to chemical, biological, 
radiological, and nuclear agent or agents that may present 
a threat to the Nation, including such agents that are novel 
or emerging infectious diseases, and the corresponding efforts 
to develop qualified countermeasures (as defined in section 
319F–1), security countermeasures (as defined in section 319F– 
2), and qualified pandemic or epidemic products (as defined 
in section 319F–3) for each such threat.’’; 


(2) in subparagraph (C), by striking ‘‘; and’’ and inserting 
a semicolon; 


(3) in subparagraph (D), by striking ‘‘to the appropriate 
committees of Congress upon request.’’ and inserting ‘‘, not 
later than March 15 of each year, to the Committee on Appro-
priations and the Committee on Health, Education, Labor, and 
Pensions of the Senate and the Committee on Appropriations 
and the Committee on Energy and Commerce of the House 
of Representatives; and’’; and 


(4) by adding at the end the following: 
‘‘(E) not later than March 15 of each year, be made 


publicly available in a manner that does not compromise 
national security.’’. 


SEC. 3084. MEDICAL COUNTERMEASURES INNOVATION. 


Section 319L(c)(4) of the Public Health Service Act (42 U.S.C. 
247d–7e(c)(4)) is amended by adding at the end the following: 


‘‘(E) MEDICAL COUNTERMEASURES INNOVATION 
PARTNER.— 


‘‘(i) IN GENERAL.—To support the purposes 
described in paragraph (2), the Secretary, acting 
through the Director of BARDA, may enter into an 
agreement (including through the use of grants, con-
tracts, cooperative agreements, or other transactions 
as described in paragraph (5)) with an independent, 
nonprofit entity to— 


‘‘(I) foster and accelerate the development and 
innovation of medical countermeasures and tech-
nologies that may assist advanced research and 
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the development of qualified countermeasures and 
qualified pandemic or epidemic products, including 
through the use of strategic venture capital prac-
tices and methods; 


‘‘(II) promote the development of new and 
promising technologies that address urgent med-
ical countermeasure needs, as identified by the 
Secretary; 


‘‘(III) address unmet public health needs that 
are directly related to medical countermeasure 
requirements, such as novel antimicrobials for 
multidrug resistant organisms and multiuse plat-
form technologies for diagnostics, prophylaxis, vac-
cines, and therapeutics; and 


‘‘(IV) provide expert consultation and advice 
to foster viable medical countermeasure 
innovators, including helping qualified counter-
measure innovators navigate unique industry chal-
lenges with respect to developing chemical, 
biological, radiological, and nuclear counter-
measure products. 
‘‘(ii) ELIGIBILITY.— 


‘‘(I) IN GENERAL.—To be eligible to enter into 
an agreement under clause (i) an entity shall— 


‘‘(aa) be an independent, nonprofit entity; 
‘‘(bb) have a demonstrated record of being 


able to create linkages between innovators and 
investors and leverage such partnerships and 
resources for the purpose of addressing identi-
fied strategic needs of the Federal Govern-
ment; 


‘‘(cc) have experience in promoting novel 
technology innovation; 


‘‘(dd) be problem-driven and solution- 
focused based on the needs, requirements, and 
problems identified by the Secretary under 
clause (iv); 


‘‘(ee) demonstrate the ability, or the poten-
tial ability, to promote the development of 
medical countermeasure products; 


‘‘(ff) demonstrate expertise, or the capacity 
to develop or acquire expertise, related to tech-
nical and regulatory considerations with 
respect to medical countermeasures; and 


‘‘(gg) not be within the Department of 
Health and Human Services. 
‘‘(II) PARTNERING EXPERIENCE.—In selecting 


an entity with which to enter into an agreement 
under clause (i), the Secretary shall place a high 
value on the demonstrated experience of the entity 
in partnering with the Federal Government to 
meet identified strategic needs. 
‘‘(iii) NOT AGENCY.—An entity that enters into an 


agreement under clause (i) shall not be deemed to 
be a Federal agency for any purpose, including for 
any purpose under title 5, United States Code. 
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‘‘(iv) DIRECTION.—Pursuant to an agreement 
entered into under this subparagraph, the Secretary, 
acting through the Director of BARDA, shall provide 
direction to the entity that enters into an agreement 
under clause (i). As part of this agreement the Director 
of BARDA shall— 


‘‘(I) communicate the medical countermeasure 
needs, requirements, and problems to be addressed 
by the entity under the agreement; 


‘‘(II) develop a description of work to be per-
formed by the entity under the agreement; 


‘‘(III) provide technical feedback and appro-
priate oversight over work carried out by the entity 
under the agreement, including subsequent 
development and partnerships consistent with the 
needs and requirements set forth in this subpara-
graph; 


‘‘(IV) ensure fair consideration of products 
developed under the agreement in order to main-
tain competition to the maximum practical extent, 
as applicable and appropriate under applicable 
provisions of this section; and 


‘‘(V) ensure, as a condition of the agreement 
that the entity— 


‘‘(aa) has in place a comprehensive set 
of policies that demonstrate a commitment to 
transparency and accountability; 


‘‘(bb) protects against conflicts of interest 
through a comprehensive set of policies that 
address potential conflicts of interest, ethics, 
disclosure, and reporting requirements; 


‘‘(cc) provides monthly accounting on the 
use of funds provided under such agreement; 
and 


‘‘(dd) provides on a quarterly basis, reports 
regarding the progress made toward meeting 
the identified needs set forth in the agreement. 


‘‘(v) SUPPLEMENT NOT SUPPLANT.—Activities car-
ried out under this subparagraph shall supplement, 
and not supplant, other activities carried out under 
this section. 


‘‘(vi) NO ESTABLISHMENT OF ENTITY.—To prevent 
unnecessary duplication and target resources effec-
tively, nothing in this subparagraph shall be construed 
to authorize the Secretary to establish within the 
Department of Health and Human Services an entity 
for the purposes of carrying out this subparagraph. 


‘‘(vii) TRANSPARENCY AND OVERSIGHT.—Upon 
request, the Secretary shall provide to Congress the 
information provided to the Secretary under clause 
(iv)(V)(dd). 


‘‘(viii) INDEPENDENT EVALUATION.—Not later than 
4 years after the date of enactment of the 21st Century 
Cures Act, the Comptroller General of the United 
States shall conduct an independent evaluation, and 
submit to the Secretary and the appropriate commit-
tees of Congress a report, concerning the activities 
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conducted under this subparagraph. Such report shall 
include recommendations with respect to any agree-
ment or activities carried out pursuant to this subpara-
graph. 


‘‘(ix) SUNSET.—This subparagraph shall have no 
force or effect after September 30, 2022.’’. 


SEC. 3085. STREAMLINING PROJECT BIOSHIELD PROCUREMENT. 


Section 319F–2(c) of the Public Health Service Act (42 U.S.C. 
247d–6b(c)) is amended— 


(1) in paragraph (4)(A)(ii), by striking ‘‘make a rec-
ommendation under paragraph (6) that the special reserve fund 
as defined in subsection (h) be made available for the procure-
ment of such countermeasure’’ and inserting ‘‘and subject to 
the availability of appropriations, make available the special 
reserve fund as defined in subsection (h) for procurement of 
such countermeasure, as applicable’’; 


(2) in paragraph (6)— 
(A) by striking subparagraphs (A), (B), and (E); 
(B) by redesignating subparagraphs (C) and (D) as 


subparagraphs (A) and (B), respectively; 
(C) by amending subparagraph (A), as so redesignated, 


to read as follows: 
‘‘(A) NOTICE TO APPROPRIATE CONGRESSIONAL COMMIT-


TEES.—The Secretary shall notify the Committee on Appro-
priations and the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Appro-
priations and the Committee on Energy and Commerce 
of the House of Representatives of each decision to make 
available the special reserve fund as defined in subsection 
(h) for procurement of a security countermeasure, 
including, where available, the number of, the nature of, 
and other information concerning potential suppliers of 
such countermeasure, and whether other potential sup-
pliers of the same or similar countermeasures were consid-
ered and rejected for procurement under this section and 
the reasons for each such rejection.’’; and 


(D) in the heading, by striking ‘‘RECOMMENDATION FOR 
PRESIDENT’S APPROVAL’’ and inserting ‘‘RECOMMENDATIONS 
FOR PROCUREMENT’’; and 
(3) in paragraph (7)— 


(A) by striking subparagraphs (A) and (B) and inserting 
the following: 


‘‘(A) PAYMENTS FROM SPECIAL RESERVE FUND.—The spe-
cial reserve fund as defined in subsection (h) shall be 
available for payments made by the Secretary to a vendor 
for procurement of a security countermeasure in accordance 
with the provisions of this paragraph.’’; and 


(B) by redesignating subparagraph (C) as subpara-
graph (B). 


SEC. 3086. ENCOURAGING TREATMENTS FOR AGENTS THAT PRESENT 
A NATIONAL SECURITY THREAT. 


Subchapter E of chapter V of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360bbb et seq.) is amended by inserting 
after section 565 the following: 
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‘‘SEC. 565A. PRIORITY REVIEW TO ENCOURAGE TREATMENTS FOR 
AGENTS THAT PRESENT NATIONAL SECURITY THREATS. 


‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) HUMAN DRUG APPLICATION.—The term ‘human drug 


application’ has the meaning given such term in section 735(1). 
‘‘(2) PRIORITY REVIEW.—The term ‘priority review’, with 


respect to a human drug application, means review and action 
by the Secretary on such application not later than 6 months 
after receipt by the Secretary of such application, as described 
in the Manual of Policies and Procedures in the Food and 
Drug Administration and goals identified in the letters 
described in section 101(b) of the Food and Drug Administration 
Safety and Innovation Act. 


‘‘(3) PRIORITY REVIEW VOUCHER.—The term ‘priority review 
voucher’ means a voucher issued by the Secretary to the sponsor 
of a material threat medical countermeasure application that 
entitles the holder of such voucher to priority review of a 
single human drug application submitted under section 
505(b)(1) or section 351(a) of the Public Health Service Act 
after the date of approval of the material threat medical 
countermeasure application. 


‘‘(4) MATERIAL THREAT MEDICAL COUNTERMEASURE APPLICA-
TION.—The term ‘material threat medical countermeasure 
application’ means an application that— 


‘‘(A) is a human drug application for a drug intended 
for use— 


‘‘(i) to prevent, or treat harm from a biological, 
chemical, radiological, or nuclear agent identified as 
a material threat under section 319F–2(c)(2)(A)(ii) of 
the Public Health Service Act; or 


‘‘(ii) to mitigate, prevent, or treat harm from a 
condition that may result in adverse health con-
sequences or death and may be caused by admin-
istering a drug, or biological product against such 
agent; and 
‘‘(B) the Secretary determines eligible for priority 


review; 
‘‘(C) is approved after the date of enactment of the 


21st Century Cures Act; and 
‘‘(D) is for a human drug, no active ingredient 


(including any ester or salt of the active ingredient) of 
which has been approved in any other application under 
section 505(b)(1) or section 351(a) of the Public Health 
Service Act. 


‘‘(b) PRIORITY REVIEW VOUCHER.— 
‘‘(1) IN GENERAL.—The Secretary shall award a priority 


review voucher to the sponsor of a material threat medical 
countermeasure application upon approval by the Secretary 
of such material threat medical countermeasure application. 


‘‘(2) TRANSFERABILITY.—The sponsor of a material threat 
medical countermeasure application that receives a priority 
review voucher under this section may transfer (including by 
sale) the entitlement to such voucher to a sponsor of a human 
drug for which an application under section 505(b)(1) or section 
351(a) of the Public Health Service Act will be submitted after 
the date of the approval of the material threat medical counter-
measure application. There is no limit on the number of times 


21 USC 
360bbb–4a. 
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a priority review voucher may be transferred before such 
voucher is used. 


‘‘(3) NOTIFICATION.— 
‘‘(A) IN GENERAL.—The sponsor of a human drug 


application shall notify the Secretary not later than 90 
calendar days prior to submission of the human drug 
application that is the subject of a priority review voucher 
of an intent to submit the human drug application, 
including the date on which the sponsor intends to submit 
the application. Such notification shall be a legally binding 
commitment to pay for the user fee to be assessed in 
accordance with this section. 


‘‘(B) TRANSFER AFTER NOTICE.—The sponsor of a human 
drug application that provides notification of the intent 
of such sponsor to use the voucher for the human drug 
application under subparagraph (A) may transfer the 
voucher after such notification is provided, if such sponsor 
has not yet submitted the human drug application 
described in the notification. 


‘‘(c) PRIORITY REVIEW USER FEE.— 
‘‘(1) IN GENERAL.—The Secretary shall establish a user 


fee program under which a sponsor of a human drug application 
that is the subject of a priority review voucher shall pay to 
the Secretary a fee determined under paragraph (2). Such fee 
shall be in addition to any fee required to be submitted by 
the sponsor under chapter VII. 


‘‘(2) FEE AMOUNT.—The amount of the priority review user 
fee shall be determined each fiscal year by the Secretary and 
based on the average cost incurred by the agency in the review 
of a human drug application subject to priority review in the 
previous fiscal year. 


‘‘(3) ANNUAL FEE SETTING.—The Secretary shall establish, 
before the beginning of each fiscal year beginning after Sep-
tember 30, 2016, for that fiscal year, the amount of the priority 
review user fee. 


‘‘(4) PAYMENT.— 
‘‘(A) IN GENERAL.—The priority review user fee 


required by this subsection shall be due upon the submis-
sion of a human drug application under section 505(b)(1) 
or section 351(a) of the Public Health Service Act for which 
the priority review voucher is used. 


‘‘(B) COMPLETE APPLICATION.—An application described 
under subparagraph (A) for which the sponsor requests 
the use of a priority review voucher shall be considered 
incomplete if the fee required by this subsection and all 
other applicable user fees are not paid in accordance with 
the Secretary’s procedures for paying such fees. 


‘‘(C) NO WAIVERS, EXEMPTIONS, REDUCTIONS, OR 
REFUNDS.—The Secretary may not grant a waiver, exemp-
tion, reduction, or refund of any fees due and payable 
under this section. 
‘‘(5) OFFSETTING COLLECTIONS.—Fees collected pursuant to 


this subsection for any fiscal year— 
‘‘(A) shall be deposited and credited as offsetting collec-


tions to the account providing appropriations to the Food 
and Drug Administration; and 
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‘‘(6) shall not be collected for any fiscal year except to 
the extent provided in advance in appropriation Acts. 
‘‘(d) NOTICE OF ISSUANCE OF VOUCHER AND APPROVAL OF PROD-


UCTS UNDER VOUCHER.—The Secretary shall publish a notice in 
the Federal Register and on the Internet website of the Food and 
Drug Administration not later than 30 calendar days after the 
occurrence of each of the following: 


‘‘(1) The Secretary issues a priority review voucher under 
this section. 


‘‘(2) The Secretary approves a drug pursuant to an applica-
tion submitted under section 505(b) of this Act or section 351(a) 
of the Public Health Service Act for which the sponsor of 
the application used a priority review voucher issued under 
this section. 
‘‘(e) ELIGIBILITY FOR OTHER PROGRAMS.—Nothing in this section 


precludes a sponsor who seeks a priority review voucher under 
this section from participating in any other incentive program, 
including under this Act, except that no sponsor of a material 
threat medical countermeasure application may receive more than 
one priority review voucher issued under any section of this Act 
with respect to such drug. 


‘‘(f) RELATION TO OTHER PROVISIONS.—The provisions of this 
section shall supplement, not supplant, any other provisions of 
this Act or the Public Health Service Act that encourage the 
development of medical countermeasures. 


‘‘(g) SUNSET.—The Secretary may not award any priority review 
vouchers under subsection (b) after October 1, 2023.’’. 


SEC. 3087. PAPERWORK REDUCTION ACT WAIVER DURING A PUBLIC 
HEALTH EMERGENCY. 


Section 319 of the Public Health Service Act (42 U.S.C. 247d) 
is amended by adding at the end the following: 


‘‘(f) DETERMINATION WITH RESPECT TO PAPERWORK REDUCTION 
ACT WAIVER DURING A PUBLIC HEALTH EMERGENCY.— 


‘‘(1) DETERMINATION.—If the Secretary determines, after 
consultation with such public health officials as may be nec-
essary, that— 


‘‘(A)(i) the criteria set forth for a public health emer-
gency under paragraph (1) or (2) of subsection (a) has 
been met; or 


‘‘(ii) a disease or disorder, including a novel and 
emerging public health threat, is significantly likely to 
become a public health emergency; and 


‘‘(B) the circumstances of such public health emergency, 
or potential for such significantly likely public health emer-
gency, including the specific preparation for and response 
to such public health emergency or threat, necessitate a 
waiver from the requirements of subchapter I of chapter 
35 of title 44, United States Code (commonly referred to 
as the Paperwork Reduction Act), 


then the requirements of such subchapter I with respect to 
voluntary collection of information shall not be applicable 
during the immediate investigation of, and response to, such 
public health emergency during the period of such public health 
emergency or the period of time necessary to determine if 
a disease or disorder, including a novel and emerging public 
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health threat, will become a public health emergency as pro-
vided for in this paragraph. The requirements of such sub-
chapter I with respect to voluntary collection of information 
shall not be applicable during the immediate postresponse 
review regarding such public health emergency if such imme-
diate postresponse review does not exceed a reasonable length 
of time. 


‘‘(2) TRANSPARENCY.—If the Secretary determines that a 
waiver is necessary under paragraph (1), the Secretary shall 
promptly post on the Internet website of the Department of 
Health and Human Services a brief justification for such waiver, 
the anticipated period of time such waiver will be in effect, 
and the agencies and offices within the Department of Health 
and Human Services to which such waiver shall apply, and 
update such information posted on the Internet website of 
the Department of Health and Human Services, as applicable. 


‘‘(3) EFFECTIVENESS OF WAIVER.—Any waiver under this 
subsection shall take effect on the date on which the Secretary 
posts information on the Internet website as provided for in 
this subsection. 


‘‘(4) TERMINATION OF WAIVER.—Upon determining that the 
circumstances necessitating a waiver under paragraph (1) no 
longer exist, the Secretary shall promptly update the Internet 
website of the Department of Health and Human Services 
to reflect the termination of such waiver. 


‘‘(5) LIMITATIONS.— 
‘‘(A) PERIOD OF WAIVER.—The period of a waiver under 


paragraph (1) shall not exceed the period of time for the 
related public health emergency, including a public health 
emergency declared pursuant to subsection (a), and any 
immediate postresponse review regarding the public health 
emergency consistent with the requirements of this sub-
section. 


‘‘(B) SUBSEQUENT COMPLIANCE.—An initiative subject 
to a waiver under paragraph (1) that is ongoing after 
the date on which the waiver expires, shall be subject 
to the requirements of subchapter I of chapter 35 of title 
44, United States Code, and the Secretary shall ensure 
that compliance with such requirements occurs in as timely 
a manner as possible based on the applicable cir-
cumstances, but not to exceed 30 calendar days after the 
expiration of the applicable waiver.’’. 


SEC. 3088. CLARIFYING FOOD AND DRUG ADMINISTRATION EMER-
GENCY USE AUTHORIZATION. 


(a) AUTHORIZATION FOR MEDICAL PRODUCTS FOR USE IN EMER-
GENCIES.—Section 564 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 360bbb–3) is amended— 


(1) in subsection (a)(2)— 
(A) in subparagraph (A)— 


(i) by striking ‘‘or 515’’ and inserting ‘‘512, or 515’’; 
and 


(ii) by inserting ‘‘or conditionally approved under 
section 571 of this Act’’ after ‘‘Public Health Service 
Act’’; and 


VerDate Sep 11 2014 12:41 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00116 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1149 PUBLIC LAW 114–255—DEC. 13, 2016 


(B) in subparagraph (B), by inserting ‘‘conditionally 
approved under section 571,’’ after ‘‘approved,’’ each place 
the term appears; 
(2) in subsection (b)(4), by striking the second comma after 


‘‘determination’’; 
(3) in subsection (e)(3)(B), by striking ‘‘section 503(b)’’ and 


inserting ‘‘subsection (b) or (f) of section 503 or under section 
504’’; 


(4) in subsection (f)(2)— 
(A) by inserting ‘‘, or an animal to which,’’ after ‘‘to 


a patient to whom’’; and 
(B) by inserting ‘‘or by the veterinarian caring for 


such animal, as applicable’’ after ‘‘attending physician’’; 
(5) in subsection (g)(1), by inserting ‘‘conditional approval 


under section 571,’’ after ‘‘approval,’’; 
(6) in subsection (h)(1), by striking ‘‘or section 520(g)’’and 


inserting ‘‘512(j), or 520(g)’’; and 
(7) in subsection (k), by striking ‘‘section 520(g),’’and 


inserting ‘‘512(j), or 520(g)’’. 
(b) NEW ANIMAL DRUGS.—Section 512(a)(1) of the Federal Food, 


Drug, and Cosmetic Act (21 U.S.C. 360b(a)(1)) is amended— 
(1) in subparagraph (B), by striking ‘‘or’’ at the end; 
(2) in subparagraph (C), by striking the period and 


inserting ‘‘; or’’; and 
(3) by inserting after subparagraph (C) the following: 
‘‘(D) there is in effect an authorization pursuant to section 


564 with respect to such use or intended use of such drug, 
and such drug, its labeling, and such use conform to any 
conditions of such authorization.’’. 
(c) EMERGENCY USE OF MEDICAL PRODUCTS.—Section 564A of 


the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb– 
3a) is amended— 


(1) in subsection (a)(1)(A), by inserting ‘‘, conditionally 
approved under section 571,’’ after ‘‘chapter’’; and 


(2) in subsection (d), by striking ‘‘sections 503(b) and 520(e)’’ 
and inserting ‘‘subsections (b) and (f) of section 503, section 
504, and section 520(e)’’. 
(d) PRODUCTS HELD FOR EMERGENCY USE.—Section 564B(2) 


of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb– 
3b(2)) is amended— 


(1) in subparagraph (A)— 
(A) by inserting ‘‘or conditionally approved under sec-


tion 571 of this Act’’ after ‘‘Public Health Service Act’’; 
and 


(B) by striking ‘‘or 515’’ and inserting ‘‘512, or 515’’; 
and 
(2) in subparagraph (B), by striking ‘‘or 520’’ and inserting 


‘‘512, or 520’’. 


Subtitle I—Vaccine Access, Certainty, and 
Innovation 


SEC. 3091. PREDICTABLE REVIEW TIMELINES OF VACCINES BY THE 
ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES. 


(a) CONSIDERATION OF NEW VACCINES.—Upon the licensure 
of any vaccine or any new indication for a vaccine, the Advisory 


21 USC 
360bbb–4 note. 
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Committee on Immunization Practices (in this section referred to 
as the ‘‘Advisory Committee’’) shall, as appropriate, consider the 
use of the vaccine at its next regularly scheduled meeting. 


(b) ADDITIONAL INFORMATION.—If the Advisory Committee does 
not make a recommendation with respect to the use of a vaccine 
at the Advisory Committee’s first regularly scheduled meeting after 
the licensure of the vaccine or any new indication for the vaccine, 
the Advisory Committee shall provide an update on the status 
of such committee’s review. 


(c) CONSIDERATION FOR BREAKTHROUGH THERAPIES AND FOR 
POTENTIAL USE DURING PUBLIC HEALTH EMERGENCY.—The 
Advisory Committee shall make recommendations with respect to 
the use of certain vaccines in a timely manner, as appropriate, 
including vaccines that— 


(1) are designated as a breakthrough therapy under section 
506 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
356) and licensed under section 351 of the Public Health Service 
Act (42 U.S.C. 262); or 


(2) could be used in a public health emergency. 
(d) DEFINITION.—In this section, the terms ‘‘Advisory Com-


mittee on Immunization Practices’’ and ‘‘Advisory Committee’’ mean 
the Advisory Committee on Immunization Practices established by 
the Secretary pursuant to section 222 of the Public Health Service 
Act (42 U.S.C. 217a), acting through the Director of the Centers 
for Disease Control and Prevention.’’. 


SEC. 3092. REVIEW OF PROCESSES AND CONSISTENCY OF ADVISORY 
COMMITTEE ON IMMUNIZATION PRACTICES REC-
OMMENDATIONS. 


(a) REVIEW.—The Director of the Centers for Disease Control 
and Prevention shall conduct a review of the processes used by 
the Advisory Committee on Immunization Practices in formulating 
and issuing recommendations pertaining to vaccines, including with 
respect to consistency. 


(b) CONSIDERATIONS.—The review under subsection (a) shall 
include an assessment of— 


(1) the criteria used to evaluate new and existing vaccines, 
including the identification of any areas for which flexibility 
in evaluating such criteria is necessary and the reason for 
such flexibility; 


(2) the Grading of Recommendations, Assessment, Develop-
ment, and Evaluation (GRADE) approach to the review and 
analysis of scientific and economic data, including the scientific 
basis for such approach; and 


(3) the extent to which the processes used by the work 
groups of the Advisory Committee on Immunization Practices 
are consistent among such groups, including the identification 
of reasons for any variation. 
(c) STAKEHOLDERS.—In carrying out the review under sub-


section (a), the Director of the Centers for Disease Control and 
Prevention shall solicit input from vaccine stakeholders. 


(d) REPORT.—Not later than 18 months after the date of enact-
ment of this Act, the Director of the Centers for Disease Control 
and Prevention shall submit to the appropriate committees of the 
Congress, and make publicly available, a report on the results 
of the review under subsection (a), including any recommendations 
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on improving the consistency of the processes described in such 
subsection. 


(e) DEFINITION.—In this section, the term ‘‘Advisory Committee 
on Immunization Practices’’ means the Advisory Committee on 
Immunization Practices established by the Secretary of Health and 
Human Services pursuant to section 222 of the Public Health 
Service Act (42 U.S.C. 217a), acting through the Director of the 
Centers for Disease Control and Prevention. 


SEC. 3093. ENCOURAGING VACCINE INNOVATION. 


(a) VACCINE MEETINGS.—The Director of the Centers for Dis-
ease Control and Prevention shall ensure that appropriate staff 
within the relevant centers and divisions of the Office of Infectious 
Diseases, and others, as appropriate, coordinate with respect to 
the public health needs, epidemiology, and program planning and 
implementation considerations related to immunization, including 
with regard to meetings with stakeholders related to such topics. 


(b) REPORT ON VACCINE INNOVATION.— 
(1) IN GENERAL.—Not later than 1 year after the date 


of enactment of this Act, the Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’), in 
collaboration with appropriate agencies or offices within the 
Department of Health and Human Services, including the 
National Institutes of Health, the Centers for Disease Control 
and Prevention, the Food and Drug Administration, and the 
Biomedical Advanced Research and Development Authority, 
shall submit to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives, and post pub-
licly on the Internet website of the Department of Health 
and Human Services, a report on ways to promote innovation 
in the development of vaccines that minimize the burden of 
infectious disease. 


(2) CONTENTS.—The report described in paragraph (1) shall 
review the current status of vaccine development and, as appro-
priate— 


(A) consider the optimal process to determine which 
vaccines would be beneficial to public health and how 
information on such vaccines is disseminated to key stake-
holders; 


(B) examine and identify whether obstacles exist that 
inhibit the development of beneficial vaccines; and 


(C) make recommendations about how best to remove 
any obstacles identified under subparagraph (B) in order 
to promote and incentivize vaccine innovation and develop-
ment. 
(3) CONSULTATION.—In preparing the report under this 


subsection, the Secretary may consult with— 
(A) representatives of relevant Federal agencies and 


departments, including the Department of Defense and 
the Department of Veterans Affairs; 


(B) academic researchers; 
(C) developers and manufacturers of vaccines; 
(D) medical and public health practitioners; 
(E) representatives of patient, policy, and advocacy 


organizations; and 


42 USC 300aa–2 
note. 
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(F) representatives of other entities, as the Secretary 
determines appropriate. 


(c) UPDATES RELATED TO MATERNAL IMMUNIZATION.— 
(1) ADDITIONAL VACCINES.—Section 2114(e) of the Public 


Health Service Act (42 U.S.C. 300aa–14(e)) is amended by 
adding at the end the following: 


‘‘(3) VACCINES RECOMMENDED FOR USE IN PREGNANT 
WOMEN.—The Secretary shall revise the Vaccine Injury Table 
included in subsection (a), through the process described in 
subsection (c), to include vaccines recommended by the Centers 
for Disease Control and Prevention for routine administration 
in pregnant women and the information described in subpara-
graphs (B) and (C) of paragraph (2) with respect to such vac-
cines.’’. 


(2) PETITION CONTENT.—Section 2111 of the Public Health 
Service Act (42 U.S.C. 300aa–11) is amended by adding at 
the end the following: 
‘‘(f) MATERNAL IMMUNIZATION.— 


‘‘(1) IN GENERAL.—Notwithstanding any other provision of 
law, for purposes of this subtitle, both a woman who received 
a covered vaccine while pregnant and any child who was in 
utero at the time such woman received the vaccine shall be 
considered persons to whom the covered vaccine was adminis-
tered and persons who received the covered vaccine. 


‘‘(2) DEFINITION.—As used in this subsection, the term 
‘child’ shall have the meaning given that term by subsections 
(a) and (b) of section 8 of title 1, United States Code, except 
that, for purposes of this subsection, such section 8 shall be 
applied as if the term ‘include’ in subsection (a) of such section 
were replaced with the term ‘mean’.’’. 


(3) PETITIONERS.—Section 2111(b)(2) of the Public Health 
Service Act (42 U.S.C. 300aa–11(b)(2)) is amended by adding 
‘‘A covered vaccine administered to a pregnant woman shall 
constitute more than one administration, one to the mother 
and one to each child (as such term is defined in subsection 
(f)(2)) who was in utero at the time such woman was adminis-
tered the vaccine.’’ at the end. 


Subtitle J—Technical Corrections 


SEC. 3101. TECHNICAL CORRECTIONS. 


(a) FFDCA.— 
(1) REFERENCES.—Except as otherwise expressly provided, 


whenever in this subsection an amendment is expressed in 
terms of an amendment to a section or other provision, the 
reference shall be considered to be made to that section or 
other provision of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 301 et seq.). 


(2) AMENDMENTS.— 
(A) PROHIBITED ACTS.—Section 301(r) (21 U.S.C. 331(r)) 


is amended by inserting ‘‘, drug,’’ after ‘‘device’’ each place 
the term appears. 


(B) NEW DRUGS.—Section 505 (21 U.S.C. 355) is 
amended— 
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(i) in subsection (d), in the last sentence, by 
striking ‘‘premarket approval’’ and inserting ‘‘mar-
keting approval’’; and 


(ii) in subsection (q)(5)(A), by striking ‘‘subsection 
(b)(2) or (j) of the Act or 351(k)’’ and inserting ‘‘sub-
section (b)(2) or (j) of this section or section 351(k)’’. 
(C) RISK EVALUATION AND MITIGATION STRATEGIES.— 


Section 505–1(h)(21 U.S.C. 355–1(h)) is amended— 
(i) in paragraph (2)(A)(iii)— 


(I) in the clause heading, by striking ‘‘LABEL’’ 
and inserting ‘‘LABELING’’; 


(II) by striking ‘‘label’’ each place the term 
appears and inserting ‘‘labeling’’; and 


(III) by striking ‘‘sponsor’’ and inserting 
‘‘responsible person’’; and 
(ii) in paragraph (8), by striking ‘‘and (7).’’ and 


inserting ‘‘and (7)’’. 
(D) PEDIATRIC STUDY PLANS.—Section 505B (21 U.S.C. 


355c) is amended— 
(i) in subsection (e)— 


(I) in paragraph (2)— 
(aa) in subparagraph (A), by inserting 


‘‘study’’ after ‘‘initial pediatric’’ each place the 
term appears; and 


(bb) in subparagraph (B), in the subpara-
graph heading, by striking ‘‘INITIAL PLAN’’ and 
inserting ‘‘INITIAL PEDIATRIC STUDY PLAN’’; 
(II) in paragraph (5), in the paragraph 


heading, by inserting ‘‘AGREED INITIAL PEDIATRIC 
STUDY’’ before ‘‘PLAN’’; and 


(III) in paragraph (6), by striking ‘‘agreed ini-
tial pediatric plan’’ and inserting ‘‘agreed initial 
pediatric study plan’’; and 
(ii) in subsection (f)(1), by inserting ‘‘and any 


significant amendments to such plans,’’ after ‘‘agreed 
initial pediatric study plans,’’. 
(E) DISCONTINUANCE OR INTERRUPTION IN THE PRODUC-


TION OF LIVE-SAVING DRUGS.—Section 506C (21 U.S.C. 356c) 
is amended— 


(i) in subsection (c), by striking ‘‘discontinuation’’ 
and inserting ‘‘discontinuance’’; and 


(ii) in subsection (g)(1), by striking ‘‘section 505(j) 
that could help’’ and inserting ‘‘section 505(j), that 
could help’’. 
(F) ANNUAL REPORTING ON DRUG SHORTAGES.—Section 


506C–1(a) (21 U.S.C. 331(a)) is amended, in the matter 
before paragraph (1)— 


(i) by striking ‘‘Not later than the end of calendar 
year 2013, and not later than the end of each calendar 
year thereafter,’’ and inserting ‘‘Not later than March 
31 of each calendar year,’’; and 


(ii) by inserting ‘‘, with respect to the preceding 
calendar year,’’ after ‘‘a report’’. 
(G) DRUG SHORTAGE LIST.—Section 506E(b)(3)(E) (21 


U.S.C. 356e(b)(3)(E)) is amended by striking ‘‘discontinu-
ation’’ and inserting ‘‘discontinuance’’. 
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(H) INSPECTIONS OF ESTABLISHMENTS.—Section 510(h) 
(21 U.S.C. 360(h)) is amended— 


(i) in paragraph (4), in the matter preceding 
subparagraph (A), by striking ‘‘establishing the risk- 
based scheduled’’ and inserting ‘‘establishing a risk- 
based schedule’’; and 


(ii) in paragraph (6)— 
(I) in subparagraph (A), by striking ‘‘fiscal’’ 


and inserting ‘‘calendar’’ each place the term 
appears; and 


(II) in subparagraph (B), by striking ‘‘an active 
ingredient of a drug, a finished drug product, or 
an excipient of a drug’’ and inserting ‘‘an active 
ingredient of a drug or a finished drug product’’. 


(I) CLASSIFICATION OF DEVICES INTENDED FOR HUMAN 
USE.—Section 513(f)(2)(A) (21 U.S.C. 360c(f)(2)(A)) is 
amended— 


(i) in clause (i), by striking ‘‘within 30 days’’; and 
(ii) in clause (iv), by striking ‘‘low-moderate’’ and 


inserting ‘‘low to moderate’’. 
(J) PREMARKET APPROVAL.—Section 515(a)(1) (21 


U.S.C. 360e(a)(1)) is amended by striking ‘‘subject to a 
an order’’ and inserting ‘‘subject to an order’’. 


(K) PROGRAM TO IMPROVE THE DEVICE RECALL 
SYSTEM.—Section 518A (21 U.S.C. 360h–1) is amended— 


(i) by striking subsection (c); and 
(ii) by redesignating subsection (d) as subsection 


(c). 
(L) UNIQUE DEVICE IDENTIFIER.—Section 519(f) (21 


U.S.C. 360i(f)) is amended by striking ‘‘and life sustaining’’ 
and inserting ‘‘or life sustaining’’. 


(M) PRIORITY REVIEW TO ENCOURAGE TREATMENTS FOR 
TROPICAL DISEASES.—Section 524(c)(4)(A) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 360n(c)(4)(A)) 
is amended by striking ‘‘Services Act’’ and inserting 
‘‘Service Act’’. 


(N) PRIORITY REVIEW FOR QUALIFIED INFECTIOUS DIS-
EASE PRODUCTS.—Section 524A (21 U.S.C. 360n–1) is 
amended— 


(i) by striking ‘‘If the Secretary’’ and inserting the 
following: 


‘‘(a) IN GENERAL.—If the Secretary’’; 
(ii) by striking ‘‘any’’ and inserting ‘‘the first’’; and 
(iii) by adding at the end the following: 


‘‘(b) CONSTRUCTION.—Nothing in this section shall prohibit the 
Secretary from giving priority review to a human drug application 
or efficacy supplement submitted for approval under section 505(b) 
that otherwise meets the criteria for the Secretary to grant priority 
review.’’. 


(O) CONSULTATION WITH EXTERNAL EXPERTS ON RARE 
DISEASES, TARGETED THERAPIES, AND GENETIC TARGETING 
OF TREATMENTS.—Section 569(a)(2)(A) (21 U.S.C. 360bbb– 
8(a)(2)(A)) is amended, in the first sentence, by striking 
‘‘subsection (c)’’ and inserting ‘‘subsection (b)’’. 


(P) OPTIMIZING GLOBAL CLINICAL TRIALS.—Section 
569A(c) (21 U.S.C. 360bbb–8a(c)) is amended by inserting 
‘‘or under the Public Health Service Act’’ after ‘‘this Act’’. 
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(Q) USE OF CLINICAL INVESTIGATION DATA FROM OUT-
SIDE THE UNITED STATES.—Section 569B (21 U.S.C. 360bbb– 
8b) is amended by striking ‘‘drug or device’’ and inserting 
‘‘drug, biological product, or device’’ each place the term 
appears. 


(R) MEDICAL GASES DEFINITIONS.—Section 575(1)(H) 
(21 U.S.C. 360ddd(1)(H)) is amended— 


(i) by inserting ‘‘for a new drug’’ after ‘‘any period 
of exclusivity’’; and 


(ii) by inserting ‘‘or any period of exclusivity for 
a new animal drug under section 512(c)(2)(F),’’ after 
‘‘section 505A,’’. 
(S) REGULATION OF MEDICAL GASES.—Section 576(a) 


(21 U.S.C. 360ddd–1(a)) is amended— 
(i) in the matter preceding subparagraph (A) of 


paragraph (1), by inserting ‘‘who seeks to initially intro-
duce or deliver for introduction a designated medical 
gas into interstate commerce’’ after ‘‘any person’’; and 


(ii) in paragraph (3)— 
(I) in subparagraph (A)— 


(aa) in clause (i)(VIII), by inserting ‘‘for 
a new drug’’ after ‘‘any period of exclusivity’’; 
and 


(bb) in clause (ii), in the matter preceding 
subclause (I), by inserting ‘‘the’’ before ‘‘final 
use’’; and 
(II) in subparagraph (B)— 


(aa) in clause (i), by inserting ‘‘for a new 
drug’’ after ‘‘any period of exclusivity’’; and 


(bb) in clause (ii), by inserting a comma 
after ‘‘drug product’’. 


(T) INAPPLICABILITY OF DRUG FEES TO DESIGNATED MED-
ICAL GASES.—Section 577 (21 U.S.C. 360ddd–2) is amended 
by inserting ‘‘or 740(a)’’ after ‘‘section 736(a)’’. 


(U) CONFLICTS OF INTEREST.—Section 712(e)(1)(B) (21 
U.S.C. 379d–1(e)(1)(B)) is amended by striking ‘‘services’’ 
and inserting ‘‘service’’. 


(V) AUTHORITY TO ASSESS AND USE BIOSIMILAR 
BIOLOGICAL PRODUCT FEES.—Section 744H(a) (21 U.S.C. 
379j–52(a)) is amended— 


(i) in paragraph (1)(A)(v), by striking ‘‘Biosimilars 
User Fee Act of 2012’’ and inserting ‘‘Biosimilar User 
Fee Act of 2012’’; and 


(ii) in paragraph (2)(B), by striking ‘‘Biosimilars 
User Fee Act of 2012’’ and inserting ‘‘Biosimilar User 
Fee Act of 2012’’. 
(W) REGISTRATION OF COMMERCIAL IMPORTERS.— 


(i) AMENDMENT.—Section 801(s)(2) (21 U.S.C. 
381(s)(2)) is amended by adding at the end the fol-
lowing: 
‘‘(D) EFFECTIVE DATE.—In establishing the effective 


date of the regulations under subparagraph (A), the Sec-
retary shall, in consultation with the Secretary of Home-
land Security acting through U.S. Customs and Border 
Protection, as determined appropriate by the Secretary of 
Health and Human Services, provide a reasonable period 
of time for an importer of a drug to comply with good 
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importer practices, taking into account differences among 
importers and types of imports, including based on the 
level of risk posed by the imported product.’’. 


(ii) CONFORMING AMENDMENT.—Section 714 of the 
Food and Drug Administration Safety and Innovation 
Act (Public Law 112–144; 126 Stat. 1074) is amended 
by striking subsection (d). 
(X) RECOGNITION OF FOREIGN GOVERNMENT INSPEC-


TIONS.—Section 809(a)(2) (21 U.S.C. 384e(a)(2)) is amended 
by striking ‘‘conduction’’ and inserting ‘‘conducting’’. 


(b) FDASIA.— 
(1) FINDINGS RELATING TO DRUG APPROVAL.—Section 


901(a)(1)(A) of the Food and Drug Administration Safety and 
Innovation Act (Public Law 112–144; 21 U.S.C. 356 note) is 
amended by striking ‘‘serious and life-threatening diseases’’ 
and inserting ‘‘serious or life-threatening diseases’’. 


(2) REPORTING OF INCLUSION OF DEMOGRAPHIC SUB-
GROUPS.—Section 907 of the Food and Drug Administration 
Safety and Innovation Act (Public Law 112–144; 126 Stat. 
1092, 1093) is amended— 


(A) in the section heading, by striking ‘‘BIOLOGICS’’ 
in the heading and inserting ‘‘BIOLOGICAL PRODUCTS’’; 
and 


(B) in subsection (a)(2)(B), by striking ‘‘applications 
for new drug applications’’ and inserting ‘‘new drug applica-
tions’’. 
(3) COMBATING PRESCRIPTION DRUG ABUSE.—Section 1122 


of the Food and Drug Administration Safety and Innovation 
Act (Public Law 112–144; 126 Stat. 1112, 1113) is amended— 


(A) in subsection (a)(2), by striking ‘‘dependance’’ and 
inserting ‘‘dependence’’; and 


(B) in subsection (c), by striking ‘‘promulgate’’ and 
inserting ‘‘issue’’. 


SEC. 3102. COMPLETED STUDIES. 


The Federal Food, Drug, and Cosmetic Act is amended— 
(1) in section 505(k)(5) (21 U.S.C. 355(k)(5))— 


(A) in subparagraph (A), by inserting ‘‘and’’ after the 
semicolon; 


(B) by striking subparagraph (B); and 
(C) by redesignating subparagraph (C) as subpara-


graph (B); 
(2) in section 505A (21 U.S.C. 355a), by striking subsection 


(p); 
(3) in section 505B (21 U.S.C. 355c)— 


(A) by striking subsection (l); and 
(B) by redesignating subsection (m) as subsection (l); 


and 
(4) in section 523 (21 U.S.C. 360m), by striking subsection 


(d). 
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TITLE IV—DELIVERY 


SEC. 4001. ASSISTING DOCTORS AND HOSPITALS IN IMPROVING 
QUALITY OF CARE FOR PATIENTS. 


(a) IN GENERAL.—The Health Information Technology for Eco-
nomic and Clinical Health Act (title XIII of division A of Public 
Law 111–5) is amended— 


(1) by adding at the end of part 1 of subtitle A the following: 
‘‘SEC. 13103. ASSISTING DOCTORS AND HOSPITALS IN IMPROVING 


QUALITY OF CARE FOR PATIENTS. 


‘‘(a) REDUCTION IN BURDENS GOAL.—The Secretary of Health 
and Human Services (referred to in this section as the ‘Secretary’), 
in consultation with providers of health services, health care sup-
pliers of services, health care payers, health professional societies, 
health information technology developers, health care quality 
organizations, health care accreditation organizations, public health 
entities, States, and other appropriate entities, shall, in accordance 
with subsection (b)— 


‘‘(1) establish a goal with respect to the reduction of regu-
latory or administrative burdens (such as documentation 
requirements) relating to the use of electronic health records; 


‘‘(2) develop a strategy for meeting the goal established 
under paragraph (1); and 


‘‘(3) develop recommendations for meeting the goal estab-
lished under paragraph (1). 
‘‘(b) STRATEGY AND RECOMMENDATIONS.— 


‘‘(1) IN GENERAL.—To achieve the goal established under 
subsection (a)(1), the Secretary, in consultation with the entities 
described in such subsection, shall, not later than 1 year after 
the date of enactment of the 21st Century Cures Act, develop 
a strategy and recommendations to meet the goal in accordance 
with this subsection. 


‘‘(2) STRATEGY.—The strategy developed under paragraph 
(1) shall address the regulatory and administrative burdens 
(such as documentation requirements) relating to the use of 
electronic health records. Such strategy shall include broad 
public comment and shall prioritize— 


‘‘(A)(i) incentives for meaningful use of certified EHR 
technology for eligible professionals and hospitals under 
sections 1848(a)(7) and 1886(b)(3)(B)(ix), respectively, of 
the Social Security Act (42 U.S.C. 1395w–4(a)(7), 
1395ww(b)(3)(B)(ix)); 


‘‘(ii) the program for making payments under section 
1903(a)(3)(F) of the Social Security Act (42 U.S.C. 
1396b(a)(3)(F)) to encourage the adoption and use of cer-
tified EHR technology by Medicaid providers; 


‘‘(iii) the Merit-based Incentive Payment System under 
section 1848(q) of the Social Security Act (42 U.S.C. 1395w– 
4(q)); 


‘‘(iv) alternative payment models (as defined in section 
1833(z)(3)(C) of the Social Security Act (42 U.S.C. 
1395l(z)(3)(C)); 


‘‘(v) the Hospital Value-Based Purchasing Program 
under section 1886(o) of the Social Security Act (42 U.S.C. 
1395ww(o)); and 


42 USC 300jj–11 
note. 
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‘‘(vi) other value-based payment programs, as the Sec-
retary determines appropriate; 


‘‘(B) health information technology certification; 
‘‘(C) standards and implementation specifications, as 


appropriate; 
‘‘(D) activities that provide individuals access to their 


electronic health information; 
‘‘(E) activities related to protecting the privacy of elec-


tronic health information; 
‘‘(F) activities related to protecting the security of elec-


tronic health information; 
‘‘(G) activities related to facilitating health and clinical 


research; 
‘‘(H) activities related to public health; 
‘‘(I) activities related to aligning and simplifying 


quality measures across Federal programs and other 
payers; 


‘‘(J) activities related to reporting clinical data for 
administrative purposes; and 


‘‘(K) other areas, as the Secretary determines appro-
priate. 
‘‘(3) RECOMMENDATIONS.—The recommendations developed 


under paragraph (1) shall address— 
‘‘(A) actions that improve the clinical documentation 


experience; 
‘‘(B) actions that improve patient care; 
‘‘(C) actions to be taken by the Secretary and by other 


entities; and 
‘‘(D) other areas, as the Secretary determines appro-


priate, to reduce the reporting burden required of health 
care providers. 
‘‘(4) FACA.—The Federal Advisory Committee Act (5 U.S.C. 


App.) shall not apply to the development of the goal, strategies, 
or recommendations described in this section. 
‘‘(c) APPLICATION OF CERTAIN REGULATORY REQUIREMENTS.— 


A physician (as defined in section 1861(r)(1) of the Social Security 
Act), to the extent consistent with applicable State law, may dele-
gate electronic medical record documentation requirements specified 
in regulations promulgated by the Centers for Medicare & Medicaid 
Services to a person performing a scribe function who is not such 
physician if such physician has signed and verified the documenta-
tion.’’; and 


(2) in the table of contents in section 13001(b), by inserting 
after the item relating to section 13102 the following: 


‘‘13103. Assisting doctors and hospitals in improving the quality and care for pa-
tients.’’. 


(b) CERTIFICATION OF HEALTH INFORMATION TECHNOLOGY FOR 
MEDICAL SPECIALTIES AND SITES OF SERVICE.—Section 3001(c)(5) 
of the Public Health Service Act (42 U.S.C. 300jj–11(c)(5)) is 
amended by adding at the end the following: 


‘‘(C) HEALTH INFORMATION TECHNOLOGY FOR MEDICAL 
SPECIALTIES AND SITES OF SERVICE.— 


‘‘(i) IN GENERAL.—The National Coordinator shall 
encourage, keep, or recognize, through existing authori-
ties, the voluntary certification of health information 
technology under the program developed under 
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subparagraph (A) for use in medical specialties and 
sites of service for which no such technology is avail-
able or where more technological advancement or 
integration is needed. 


‘‘(ii) SPECIFIC MEDICAL SPECIALTIES.—The Sec-
retary shall accept public comment on specific medical 
specialties and sites of service, in addition to those 
described in clause (i), for the purpose of selecting 
additional specialties and sites of service as necessary. 


‘‘(iii) HEALTH INFORMATION TECHNOLOGY FOR 
PEDIATRICS.—Not later than 18 months after the date 
of enactment of the 21st Century Cures Act, the Sec-
retary, in consultation with relevant stakeholders, 
shall make recommendations for the voluntary certifi-
cation of health information technology for use by pedi-
atric health providers to support the health care of 
children. Not later than 2 years after the date of enact-
ment of the 21st Century Cures Act, the Secretary 
shall adopt certification criteria under section 3004 
to support the voluntary certification of health informa-
tion technology for use by pediatric health providers 
to support the health care of children.’’. 


(c) MEANINGFUL USE STATISTICS.— 
(1) IN GENERAL.—Not later than 6 months after the date 


of enactment of this Act, the Secretary of Health and Human 
Services shall submit to the HIT Advisory Committee of the 
Office of the National Coordinator for Health Information Tech-
nology, a report concerning attestation statistics for the Medi-
care and Medicaid EHR Meaningful Use Incentive programs 
to assist in informing standards adoption and related practices. 
Such statistics shall include attestation information delineated 
by State, including, to the extent practicable, the number of 
providers who did not meet the minimum criteria necessary 
to attest for the Medicare and Medicaid EHR Meaningful Use 
Incentive programs for a calendar year, and shall be made 
publicly available on the Internet website of the Secretary 
on at least a quarterly basis. 


(2) AUTHORITY TO ALTER FORMAT.—The Secretary of Health 
and Human Services may alter the format of the reports on 
the attestation of eligible health care professionals following 
the first performance year of the Merit-based Incentive Pay-
ment System to account for changes arising from the 
implementation of such payment system. 


SEC. 4002. TRANSPARENT REPORTING ON USABILITY, SECURITY, AND 
FUNCTIONALITY. 


(a) ENHANCEMENTS TO CERTIFICATION.—Section 3001(c)(5) of 
the Public Health Service Act (42 U.S.C. 300jj–11), as amended 
by section 4001(b), is further amended by adding at the end the 
following: 


‘‘(D) CONDITIONS OF CERTIFICATION.—Not later than 
1 year after the date of enactment of the 21st Century 
Cures Act, the Secretary, through notice and comment 
rulemaking, shall require, as a condition of certification 
and maintenance of certification for programs maintained 
or recognized under this paragraph, consistent with other 
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conditions and requirements under this title, that the 
health information technology developer or entity— 


‘‘(i) does not take any action that constitutes 
information blocking as defined in section 3022(a); 


‘‘(ii) provides assurances satisfactory to the Sec-
retary that such developer or entity, unless for legiti-
mate purposes specified by the Secretary, will not take 
any action described in clause (i) or any other action 
that may inhibit the appropriate exchange, access, and 
use of electronic health information; 


‘‘(iii) does not prohibit or restrict communication 
regarding— 


‘‘(I) the usability of the health information 
technology; 


‘‘(II) the interoperability of the health informa-
tion technology; 


‘‘(III) the security of the health information 
technology; 


‘‘(IV) relevant information regarding users’ 
experiences when using the health information 
technology; 


‘‘(V) the business practices of developers of 
health information technology related to 
exchanging electronic health information; and 


‘‘(VI) the manner in which a user of the health 
information technology has used such technology; 
‘‘(iv) has published application programming inter-


faces and allows health information from such tech-
nology to be accessed, exchanged, and used without 
special effort through the use of application program-
ming interfaces or successor technology or standards, 
as provided for under applicable law, including pro-
viding access to all data elements of a patient’s elec-
tronic health record to the extent permissible under 
applicable privacy laws; 


‘‘(v) has successfully tested the real world use of 
the technology for interoperability (as defined in sec-
tion 3000) in the type of setting in which such tech-
nology would be marketed; 


‘‘(vi) provides to the Secretary an attestation that 
the developer or entity— 


‘‘(I) has not engaged in any of the conduct 
described in clause (i); 


‘‘(II) has provided assurances satisfactory to 
the Secretary in accordance with clause (ii); 


‘‘(III) does not prohibit or restrict communica-
tion as described in clause (iii); 


‘‘(IV) has published information in accordance 
with clause (iv); 


‘‘(V) ensures that its technology allows for 
health information to be exchanged, accessed, and 
used, in the manner described in clause (iv); and 


‘‘(VI) has undertaken real world testing as 
described in clause (v); and 
‘‘(vii) submits reporting criteria in accordance with 


section 3009A(b).’’. 
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‘‘(E) COMPLIANCE WITH CONDITIONS OF CERTIFI-
CATION.—The Secretary may encourage compliance with 
the conditions of certification described in subparagraph 
(D) and take action to discourage noncompliance, as appro-
priate.’’. 


(b) EHR SIGNIFICANT HARDSHIP EXCEPTION.— 
(1) APPLICATION TO ELIGIBLE PROFESSIONALS.— 


(A) IN CASE OF DECERTIFICATION.—Section 
1848(a)(7)(B) of the Social Security Act (42 U.S.C. 1395w– 
4(a)(7)(B)) is amended by inserting after the first sentence 
the following new sentence: ‘‘The Secretary shall exempt 
an eligible professional from the application of the payment 
adjustment under subparagraph (A) with respect to a year, 
subject to annual renewal, if the Secretary determines that 
compliance with the requirement for being a meaningful 
EHR user is not possible because the certified EHR tech-
nology used by such professional has been decertified under 
a program kept or recognized pursuant to section 3001(c)(5) 
of the Public Health Service Act.’’. 


(B) CONTINUED APPLICATION UNDER MIPS.—Section 
1848(o)(2)(D) of the Social Security Act (42 U.S.C. 1395w– 
4(o)(2)(D)) is amended by adding at the end the following 
new sentence: ‘‘The provisions of subparagraphs (B) and 
(D) of subsection (a)(7), shall apply to assessments of MIPS 
eligible professionals under subsection (q) with respect to 
the performance category described in subsection 
(q)(2)(A)(iv) in an appropriate manner which may be similar 
to the manner in which such provisions apply with respect 
to payment adjustments made under subsection (a)(7)(A).’’. 
(2) APPLICATION TO ELIGIBLE HOSPITALS.—Section 


1886(b)(3)(B)(ix)(II) of the Social Security Act (42 U.S.C. 
1395ww(b)(3)(B)(ix)(II)) is amended by inserting after the first 
sentence the following new sentence: ‘‘The Secretary shall 
exempt an eligible hospital from the application of the payment 
adjustment under subclause (I) with respect to a fiscal year, 
subject to annual renewal, if the Secretary determines that 
compliance with the requirement for being a meaningful EHR 
user is not possible because the certified EHR technology used 
by such hospital is decertified under a program kept or recog-
nized pursuant to section 3001(c)(5) of the Public Health Service 
Act.’’. 
(c) ELECTRONIC HEALTH RECORD REPORTING PROGRAM.—Sub-


title A of title XXX of the Public Health Service Act (42 U.S.C. 
300jj–11 et seq.) is amended by adding at the end the following: 


‘‘SEC. 3009A. ELECTRONIC HEALTH RECORD REPORTING PROGRAM. 


‘‘(a) REPORTING CRITERIA.— 
‘‘(1) CONVENING OF STAKEHOLDERS.—Not later than 1 year 


after the date of enactment of the 21st Century Cures Act, 
the Secretary shall convene stakeholders, as described in para-
graph (2), for the purpose of developing the reporting criteria 
in accordance with paragraph (3). 


‘‘(2) DEVELOPMENT OF REPORTING CRITERIA.—The reporting 
criteria under this subsection shall be developed through a 
public, transparent process that reflects input from relevant 
stakeholders, including— 


42 USC 
300jj–19a. 
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‘‘(A) health care providers, including primary care and 
specialty care health care professionals; 


‘‘(B) hospitals and hospital systems; 
‘‘(C) health information technology developers; 
‘‘(D) patients, consumers, and their advocates; 
‘‘(E) data sharing networks, such as health information 


exchanges; 
‘‘(F) authorized certification bodies and testing labora-


tories; 
‘‘(G) security experts; 
‘‘(H) relevant manufacturers of medical devices; 
‘‘(I) experts in health information technology market 


economics; 
‘‘(J) public and private entities engaged in the evalua-


tion of health information technology performance; 
‘‘(K) quality organizations, including the consensus 


based entity described in section 1890 of the Social Security 
Act; 


‘‘(L) experts in human factors engineering and the 
measurement of user-centered design; and 


‘‘(M) other entities or individuals, as the Secretary 
determines appropriate. 
‘‘(3) CONSIDERATIONS FOR REPORTING CRITERIA.—The 


reporting criteria developed under this subsection— 
‘‘(A) shall include measures that reflect categories 


including— 
‘‘(i) security; 
‘‘(ii) usability and user-centered design; 
‘‘(iii) interoperability; 
‘‘(iv) conformance to certification testing; and 
‘‘(v) other categories, as appropriate to measure 


the performance of electronic health record technology; 
‘‘(B) may include categories such as— 


‘‘(i) enabling the user to order and view the results 
of laboratory tests, imaging tests, and other diagnostic 
tests; 


‘‘(ii) submitting, editing, and retrieving data from 
registries such as clinician-led clinical data registries; 


‘‘(iii) accessing and exchanging information and 
data from and through health information exchanges; 


‘‘(iv) accessing and exchanging information and 
data from medical devices; 


‘‘(v) accessing and exchanging information and 
data held by Federal, State, and local agencies and 
other applicable entities useful to a health care pro-
vider or other applicable user in the furtherance of 
patient care; 


‘‘(vi) accessing and exchanging information from 
other health care providers or applicable users; 


‘‘(vii) accessing and exchanging patient generated 
information; 


‘‘(viii) providing the patient or an authorized des-
ignee with a complete copy of their health information 
from an electronic record in a computable format; 


‘‘(ix) providing accurate patient information for the 
correct patient, including exchanging such information, 
and avoiding the duplication of patients records; and 
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‘‘(x) other categories regarding performance, acces-
sibility, as the Secretary determines appropriate; and 
‘‘(C) shall be designed to ensure that small and startup 


health information technology developers are not unduly 
disadvantaged by the reporting criteria. 
‘‘(4) MODIFICATIONS.—After the reporting criteria have been 


developed under paragraph (3), the Secretary may convene 
stakeholders and conduct a public comment period for the pur-
pose of modifying the reporting criteria developed under such 
paragraph. 
‘‘(b) PARTICIPATION.—As a condition of maintaining certification 


under section 3001(c)(5)(D), a developer of certified electronic health 
records shall submit to an appropriate recipient of a grant, contract, 
or agreement under subsection (c)(1) responses to the criteria devel-
oped under subsection (a), with respect to all certified technology 
offered by such developer. 


‘‘(c) REPORTING PROGRAM.— 
‘‘(1) IN GENERAL.—Not later than 1 year after the date 


of enactment of the 21st Century Cures Act, the Secretary 
shall award grants, contracts, or agreements to independent 
entities on a competitive basis to support the convening of 
stakeholders as described in subsection (a)(2), collect the 
information required to be reported in accordance with the 
criteria established as described subsection (a)(3), and develop 
and implement a process in accordance with paragraph (5) 
and report such information to the Secretary. 


‘‘(2) APPLICATIONS.—An independent entity that seeks a 
grant, contract, or agreement under this subsection shall submit 
an application to the Secretary at such time, in such manner, 
and containing such information as the Secretary may reason-
ably require, including a description of— 


‘‘(A) the proposed method for reviewing and summa-
rizing information gathered based on reporting criteria 
established under subsection (a); 


‘‘(B) if applicable, the intended focus on a specific 
subset of certified electronic health record technology users, 
such as health care providers, including primary care, spe-
cialty care, and care provided in rural settings; hospitals 
and hospital systems; and patients, consumers, and 
patients and consumer advocates; 


‘‘(C) the plan for widely distributing reports described 
in paragraph (6); 


‘‘(D) the period for which the grant, contract, or agree-
ment is requested, which may be up to 2 years; and 


‘‘(E) the budget for reporting program participation, 
and whether the eligible independent entity intends to 
continue participation after the period of the grant, con-
tract, or agreement. 
‘‘(3) CONSIDERATIONS FOR INDEPENDENT ENTITIES.—In 


awarding grants, contracts, and agreements under paragraph 
(1), the Secretary shall give priority to independent entities 
with appropriate expertise in health information technology 
usability, interoperability, and security (especially entities with 
such expertise in electronic health records) with respect to— 


‘‘(A) health care providers, including primary care, spe-
cialty care, and care provided in rural settings; 


‘‘(B) hospitals and hospital systems; and 
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‘‘(C) patients, consumers, and patient and consumer 
advocates. 
‘‘(4) LIMITATIONS.— 


‘‘(A) ASSESSMENT AND REDETERMINATION.—Not later 
than 4 years after the date of enactment of the 21st Cen-
tury Cures Act and every 2 years thereafter, the Secretary, 
in consultation with stakeholders, shall— 


‘‘(i) assess performance of the recipients of the 
grants, contracts, and agreements under paragraph 
(1) based on quality and usability of reports described 
in paragraph (6); and 


‘‘(ii) re-determine grants, contracts, and agree-
ments as necessary. 
‘‘(B) PROHIBITIONS ON PARTICIPATION.—The Secretary 


may not award a grant, contract, or cooperative agreement 
under paragraph (1) to— 


‘‘(i) a proprietor of certified health information 
technology or a business affiliate of such a proprietor; 


‘‘(ii) a developer of certified health information 
technology; or 


‘‘(iii) a State or local government agency. 
‘‘(5) FEEDBACK.—Based on reporting criteria established 


under subsection (a), the recipients of grants, contracts, and 
agreements under paragraph (1) shall develop and implement 
a process to collect and verify confidential feedback on such 
criteria from— 


‘‘(A) health care providers, patients, and other users 
of certified electronic health record technology; and 


‘‘(B) developers of certified electronic health record 
technology. 
‘‘(6) REPORTS.— 


‘‘(A) DEVELOPMENT OF REPORTS.—Each recipient of a 
grant, contract, or agreement under paragraph (1) shall 
report on the information reported to such recipient pursu-
ant to subsection (a) and the user feedback collected under 
paragraph (5) by preparing summary reports and detailed 
reports of such information. 


‘‘(B) DISTRIBUTION OF REPORTS.—Each recipient of a 
grant, contract, or agreement under paragraph (1) shall 
submit the reports prepared under subparagraph (A) to 
the Secretary for public distribution in accordance with 
subsection (d). 


‘‘(d) PUBLICATION.—The Secretary shall distribute widely, as 
appropriate, and publish, on the Internet website of the Office 
of the National Coordinator— 


‘‘(1) the reporting criteria developed under subsection (a); 
and 


‘‘(2) the summary and detailed reports under subsection 
(c)(6). 
‘‘(e) REVIEW.—Each recipient of a grant, contract, or agreement 


under paragraph (1) shall develop and implement a process through 
which participating electronic health record technology developers 
may review and recommend changes to the reports created under 
subsection (c)(6) for products developed by such developer prior 
to the publication of such report under subsection (d). 


‘‘(f) ADDITIONAL RESOURCES.—The Secretary may provide addi-
tional resources on the Internet website of the Office of the National 
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Coordinator to better inform consumers of health information tech-
nology. Such reports may be carried out through partnerships with 
private organizations with appropriate expertise.’’. 


(d) AUTHORIZATION OF APPROPRIATIONS.—There is authorized 
to be appropriated $15,000,000 for purposes of carrying out subpara-
graph (D) of section 3001(c)(5) of the Public Health Service Act 
(42 U.S.C. 300jj–11) (as added by subsection (a)) and section 3009A 
of the Public Health Service Act (as added by subsection (b)), 
including for purposes of administering any contracts, grants, or 
agreements, to remain available until expended. 


SEC. 4003. INTEROPERABILITY. 


(a) DEFINITION.—Section 3000 of the Public Health Service 
Act (42 U.S.C. 300jj) is amended— 


(1) by redesignating paragraphs (10) through (14), as para-
graphs (11) through (15), respectively; and 


(2) by inserting after paragraph (9) the following: 
‘‘(10) INTEROPERABILITY.—The term ‘interoperability’, with 


respect to health information technology, means such health 
information technology that— 


‘‘(A) enables the secure exchange of electronic health 
information with, and use of electronic health information 
from, other health information technology without special 
effort on the part of the user; 


‘‘(B) allows for complete access, exchange, and use of 
all electronically accessible health information for author-
ized use under applicable State or Federal law; and 


‘‘(C) does not constitute information blocking as defined 
in section 3022(a).’’. 


(b) SUPPORT FOR INTEROPERABLE NETWORK EXCHANGE.—Sec-
tion 3001(c) of the Public Health Service Act (42 U.S.C. 300jj– 
11(c)) is amended by adding at the end the following: 


‘‘(9) SUPPORT FOR INTEROPERABLE NETWORKS EXCHANGE.— 
‘‘(A) IN GENERAL.—The National Coordinator shall, in 


collaboration with the National Institute of Standards and 
Technology and other relevant agencies within the Depart-
ment of Health and Human Services, for the purpose of 
ensuring full network-to-network exchange of health 
information, convene public-private and public-public part-
nerships to build consensus and develop or support a 
trusted exchange framework, including a common agree-
ment among health information networks nationally. Such 
convention may occur at a frequency determined appro-
priate by the Secretary. 


‘‘(B) ESTABLISHING A TRUSTED EXCHANGE FRAME-
WORK.— 


‘‘(i) IN GENERAL.—Not later than 6 months after 
the date of enactment of the 21st Century Cures Act, 
the National Coordinator shall convene appropriate 
public and private stakeholders to develop or support 
a trusted exchange framework for trust policies and 
practices and for a common agreement for exchange 
between health information networks. The common 
agreement may include— 


‘‘(I) a common method for authenticating 
trusted health information network participants; 
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‘‘(II) a common set of rules for trusted 
exchange; 


‘‘(III) organizational and operational policies 
to enable the exchange of health information 
among networks, including minimum conditions 
for such exchange to occur; and 


‘‘(IV) a process for filing and adjudicating non-
compliance with the terms of the common agree-
ment. 
‘‘(ii) TECHNICAL ASSISTANCE.—The National Coordi-


nator, in collaboration with the National Institute of 
Standards and Technology, shall provide technical 
assistance on how to implement the trusted exchange 
framework and common agreement under this para-
graph. 


‘‘(iii) PILOT TESTING.—The National Coordinator, 
in consultation with the National Institute of Stand-
ards and Technology, shall provide for the pilot testing 
of the trusted exchange framework and common agree-
ment established or supported under this subsection 
(as authorized under section 13201 of the Health 
Information Technology for Economic and Clinical 
Health Act). The National Coordinator, in consultation 
with the National Institute of Standards and Tech-
nology, may delegate pilot testing activities under this 
clause to independent entities with appropriate exper-
tise. 
‘‘(C) PUBLICATION OF A TRUSTED EXCHANGE FRAMEWORK 


AND COMMON AGREEMENT.—Not later than 1 year after 
convening stakeholders under subparagraph (A), the 
National Coordinator shall publish on its public Internet 
website, and in the Federal register, the trusted exchange 
framework and common agreement developed or supported 
under subparagraph (B). Such trusted exchange framework 
and common agreement shall be published in a manner 
that protects proprietary and security information, 
including trade secrets and any other protected intellectual 
property. 


‘‘(D) DIRECTORY OF PARTICIPATING HEALTH INFORMA-
TION NETWORKS.— 


‘‘(i) IN GENERAL.—Not later than 2 years after 
convening stakeholders under subparagraph (A), and 
annually thereafter, the National Coordinator shall 
publish on its public Internet website a list of the 
health information networks that have adopted the 
common agreement and are capable of trusted 
exchange pursuant to the common agreement devel-
oped or supported under paragraph (B). 


‘‘(ii) PROCESS.—The Secretary shall, through notice 
and comment rulemaking, establish a process for 
health information networks that voluntarily elect to 
adopt the trusted exchange framework and common 
agreement to attest to such adoption of the framework 
and agreement. 
‘‘(E) APPLICATION OF THE TRUSTED EXCHANGE FRAME-


WORK AND COMMON AGREEMENT.—As appropriate, Federal 
agencies contracting or entering into agreements with 
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health information exchange networks may require that 
as each such network upgrades health information tech-
nology or trust and operational practices, such network 
may adopt, where available, the trusted exchange frame-
work and common agreement published under subpara-
graph (C). 


‘‘(F) RULE OF CONSTRUCTION.— 
‘‘(i) GENERAL ADOPTION.—Nothing in this para-


graph shall be construed to require a health informa-
tion network to adopt the trusted exchange framework 
or common agreement. 


‘‘(ii) ADOPTION WHEN EXCHANGE OF INFORMATION 
IS WITHIN NETWORK.—Nothing in this paragraph shall 
be construed to require a health information network 
to adopt the trusted exchange framework or common 
agreement for the exchange of electronic health 
information between participants of the same network. 


‘‘(iii) EXISTING FRAMEWORKS AND AGREEMENTS.— 
The trusted exchange framework and common agree-
ment published under subparagraph (C) shall take into 
account existing trusted exchange frameworks and 
agreements used by health information networks to 
avoid the disruption of existing exchanges between 
participants of health information networks. 


‘‘(iv) APPLICATION BY FEDERAL AGENCIES.—Not-
withstanding clauses (i), (ii), and (iii), Federal agencies 
may require the adoption of the trusted exchange 
framework and common agreement published under 
subparagraph (C) for health information exchanges 
contracting with or entering into agreements pursuant 
to subparagraph (E). 


‘‘(v) CONSIDERATION OF ONGOING WORK.—In car-
rying out this paragraph, the Secretary shall ensure 
the consideration of activities carried out by public 
and private organizations related to exchange between 
health information exchanges to avoid duplication of 
efforts.’’. 


(c) PROVIDER DIGITAL CONTACT INFORMATION INDEX.— 
(1) IN GENERAL.—Not later than 3 years after the date 


of enactment of this Act, the Secretary of Health and Human 
Services (referred to in this subsection as the ‘‘Secretary’’) shall, 
directly or through a partnership with a private entity, estab-
lish a provider digital contact information index to provide 
digital contact information for health professionals and health 
facilities. 


(2) USE OF EXISTING INDEX.—In establishing the initial 
index under paragraph (1), the Secretary may utilize an existing 
provider directory to make such digital contact information 
available. 


(3) CONTACT INFORMATION.—An index established under 
this subsection shall ensure that contact information is avail-
able at the individual health care provider level and at the 
health facility or practice level. 


(4) RULE OF CONSTRUCTION.— 
(A) IN GENERAL.—The purpose of this subsection is 


to encourage the exchange of electronic health information 
by providing the most useful, reliable, and comprehensive 


42 USC 300jj–11 
note. 
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index of providers possible. In furthering such purpose, 
the Secretary shall include all health professionals and 
health facilities applicable to provide a useful, reliable, 
and comprehensive index for use in the exchange of health 
information. 


(B) LIMITATION.—In no case shall exclusion from the 
index of providers be used as a measure to achieve objec-
tives other the objectives described in subparagraph (A). 


(d) STANDARDS DEVELOPMENT ORGANIZATIONS.—Section 3004 
of the Public Health Service Act (42 U.S.C. 300jj–14) is amended 
by adding at the end the following: 


‘‘(c) DEFERENCE TO STANDARDS DEVELOPMENT ORGANIZA-
TIONS.—In adopting and implementing standards under this section, 
the Secretary shall give deference to standards published by stand-
ards development organizations and voluntary consensus-based 
standards bodies.’’. 


(e) HEALTH INFORMATION TECHNOLOGY ADVISORY COM-
MITTEE.— 


(1) IN GENERAL.—Title XXX of the Public Health Service 
Act (42 U.S.C. 300jj et seq.) is amended by striking sections 
3002 (42 U.S.C. 300jj–12) and 3003 (42 U.S.C. 300jj–13) and 
inserting the following: 


‘‘SEC. 3002. HEALTH INFORMATION TECHNOLOGY ADVISORY COM-
MITTEE. 


‘‘(a) ESTABLISHMENT.—There is established a Health Informa-
tion Technology Advisory Committee (referred to in this section 
as the ‘HIT Advisory Committee’) to recommend to the National 
Coordinator, consistent with the implementation of the strategic 
plan described in section 3001(c)(3), policies, and, for purposes 
of adoption under section 3004, standards, implementation specifica-
tions, and certification criteria, relating to the implementation of 
a health information technology infrastructure, nationally and 
locally, that advances the electronic access, exchange, and use of 
health information. Such Committee shall serve to unify the roles 
of, and replace, the HIT Policy Committee and the HIT Standards 
Committee, as in existence before the date of the enactment of 
the 21st Century Cures Act. 


‘‘(b) DUTIES.— 
‘‘(1) RECOMMENDATIONS ON POLICY FRAMEWORK TO ADVANCE 


AN INTEROPERABLE HEALTH INFORMATION TECHNOLOGY INFRA-
STRUCTURE.— 


‘‘(A) IN GENERAL.—The HIT Advisory Committee shall 
recommend to the National Coordinator a policy framework 
for adoption by the Secretary consistent with the strategic 
plan under section 3001(c)(3) for advancing the target areas 
described in this subsection. Such policy framework shall 
seek to prioritize achieving advancements in the target 
areas specified in subparagraph (B) of paragraph (2) and 
may, to the extent consistent with this section, incorporate 
policy recommendations made by the HIT Policy Com-
mittee, as in existence before the date of the enactment 
of the 21st Century Cures Act. 


‘‘(B) UPDATES.—The HIT Advisory Committee shall 
propose updates to such recommendations to the policy 
framework and make new recommendations, as appro-
priate. 


42 USC 300jj–12. 
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‘‘(2) GENERAL DUTIES AND TARGET AREAS.— 
‘‘(A) IN GENERAL.—The HIT Advisory Committee shall 


recommend to the National Coordinator for purposes of 
adoption under section 3004, standards, implementation 
specifications, and certification criteria and an order of 
priority for the development, harmonization, and recogni-
tion of such standards, specifications, and certification cri-
teria. Such recommendations shall include recommended 
standards, architectures, and software schemes for access 
to electronic individually identifiable health information 
across disparate systems including user vetting, authen-
tication, privilege management, and access control. 


‘‘(B) PRIORITY TARGET AREAS.—For purposes of this 
section, the HIT Advisory Committee shall make rec-
ommendations under subparagraph (A) with respect to at 
least each of the following target areas: 


‘‘(i) Achieving a health information technology 
infrastructure, nationally and locally, that allows for 
the electronic access, exchange, and use of health 
information, including through technology that pro-
vides accurate patient information for the correct 
patient, including exchanging such information, and 
avoids the duplication of patient records. 


‘‘(ii) The promotion and protection of privacy and 
security of health information in health information 
technology, including technologies that allow for an 
accounting of disclosures and protections against 
disclosures of individually identifiable health informa-
tion made by a covered entity for purposes of treat-
ment, payment, and health care operations (as such 
terms are defined for purposes of the regulation 
promulgated under section 264(c) of the Health Insur-
ance Portability and Accountability Act of 1996), 
including for the segmentation and protection from 
disclosure of specific and sensitive individually identifi-
able health information with the goal of minimizing 
the reluctance of patients to seek care. 


‘‘(iii) The facilitation of secure access by an indi-
vidual to such individual’s protected health information 
and access to such information by a family member, 
caregiver, or guardian acting on behalf of a patient, 
including due to age-related and other disability, cog-
nitive impairment, or dementia. 


‘‘(iv) Subject to subparagraph (D), any other target 
area that the HIT Advisory Committee identifies as 
an appropriate target area to be considered under this 
subparagraph. 
‘‘(C) ADDITIONAL TARGET AREAS.—For purposes of this 


section, the HIT Advisory Committee may make rec-
ommendations under subparagraph (A), in addition to areas 
described in subparagraph (B), with respect to any of the 
following areas: 


‘‘(i) The use of health information technology to 
improve the quality of health care, such as by pro-
moting the coordination of health care and improving 
continuity of health care among health care providers, 
reducing medical errors, improving population health, 
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reducing chronic disease, and advancing research and 
education. 


‘‘(ii) The use of technologies that address the needs 
of children and other vulnerable populations. 


‘‘(iii) The use of electronic systems to ensure the 
comprehensive collection of patient demographic data, 
including at a minimum, race, ethnicity, primary lan-
guage, and gender information. 


‘‘(iv) The use of self-service, telemedicine, home 
health care, and remote monitoring technologies. 


‘‘(v) The use of technologies that meet the needs 
of diverse populations. 


‘‘(vi) The use of technologies that support— 
‘‘(I) data for use in quality and public reporting 


programs; 
‘‘(II) public health; or 
‘‘(III) drug safety. 


‘‘(vii) The use of technologies that allow individ-
ually identifiable health information to be rendered 
unusable, unreadable, or indecipherable to unauthor-
ized individuals when such information is transmitted 
in a health information network or transported outside 
of the secure facilities or systems where the disclosing 
covered entity is responsible for security conditions. 


‘‘(viii) The use of a certified health information 
technology for each individual in the United States. 
‘‘(D) AUTHORITY FOR TEMPORARY ADDITIONAL PRIORITY 


TARGET AREAS.—For purposes of subparagraph (B)(iv), the 
HIT Advisory Committee may identify an area to be consid-
ered for purposes of recommendations under this subsection 
as a target area described in subparagraph (B) if— 


‘‘(i) the area is so identified for purposes of 
responding to new circumstances that have arisen in 
the health information technology community that 
affect the interoperability, privacy, or security of health 
information, or affect patient safety; and 


‘‘(ii) at least 30 days prior to treating such area 
as if it were a target area described in subparagraph 
(B), the National Coordinator provides adequate notice 
to Congress of the intent to treat such area as so 
described. 
‘‘(E) FOCUS OF COMMITTEE WORK.—It is the sense of 


Congress that the HIT Advisory Committee shall focus 
its work on the priority areas described in subparagraph 
(B) before proceeding to other work under subparagraph 
(C). 
‘‘(3) RULES RELATING TO RECOMMENDATIONS FOR STAND-


ARDS, IMPLEMENTATION SPECIFICATIONS, AND CERTIFICATION CRI-
TERIA.— 


‘‘(A) IN GENERAL.—The HIT Advisory Committee shall 
recommend to the National Coordinator standards, 
implementation specifications, and certification criteria 
described in subsection (a), which may include standards, 
implementation specifications, and certification criteria 
that have been developed, harmonized, or recognized by 
the HIT Advisory Committee or predecessor committee. 
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The HIT Advisory Committee shall update such rec-
ommendations and make new recommendations as appro-
priate, including in response to a notification sent under 
section 3004(a)(2)(B). Such recommendations shall be con-
sistent with the latest recommendations made by the Com-
mittee. 


‘‘(B) HARMONIZATION.—The HIT Advisory Committee 
may recognize harmonized or updated standards from an 
entity or entities for the purpose of harmonizing or 
updating standards and implementation specifications in 
order to achieve uniform and consistent implementation 
of the standards and implementation specification. 


‘‘(C) PILOT TESTING OF STANDARDS AND IMPLEMENTA-
TION SPECIFICATIONS.—In the development, harmonization, 
or recognition of standards and implementation specifica-
tions, the HIT Advisory Committee for purposes of rec-
ommendations under paragraph (2)(B), shall, as appro-
priate, provide for the testing of such standards and speci-
fications by the National Institute for Standards and Tech-
nology under section 13201(a) of the Health Information 
Technology for Economic and Clinical Health Act. 


‘‘(D) CONSISTENCY.—The standards, implementation 
specifications, and certification criteria recommended under 
paragraph (2)(B) shall be consistent with the standards 
for information transactions and data elements adopted 
pursuant to section 1173 of the Social Security Act. 


‘‘(E) SPECIAL RULE RELATED TO INTEROPERABILITY.— 
Any recommendation made by the HIT Advisory Committee 
after the date of the enactment of this subparagraph with 
respect to interoperability of health information technology 
shall be consistent with interoperability as described in 
section 3000. 
‘‘(4) FORUM.—The HIT Advisory Committee shall serve as 


a forum for the participation of a broad range of stakeholders 
with specific expertise in policies, including technical expertise, 
relating to the matters described in paragraphs (1), (2), and 
(3) to provide input on the development, harmonization, and 
recognition of standards, implementation specifications, and 
certification criteria necessary for the development and adop-
tion of health information technology infrastructure nationally 
and locally that allows for the electronic access, exchange, 
and use of health information. 


‘‘(5) SCHEDULE.—Not later than 30 days after the date 
on which the HIT Advisory Committee first meets, such HIT 
Advisory Committee shall develop a schedule for the assessment 
of policy recommendations developed under paragraph (1). The 
HIT Advisory Committee shall update such schedule annually. 
The Secretary shall publish such schedule in the Federal Reg-
ister. 


‘‘(6) PUBLIC INPUT.—The HIT Advisory Committee shall 
conduct open public meetings and develop a process to allow 
for public comment on the schedule described in paragraph 
(5) and recommendations described in this subsection. Under 
such process comments shall be submitted in a timely manner 
after the date of publication of a recommendation under this 
subsection. 
‘‘(c) MEASURED PROGRESS IN ADVANCING PRIORITY AREAS.— 
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‘‘(1) IN GENERAL.—For purposes of this section, the National 
Coordinator, in collaboration with the Secretary, shall establish, 
and update as appropriate, objectives and benchmarks for 
advancing and measuring the advancement of the priority tar-
get areas described in subsection (b)(2)(B). 


‘‘(2) ANNUAL PROGRESS REPORTS ON ADVANCING INTEROPER-
ABILITY.— 


‘‘(A) IN GENERAL.—The HIT Advisory Committee, in 
consultation with the National Coordinator, shall annually 
submit to the Secretary and Congress a report on the 
progress made during the preceding fiscal year in— 


‘‘(i) achieving a health information technology 
infrastructure, nationally and locally, that allows for 
the electronic access, exchange, and use of health 
information; and 


‘‘(ii) meeting the objectives and benchmarks 
described in paragraph (1). 
‘‘(B) CONTENT.—Each such report shall include, for 


a fiscal year— 
‘‘(i) a description of the work conducted by the 


HIT Advisory Committee during the preceding fiscal 
year with respect to the areas described in subsection 
(b)(2)(B); 


‘‘(ii) an assessment of the status of the infrastruc-
ture described in subparagraph (A), including the 
extent to which electronic health information is appro-
priately and readily available to enhance the access, 
exchange, and the use of electronic health information 
between users and across technology offered by dif-
ferent developers; 


‘‘(iii) the extent to which advancements have been 
achieved with respect to areas described in subsection 
(b)(2)(B); 


‘‘(iv) an analysis identifying existing gaps in poli-
cies and resources for— 


‘‘(I) achieving the objectives and benchmarks 
established under paragraph (1); and 


‘‘(II) furthering interoperability throughout the 
health information technology infrastructure; 
‘‘(v) recommendations for addressing the gaps 


identified in clause (iii); and 
‘‘(vi) a description of additional initiatives as the 


HIT Advisory Committee and National Coordinator 
determine appropriate. 


‘‘(3) SIGNIFICANT ADVANCEMENT DETERMINATION.—The Sec-
retary shall periodically, based on the reports submitted under 
this subsection, review the target areas described in subsection 
(b)(2)(B), and, based on the objectives and benchmarks estab-
lished under paragraph (1), the Secretary shall determine if 
significant advancement has been achieved with respect to 
such an area. Such determination shall be taken into consider-
ation by the HIT Advisory Committee when determining to 
what extent the Committee makes recommendations for an 
area other than an area described in subsection (b)(2)(B). 
‘‘(d) MEMBERSHIP AND OPERATIONS.— 
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‘‘(1) IN GENERAL.—The National Coordinator shall take a 
leading position in the establishment and operations of the 
HIT Advisory Committee. 


‘‘(2) MEMBERSHIP.—The membership of the HIT Advisory 
Committee shall— 


‘‘(A) include at least 25 members, of which— 
‘‘(i) no fewer than 2 members are advocates for 


patients or consumers of health information tech-
nology; 


‘‘(ii) 3 members are appointed by the Secretary, 
1 of whom shall be appointed to represent the Depart-
ment of Health and Human Services and 1 of whom 
shall be a public health official; 


‘‘(iii) 2 members are appointed by the majority 
leader of the Senate; 


‘‘(iv) 2 members are appointed by the minority 
leader of the Senate; 


‘‘(v) 2 members are appointed by the Speaker of 
the House of Representatives; 


‘‘(vi) 2 members are appointed by the minority 
leader of the House of Representatives; and 


‘‘(vii) such other members are appointed by the 
Comptroller General of the United States; and 
‘‘(B) at least reflect providers, ancillary health care 


workers, consumers, purchasers, health plans, health 
information technology developers, researchers, patients, 
relevant Federal agencies, and individuals with technical 
expertise on health care quality, system functions, privacy, 
security, and on the electronic exchange and use of health 
information, including the use standards for such activity. 
‘‘(3) PARTICIPATION.—The members of the HIT Advisory 


Committee shall represent a balance among various sectors 
of the health care system so that no single sector unduly 
influences the recommendations of the Committee. 


‘‘(4) TERMS.— 
‘‘(A) IN GENERAL.—The terms of the members of the 


HIT Advisory Committee shall be for 3 years, except that 
the Secretary shall designate staggered terms of the mem-
bers first appointed. 


‘‘(B) VACANCIES.—Any member appointed to fill a 
vacancy in the membership of the HIT Advisory Committee 
that occurs prior to the expiration of the term for which 
the member’s predecessor was appointed shall be appointed 
only for the remainder of that term. A member may serve 
after the expiration of that member’s term until a successor 
has been appointed. A vacancy in the HIT Advisory Com-
mittee shall be filled in the manner in which the original 
appointment was made. 


‘‘(C) LIMITS.—Members of the HIT Advisory Committee 
shall be limited to two 3-year terms, for a total of not 
to exceed 6 years of service on the Committee. 
‘‘(5) OUTSIDE INVOLVEMENT.—The HIT Advisory Committee 


shall ensure an opportunity for the participation in activities 
of the Committee of outside advisors, including individuals 
with expertise in the development of policies and standards 
for the electronic exchange and use of health information, 
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including in the areas of health information privacy and secu-
rity. 


‘‘(6) QUORUM.—A majority of the members of the HIT 
Advisory Committee shall constitute a quorum for purposes 
of voting, but a lesser number of members may meet and 
hold hearings. 


‘‘(7) CONSIDERATION.—The National Coordinator shall 
ensure that the relevant and available recommendations and 
comments from the National Committee on Vital and Health 
Statistics are considered in the development of policies. 


‘‘(8) ASSISTANCE.—For the purposes of carrying out this 
section, the Secretary may provide or ensure that financial 
assistance is provided by the HIT Advisory Committee to defray 
in whole or in part any membership fees or dues charged 
by such Committee to those consumer advocacy groups and 
not-for-profit entities that work in the public interest as a 
party of their mission. 
‘‘(e) APPLICATION OF FACA.—The Federal Advisory Committee 


Act (5 U.S.C. App.), other than section 14 of such Act, shall apply 
to the HIT Advisory Committee. 


‘‘(f) PUBLICATION.—The Secretary shall provide for publication 
in the Federal Register and the posting on the Internet website 
of the Office of the National Coordinator for Health Information 
Technology of all policy recommendations made by the HIT Advisory 
Committee under this section.’’. 


(2) TECHNICAL AND CONFORMING AMENDMENTS.—Title XXX 
of the Public Health Service Act (42 U.S.C. 300jj et seq.) is 
amended— 


(A) by striking— 
(i) ‘‘HIT Policy Committee’’ and ‘‘HIT Standards 


Committee’’ each place that such terms appear (other 
than within the term ‘‘HIT Policy Committee and the 
HIT Standards Committee’’ or within the term ‘‘HIT 
Policy Committee or the HIT Standards Committee’’) 
and inserting ‘‘HIT Advisory Committee’’; 


(ii) ‘‘HIT Policy Committee and the HIT Standards 
Committee’’ each place that such term appears and 
inserting ‘‘HIT Advisory Committee’’; and 


(iii) ‘‘HIT Policy Committee or the HIT Standards 
Committee’’ each place that such term appears and 
inserting ‘‘HIT Advisory Committee’’; 
(B) in section 3000 (42 U.S.C. 300jj)— 


(i) by striking paragraphs (7) and (8) and redesig-
nating paragraphs (9) through (14) as paragraphs (8) 
through (13), respectively; and 


(ii) by inserting after paragraph (6) the following 
paragraph: 


‘‘(7) HIT ADVISORY COMMITTEE.—The term ‘HIT Advisory 
Committee’ means such Committee established under section 
3002(a).’’; 


(C) in section 3001(c) (42 U.S.C. 300jj–11(c))— 
(i) in paragraph (1)(A), by striking ‘‘under section 


3003’’ and inserting ‘‘under section 3002’’; 
(ii) in paragraph (2), by striking subparagraph (B) 


and inserting the following: 
‘‘(B) HIT ADVISORY COMMITTEE.—The National Coordi-


nator shall be a leading member in the establishment 
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and operations of the HIT Advisory Committee and shall 
serve as a liaison between that Committee and the Federal 
Government.’’; 


(D) in section 3004(b)(3) (42 U.S.C. 300jj–14(b)(3)), by 
striking ‘‘3003(b)(2)’’ and inserting ‘‘3002(b)(4)’’; 


(E) in section 3007(b) (42 U.S.C. 300jj–17(b)), by 
striking ‘‘3003(a)’’ and inserting ‘‘3002(a)(2)’’; and 


(F) in section 3008 (42 U.S.C. 300jj–18)— 
(i) in subsection (b), by striking ‘‘or 3003’’; and 
(ii) in subsection (c), by striking ‘‘3003(b)(1)(A)’’ 


and inserting ‘‘3002(b)(2)’’. 
(3) TRANSITION TO THE HIT ADVISORY COMMITTEE.—The Sec-


retary of Health and Human Services shall provide for an 
orderly and timely transition to the HIT Advisory Committee 
established under amendments made by this section. 
(f) PRIORITIES FOR ADOPTION OF STANDARDS, IMPLEMENTATION 


SPECIFICATIONS, AND CERTIFICATION CRITERIA.—Title XXX of the 
Public Health Service Act (42 U.S.C. 300jj et seq.), as amended 
by subsection (e), is further amended by inserting after section 
3002 the following: 


‘‘SEC. 3003. SETTING PRIORITIES FOR STANDARDS ADOPTION. 


‘‘(a) IDENTIFYING PRIORITIES.— 
‘‘(1) IN GENERAL.—Not later than 6 months after the date 


on which the HIT Advisory Committee first meets, the National 
Coordinator shall periodically convene the HIT Advisory Com-
mittee to— 


‘‘(A) identify priority uses of health information tech-
nology, focusing on priorities— 


‘‘(i) arising from the implementation of the incen-
tive programs for the meaningful use of certified EHR 
technology, the Merit-based Incentive Payment 
System, Alternative Payment Models, the Hospital 
Value-Based Purchasing Program, and any other 
value-based payment program determined appropriate 
by the Secretary; 


‘‘(ii) related to the quality of patient care; 
‘‘(iii) related to public health; 
‘‘(iv) related to clinical research; 
‘‘(v) related to the privacy and security of electronic 


health information; 
‘‘(vi) related to innovation in the field of health 


information technology; 
‘‘(vii) related to patient safety; 
‘‘(viii) related to the usability of health information 


technology; 
‘‘(ix) related to individuals’ access to electronic 


health information; and 
‘‘(x) other priorities determined appropriate by the 


Secretary; 
‘‘(B) identify existing standards and implementation 


specifications that support the use and exchange of elec-
tronic health information needed to meet the priorities 
identified in subparagraph (A); and 


‘‘(C) publish a report summarizing the findings of the 
analysis conducted under subparagraphs (A) and (B) and 
make appropriate recommendations. 


42 USC 300jj–13. 


42 USC 300jj–12 
note. 
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‘‘(2) PRIORITIZATION.—In identifying such standards and 
implementation specifications under paragraph (1)(B), the HIT 
Advisory Committee shall prioritize standards and implementa-
tion specifications developed by consensus-based standards 
development organizations. 


‘‘(3) GUIDELINES FOR REVIEW OF EXISTING STANDARDS AND 
SPECIFICATIONS.—In consultation with the consensus-based 
entity described in section 1890 of the Social Security Act 
and other appropriate Federal agencies, the analysis of existing 
standards under paragraph (1)(B) shall include an evaluation 
of the need for a core set of common data elements and associ-
ated value sets to enhance the ability of certified health 
information technology to capture, use, and exchange structured 
electronic health information. 
‘‘(b) REVIEW OF ADOPTED STANDARDS.— 


‘‘(1) IN GENERAL.—Beginning 5 years after the date of enact-
ment of the 21st Century Cures Act and every 3 years there-
after, the National Coordinator shall convene stakeholders to 
review the existing set of adopted standards and implementa-
tion specifications and make recommendations with respect 
to whether to— 


‘‘(A) maintain the use of such standards and 
implementation specifications; or 


‘‘(B) phase out such standards and implementation 
specifications. 
‘‘(2) PRIORITIES.—The HIT Advisory Committee, in 


collaboration with the National Institute for Standards and 
Technology, shall annually and through the use of public input, 
review and publish priorities for the use of health information 
technology, standards, and implementation specifications to 
support those priorities. 
‘‘(c) RULE OF CONSTRUCTION.—Nothing in this section shall 


be construed to prevent the use or adoption of novel standards 
that improve upon the existing health information technology infra-
structure and facilitate the secure exchange of health information.’’. 
SEC. 4004. INFORMATION BLOCKING. 


Subtitle C of title XXX of the Public Health Service Act (42 
U.S.C. 300jj–51 et seq.) is amended by adding at the end the 
following: 
‘‘SEC. 3022. INFORMATION BLOCKING. 


‘‘(a) DEFINITION.— 
‘‘(1) IN GENERAL.—In this section, the term ‘information 


blocking’ means a practice that— 
‘‘(A) except as required by law or specified by the 


Secretary pursuant to rulemaking under paragraph (3), 
is likely to interfere with, prevent, or materially discourage 
access, exchange, or use of electronic health information; 
and 


‘‘(B)(i) if conducted by a health information technology 
developer, exchange, or network, such developer, exchange, 
or network knows, or should know, that such practice is 
likely to interfere with, prevent, or materially discourage 
the access, exchange, or use of electronic health informa-
tion; or 


‘‘(ii) if conducted by a health care provider, such pro-
vider knows that such practice is unreasonable and is 


42 USC 300jj–52. 
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likely to interfere with, prevent, or materially discourage 
access, exchange, or use of electronic health information. 
‘‘(2) PRACTICES DESCRIBED.—The information blocking prac-


tices described in paragraph (1) may include— 
‘‘(A) practices that restrict authorized access, exchange, 


or use under applicable State or Federal law of such 
information for treatment and other permitted purposes 
under such applicable law, including transitions between 
certified health information technologies; 


‘‘(B) implementing health information technology in 
nonstandard ways that are likely to substantially increase 
the complexity or burden of accessing, exchanging, or using 
electronic health information; and 


‘‘(C) implementing health information technology in 
ways that are likely to— 


‘‘(i) restrict the access, exchange, or use of elec-
tronic health information with respect to exporting 
complete information sets or in transitioning between 
health information technology systems; or 


‘‘(ii) lead to fraud, waste, or abuse, or impede 
innovations and advancements in health information 
access, exchange, and use, including care delivery 
enabled by health information technology. 


‘‘(3) RULEMAKING.—The Secretary, through rulemaking, 
shall identify reasonable and necessary activities that do not 
constitute information blocking for purposes of paragraph (1). 


‘‘(4) NO ENFORCEMENT BEFORE EXCEPTION IDENTIFIED.— 
The term ‘information blocking’ does not include any practice 
or conduct occurring prior to the date that is 30 days after 
the date of enactment of the 21st Century Cures Act. 


‘‘(5) CONSULTATION.—The Secretary may consult with the 
Federal Trade Commission in promulgating regulations under 
this subsection, to the extent that such regulations define prac-
tices that are necessary to promote competition and consumer 
welfare. 


‘‘(6) APPLICATION.—The term ‘information blocking’, with 
respect to an individual or entity, shall not include an act 
or practice other than an act or practice committed by such 
individual or entity. 


‘‘(7) CLARIFICATION.—In carrying out this section, the Sec-
retary shall ensure that health care providers are not penalized 
for the failure of developers of health information technology 
or other entities offering health information technology to such 
providers to ensure that such technology meets the require-
ments to be certified under this title. 
‘‘(b) INSPECTOR GENERAL AUTHORITY.— 


‘‘(1) IN GENERAL.—The inspector general of the Department 
of Health and Human Services (referred to in this section 
as the ‘Inspector General’) may investigate any claim that— 


‘‘(A) a health information technology developer of cer-
tified health information technology or other entity offering 
certified health information technology— 


‘‘(i) submitted a false attestation under section 
3001(c)(5)(D)(vii); or 


‘‘(ii) engaged in information blocking; 
‘‘(B) a health care provider engaged in information 


blocking; or 


VerDate Sep 11 2014 12:41 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00145 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1178 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(C) a health information exchange or network engaged 
in information blocking. 
‘‘(2) PENALTIES.— 


‘‘(A) DEVELOPERS, NETWORKS, AND EXCHANGES.—Any 
individual or entity described in subparagraph (A) or (C) 
of paragraph (1) that the Inspector General, following an 
investigation conducted under this subsection, determines 
to have committed information blocking shall be subject 
to a civil monetary penalty determined by the Secretary 
for all such violations identified through such investigation, 
which may not exceed $1,000,000 per violation. Such deter-
mination shall take into account factors such as the nature 
and extent of the information blocking and harm resulting 
from such information blocking, including, where 
applicable, the number of patients affected, the number 
of providers affected, and the number of days the informa-
tion blocking persisted. 


‘‘(B) PROVIDERS.—Any individual or entity described 
in subparagraph (B) of paragraph (1) determined by the 
Inspector General to have committed information blocking 
shall be referred to the appropriate agency to be subject 
to appropriate disincentives using authorities under 
applicable Federal law, as the Secretary sets forth through 
notice and comment rulemaking. 


‘‘(C) PROCEDURE.—The provisions of section 1128A of 
the Social Security Act (other than subsections (a) and 
(b) of such section) shall apply to a civil money penalty 
applied under this paragraph in the same manner as such 
provisions apply to a civil money penalty or proceeding 
under such section 1128A(a). 


‘‘(D) RECOVERED PENALTY FUNDS.—The amounts recov-
ered under this paragraph shall be allocated as follows: 


‘‘(i) ANNUAL OPERATING EXPENSES.—Each year fol-
lowing the establishment of the authority under this 
subsection, the Office of the Inspector General shall 
provide to the Secretary an estimate of the costs to 
carry out investigations under this section. Such esti-
mate may include reasonable reserves to account for 
variance in annual amounts recovered under this para-
graph. There is authorized to be appropriated for pur-
poses of carrying out this section an amount equal 
to the amount specified in such estimate for the fiscal 
year. 


‘‘(ii) APPLICATION TO OTHER PROGRAMS.—The 
amounts recovered under this paragraph and 
remaining after amounts are made available under 
clause (i) shall be transferred to the Federal Hospital 
Insurance Trust Fund under section 1817 of the Social 
Security Act and the Federal Supplementary Medical 
Insurance Trust Fund under section 1841 of such Act, 
in such proportion as the Secretary determines appro-
priate. 
‘‘(E) AUTHORIZATION OF APPROPRIATIONS.—There is 


authorized to be appropriated to the Office of the Inspector 
General to carry out this section $10,000,000, to remain 
available until expended. 
‘‘(3) RESOLUTION OF CLAIMS.— 
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‘‘(A) IN GENERAL.—The Office of the Inspector General, 
if such Office determines that a consultation regarding 
the health privacy and security rules promulgated under 
section 264(c) of the Health Insurance Portability and 
Accountability Act of 1996 (42 U.S.C. 1320d–2 note) will 
resolve an information blocking claim, may refer such 
instances of information blocking to the Office for Civil 
Rights of the Department of Health and Human Services 
for resolution. 


‘‘(B) LIMITATION ON LIABILITY.—If a health care pro-
vider or health information technology developer makes 
information available based on a good faith reliance on 
consultations with the Office for Civil Rights of the Depart-
ment of Health and Human Services pursuant to a referral 
under subparagraph (A), with respect to such information, 
the health care provider or developer shall not be liable 
for such disclosure or disclosures made pursuant to 
subparagraph (A). 


‘‘(c) IDENTIFYING BARRIERS TO EXCHANGE OF CERTIFIED HEALTH 
INFORMATION TECHNOLOGY.— 


‘‘(1) TRUSTED EXCHANGE DEFINED.—In this section, the term 
‘trusted exchange’ with respect to certified electronic health 
records means that the certified electronic health record tech-
nology has the technical capability to enable secure health 
information exchange between users and multiple certified elec-
tronic health record technology systems. 


‘‘(2) GUIDANCE.—The National Coordinator, in consultation 
with the Office for Civil Rights of the Department of Health 
and Human Services, shall issue guidance on common legal, 
governance, and security barriers that prevent the trusted 
exchange of electronic health information. 


‘‘(3) REFERRAL.—The National Coordinator and the Office 
for Civil Rights of the Department of Health and Human Serv-
ices may refer to the Inspector General instances or patterns 
of refusal to exchange health information with an individual 
or entity using certified electronic health record technology 
that is technically capable of trusted exchange and under condi-
tions when exchange is legally permissible. 
‘‘(d) ADDITIONAL PROVISIONS.— 


‘‘(1) INFORMATION SHARING PROVISIONS.—The National 
Coordinator may serve as a technical consultant to the 
Inspector General and the Federal Trade Commission for pur-
poses of carrying out this section. The National Coordinator 
may, notwithstanding any other provision of law, share 
information related to claims or investigations under subsection 
(b) with the Federal Trade Commission for purposes of such 
investigations and shall share information with the Inspector 
General, as required by law. 


‘‘(2) PROTECTION FROM DISCLOSURE OF INFORMATION.—Any 
information that is received by the National Coordinator in 
connection with a claim or suggestion of possible information 
blocking and that could reasonably be expected to facilitate 
identification of the source of the information— 


‘‘(A) shall not be disclosed by the National Coordinator 
except as may be necessary to carry out the purpose of 
this section; 
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‘‘(B) shall be exempt from mandatory disclosure under 
section 552 of title 5, United States Code, as provided 
by subsection (b)(3) of such section; and 


‘‘(C) may be used by the Inspector General or Federal 
Trade Commission for reporting purposes to the extent 
that such information could not reasonably be expected 
to facilitate identification of the source of such information. 
‘‘(3) STANDARDIZED PROCESS.— 


‘‘(A) IN GENERAL.—The National Coordinator shall 
implement a standardized process for the public to submit 
reports on claims of— 


‘‘(i) health information technology products or 
developers of such products (or other entities offering 
such products to health care providers) not being inter-
operable or resulting in information blocking; 


‘‘(ii) actions described in subsection (b)(1) that 
result in information blocking as described in sub-
section (a); and 


‘‘(iii) any other act described in subsection (a). 
‘‘(B) COLLECTION OF INFORMATION.—The standardized 


process implemented under subparagraph (A) shall provide 
for the collection of such information as the originating 
institution, location, type of transaction, system and 
version, timestamp, terminating institution, locations, 
system and version, failure notice, and other related 
information. 
‘‘(4) NONDUPLICATION OF PENALTY STRUCTURES.—In car-


rying out this subsection, the Secretary shall, to the extent 
possible, ensure that penalties do not duplicate penalty struc-
tures that would otherwise apply with respect to information 
blocking and the type of individual or entity involved as of 
the day before the date of the enactment of this section.’’. 


SEC. 4005. LEVERAGING ELECTRONIC HEALTH RECORDS TO IMPROVE 
PATIENT CARE. 


(a) REQUIREMENT RELATING TO REGISTRIES.— 
(1) IN GENERAL.—To be certified in accordance with title 


XXX of the Public Health Service Act (42 U.S.C. 300jj et seq.), 
electronic health records shall be capable of transmitting to, 
and where applicable, receiving and accepting data from, reg-
istries in accordance with standards recognized by the Office 
of the National Coordinator for Health Information Technology, 
including clinician-led clinical data registries, that are also 
certified to be technically capable of receiving and accepting 
from, and where applicable, transmitting data to certified elec-
tronic health record technology in accordance with such stand-
ards. 


(2) RULE OF CONSTRUCTION.—Nothing in this subsection 
shall be construed to require the certification of registries 
beyond the technical capability to exchange data in accordance 
with applicable recognized standards. 
(b) DEFINITION.—For purposes of this Act, the term ‘‘clinician- 


led clinical data registry’’ means a clinical data repository— 
(1) that is established and operated by a clinician-led or 


controlled, tax-exempt (pursuant to section 501(c) of the 
Internal Revenue Code of 1986), professional society or other 
similar clinician-led or -controlled organization, or such 


42 USC 300jj–14 
note. 
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organization’s controlled affiliate, devoted to the care of a popu-
lation defined by a particular disease, condition, exposure or 
therapy; 


(2) that is designed to collect detailed, standardized data 
on an ongoing basis for medical procedures, services, or thera-
pies for particular diseases, conditions, or exposures; 


(3) that provides feedback to participants who submit 
reports to the repository; 


(4) that meets standards for data quality including— 
(A) systematically collecting clinical and other health 


care data, using standardized data elements and having 
procedures in place to verify the completeness and validity 
of those data; and 


(B) being subject to regular data checks or audits to 
verify completeness and validity; and 
(5) that provides ongoing participant training and support. 


(c) TREATMENT OF HEALTH INFORMATION TECHNOLOGY DEVEL-
OPERS WITH RESPECT TO PATIENT SAFETY ORGANIZATIONS.— 


(1) IN GENERAL.—In applying part C of title IX of the 
Public Health Service Act (42 U.S.C. 299b–21 et seq.), a health 
information technology developer shall be treated as a provider 
(as defined in section 921 of such Act) for purposes of reporting 
and conducting patient safety activities concerning improving 
clinical care through the use of health information technology 
that could result in improved patient safety, health care quality, 
or health care outcomes. 


(2) REPORT.—Not later than 4 years after the date of enact-
ment of this Act, the Secretary of Health and Human Services 
shall submit to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives, a report con-
cerning best practices and current trends voluntarily provided, 
without identifying individual providers or disclosing or using 
protected health information or individually identifiable 
information, by patient safety organizations to improve the 
integration of health information technology into clinical prac-
tice. 


SEC. 4006. EMPOWERING PATIENTS AND IMPROVING PATIENT ACCESS 
TO THEIR ELECTRONIC HEALTH INFORMATION. 


(a) USE OF HEALTH INFORMATION EXCHANGES FOR PATIENT 
ACCESS.—Section 3009 of the Public Health Service Act (42 U.S.C. 
300jj–19) is amended by adding at the end the following: 


‘‘(c) PROMOTING PATIENT ACCESS TO ELECTRONIC HEALTH 
INFORMATION THROUGH HEALTH INFORMATION EXCHANGES .— 


‘‘(1) IN GENERAL.—The Secretary shall use existing authori-
ties to encourage partnerships between health information 
exchange organizations and networks and health care pro-
viders, health plans, and other appropriate entities with the 
goal of offering patients access to their electronic health 
information in a single, longitudinal format that is easy to 
understand, secure, and may be updated automatically. 


‘‘(2) EDUCATION OF PROVIDERS.—The Secretary, in coordina-
tion with the Office for Civil Rights of the Department of 
Health and Human Services, shall— 


‘‘(A) educate health care providers on ways of 
leveraging the capabilities of health information exchanges 
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(or other relevant platforms) to provide patients with access 
to their electronic health information; 


‘‘(B) clarify misunderstandings by health care providers 
about using health information exchanges (or other rel-
evant platforms) for patient access to electronic health 
information; and 


‘‘(C) to the extent practicable, educate providers about 
health information exchanges (or other relevant platforms) 
that employ some or all of the capabilities described in 
paragraph (1). 
‘‘(3) REQUIREMENTS.—In carrying out paragraph (1), the 


Secretary, in coordination with the Office for Civil Rights, shall 
issue guidance to health information exchanges related to best 
practices to ensure that the electronic health information pro-
vided to patients is— 


‘‘(A) private and secure; 
‘‘(B) accurate; 
‘‘(C) verifiable; and 
‘‘(D) where a patient’s authorization to exchange 


information is required by law, easily exchanged pursuant 
to such authorization. 
‘‘(4) RULE OF CONSTRUCTION.—Nothing in this subsection 


shall be construed to preempt State laws applicable to patient 
consent for the access of information through a health informa-
tion exchange (or other relevant platform) that provide protec-
tions to patients that are greater than the protections otherwise 
provided for under applicable Federal law. 
‘‘(d) EFFORTS TO PROMOTE ACCESS TO HEALTH INFORMATION.— 


The National Coordinator and the Office for Civil Rights of the 
Department of Health and Human Services shall jointly promote 
patient access to health information in a manner that would ensure 
that such information is available in a form convenient for the 
patient, in a reasonable manner, without burdening the health 
care provider involved. 


‘‘(e) ACCESSIBILITY OF PATIENT RECORDS.— 
‘‘(1) ACCESSIBILITY AND UPDATING OF INFORMATION.— 


‘‘(A) IN GENERAL.—The Secretary, in consultation with 
the National Coordinator, shall promote policies that 
ensure that a patient’s electronic health information is 
accessible to that patient and the patient’s designees, in 
a manner that facilitates communication with the patient’s 
health care providers and other individuals, including 
researchers, consistent with such patient’s consent. 


‘‘(B) UPDATING EDUCATION ON ACCESSING AND 
EXCHANGING PERSONAL HEALTH INFORMATION.—To promote 
awareness that an individual has a right of access to 
inspect, obtain a copy of, and transmit to a third party 
a copy of such individual’s protected health information 
pursuant to the Health Information Portability and 
Accountability Act, Privacy Rule (subpart E of part 164 
of title 45, Code of Federal Regulations), the Director of 
the Office for Civil Rights, in consultation with the National 
Coordinator, shall assist individuals and health care pro-
viders in understanding a patient’s rights to access and 
protect personal health information under the Health 
Insurance Portability and Accountability Act of 1996 
(Public Law 104–191), including providing best practices 
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for requesting personal health information in a computable 
format, including using patient portals or third-party 
applications and common cases when a provider is per-
mitted to exchange and provide access to health informa-
tion.’’. 
‘‘(2) CERTIFYING USABILITY FOR PATIENTS.—In carrying out 


certification programs under section 3001(c)(5), the National 
Coordinator may require that— 


‘‘(A) the certification criteria support— 
‘‘(i) patient access to their electronic health 


information, including in a single longitudinal format 
that is easy to understand, secure, and may be updated 
automatically; 


‘‘(ii) the patient’s ability to electronically commu-
nicate patient-reported information (such as family his-
tory and medical history); and 


‘‘(iii) patient access to their personal electronic 
health information for research at the option of the 
patient; and 
‘‘(B) the HIT Advisory Committee develop and 


prioritize standards, implementation specifications, and 
certification criteria required to help support patient access 
to electronic health information, patient usability, and sup-
port for technologies that offer patients access to their 
electronic health information in a single, longitudinal for-
mat that is easy to understand, secure, and may be updated 
automatically.’’. 


(b) ACCESS TO INFORMATION IN AN ELECTRONIC FORMAT.—Sec-
tion 13405(e) of the Health Information Technology for Economic 
and Clinical Health Act (42 U.S.C. 17935) is amended— 


(1) in paragraph (1), by striking ‘‘and’’ at the end; 
(2) by redesignating paragraph (2) as paragraph (3); and 
(3) by inserting after paragraph (1), the following: 
‘‘(2) if the individual makes a request to a business asso-


ciate for access to, or a copy of, protected health information 
about the individual, or if an individual makes a request to 
a business associate to grant such access to, or transmit such 
copy directly to, a person or entity designated by the individual, 
a business associate may provide the individual with such 
access or copy, which may be in an electronic form, or grant 
or transmit such access or copy to such person or entity des-
ignated by the individual; and’’. 


SEC. 4007. GAO STUDY ON PATIENT MATCHING. 


(a) IN GENERAL.—Not later than 1 year after the date of enact-
ment of this Act, the Comptroller General of the United States 
shall conduct a study to— 


(1) review the policies and activities of the Office of the 
National Coordinator for Health Information Technology and 
other relevant stakeholders, which may include standards 
development organizations, experts in the technical aspects 
of health information technology, health information technology 
developers, providers of health services, health care suppliers, 
health care payers, health care quality organizations, States, 
health information technology policy experts, and other appro-
priate entities, to ensure appropriate patient matching to pro-
tect patient privacy and security with respect to electronic 
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health records and the exchange of electronic health informa-
tion; and 


(2) survey ongoing efforts related to the policies and activi-
ties described in paragraph (1) and the effectiveness of such 
efforts occurring in the private sector. 
(b) AREAS OF CONCENTRATION.—In conducting the study under 


subsection (a), the Comptroller General shall— 
(1) evaluate current methods used in certified electronic 


health records for patient matching based on performance 
related to factors such as— 


(A) the privacy of patient information; 
(B) the security of patient information; 
(C) improving matching rates; 
(D) reducing matching errors; and 
(E) reducing duplicate records; and 


(2) determine whether the Office of the National Coordi-
nator for Health Information Technology could improve patient 
matching by taking steps including— 


(A) defining additional data elements to assist in 
patient data matching; 


(B) agreeing on a required minimum set of elements 
that need to be collected and exchanged; 


(C) requiring electronic health records to have the 
ability to make certain fields required and use specific 
standards; and 


(D) other options recommended by the relevant stake-
holders consulted pursuant to subsection (a). 


(c) REPORT.—Not later than 2 years after the date of enactment 
of this Act, the Comptroller General shall submit to the appropriate 
committees of Congress a report concerning the findings of the 
study conducted under subsection (a). 


SEC. 4008. GAO STUDY ON PATIENT ACCESS TO HEALTH INFORMATION. 


(a) STUDY.— 
(1) IN GENERAL.—The Comptroller General of the United 


States (referred to in this section as the ‘‘Comptroller General’’) 
shall build on prior Government Accountability Office studies 
and other literature review and conduct a study to review 
patient access to their own protected health information, 
including barriers to such patient access and complications 
or difficulties providers experience in providing access to 
patients. In conducting such study, the Comptroller General 
shall consider the increase in adoption of health information 
technology and the increasing prevalence of protected health 
information that is maintained electronically. 


(2) AREAS OF CONCENTRATION.—In conducting the review 
under paragraph (1), the Comptroller General shall consider— 


(A) instances when covered entities charge individuals, 
including patients, third parties, and health care providers, 
for record requests, including records that are requested 
in an electronic format; 


(B) examples of the amounts and types of fees charged 
to individuals for record requests, including instances when 
the record is requested to be transmitted to a third party; 


(C) the extent to which covered entities are unable 
to provide the access requested by individuals in the form 
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and format requested by the individual, including examples 
of such instances; 


(D) instances in which third parties may request pro-
tected health information through patients’ individual right 
of access, including instances where such requests may 
be used to circumvent appropriate fees that may be charged 
to third parties; 


(E) opportunities that permit covered entities to charge 
appropriate fees to third parties for patient records while 
providing patients with access to their protected health 
information at low or no cost; 


(F) the ability of providers to distinguish between 
requests originating from an individual that require limita-
tion to a cost-based fee and requests originating from third 
parties that may not be limited to cost-based fees; and 


(G) other circumstances that may inhibit the ability 
of providers to provide patients with access to their records, 
and the ability of patients to gain access to their records. 


(b) REPORT.—Not later than 18 months after the date of enact-
ment of this Act, the Comptroller General shall submit a report 
to Congress on the findings of the study conducted under subsection 
(a). 
SEC. 4009. IMPROVING MEDICARE LOCAL COVERAGE DETERMINA-


TIONS. 


(a) IN GENERAL.—Section 1862(l)(5) of the Social Security Act 
(42 U.S.C. 1395y(l)(5)) is amended by adding at the end the fol-
lowing new subparagraph: 


‘‘(D) LOCAL COVERAGE DETERMINATIONS.—The Sec-
retary shall require each Medicare administrative con-
tractor that develops a local coverage determination to 
make available on the Internet website of such contractor 
and on the Medicare Internet website, at least 45 days 
before the effective date of such determination, the fol-
lowing information: 


‘‘(i) Such determination in its entirety. 
‘‘(ii) Where and when the proposed determination 


was first made public. 
‘‘(iii) Hyperlinks to the proposed determination and 


a response to comments submitted to the contractor 
with respect to such proposed determination. 


‘‘(iv) A summary of evidence that was considered 
by the contractor during the development of such deter-
mination and a list of the sources of such evidence. 


‘‘(v) An explanation of the rationale that supports 
such determination.’’. 


(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall apply with respect to local coverage determinations that are 
proposed or revised on or after the date that is 180 days after 
the date of enactment of this Act. 
SEC. 4010. MEDICARE PHARMACEUTICAL AND TECHNOLOGY OMBUDS-


MAN. 


Section 1808 of the Social Security Act (42 U.S.C. 1395b– 
9) is amended by adding at the end the following new subsection: 


‘‘(d) PHARMACEUTICAL AND TECHNOLOGY OMBUDSMAN.— 
‘‘(1) IN GENERAL.—Not later than 12 months after the date 


of enactment of this paragraph, the Secretary shall provide 


42 USC 1395y 
note. 
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for a pharmaceutical and technology ombudsman within the 
Centers for Medicare & Medicaid Services who shall receive 
and respond to complaints, grievances, and requests that— 


‘‘(A) are from entities that manufacture pharma-
ceutical, biotechnology, medical device, or diagnostic prod-
ucts that are covered or for which coverage is being sought 
under this title; and 


‘‘(B) are with respect to coverage, coding, or payment 
under this title for such products. 
‘‘(2) APPLICATION.—The second sentence of subsection (c)(2) 


shall apply to the ombudsman under subparagraph (A) in the 
same manner as such sentence applies to the Medicare Bene-
ficiary Ombudsman under subsection (c).’’. 


SEC. 4011. MEDICARE SITE-OF-SERVICE PRICE TRANSPARENCY. 


Section 1834 of the Social Security Act (42 U.S.C. 1395m) 
is amended by adding at the end the following new subsection: 


‘‘(t) SITE-OF-SERVICE PRICE TRANSPARENCY.— 
‘‘(1) IN GENERAL.—In order to facilitate price transparency 


with respect to items and services for which payment may 
be made either to a hospital outpatient department or to an 
ambulatory surgical center under this title, the Secretary shall, 
for 2018 and each year thereafter, make available to the public 
via a searchable Internet website, with respect to an appro-
priate number of such items and services— 


‘‘(A) the estimated payment amount for the item or 
service under the outpatient department fee schedule under 
subsection (t) of section 1833 and the ambulatory surgical 
center payment system under subsection (i) of such section; 
and 


‘‘(B) the estimated amount of beneficiary liability 
applicable to the item or service. 
‘‘(2) CALCULATION OF ESTIMATED BENEFICIARY LIABILITY.— 


For purposes of paragraph (1)(B), the estimated amount of 
beneficiary liability, with respect to an item or service, is the 
amount for such item or service for which an individual who 
does not have coverage under a Medicare supplemental policy 
certified under section 1882 or any other supplemental insur-
ance coverage is responsible. 


‘‘(3) IMPLEMENTATION.—In carrying out this subsection, the 
Secretary— 


‘‘(A) shall include in the notice described in section 
1804(a) a notification of the availability of the estimated 
amounts made available under paragraph (1); and 


‘‘(B) may utilize mechanisms in existence on the date 
of enactment of this subsection, such as the portion of 
the Internet website of the Centers for Medicare & Med-
icaid Services on which information comparing physician 
performance is posted (commonly referred to as the Physi-
cian Compare Internet website), to make available such 
estimated amounts under such paragraph. 
‘‘(4) FUNDING.—For purposes of implementing this sub-


section, the Secretary shall provide for the transfer, from the 
Federal Supplementary Medical Insurance Trust Fund under 
section 1841 to the Centers for Medicare & Medicaid Services 
Program Management Account, of $6,000,000 for fiscal year 
2017, to remain available until expended.’’. 
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SEC. 4012. TELEHEALTH SERVICES IN MEDICARE. 


(a) PROVISION OF INFORMATION BY CENTERS FOR MEDICARE 
& MEDICAID SERVICES.—Not later than 1 year after the date of 
enactment of this Act, the Administrator of the Centers for Medicare 
& Medicaid Services shall provide to the committees of jurisdiction 
of the House of Representatives and the Senate information on 
the following: 


(1) The populations of Medicare beneficiaries, such as those 
who are dually eligible for the Medicare program under title 
XVIII of the Social Security Act (42 U.S.C. 1395 et seq.) and 
the Medicaid program under title XIX of such Act (42 U.S.C. 
1396 et seq.) and those with chronic conditions, whose care 
may be improved most in terms of quality and efficiency by 
the expansion, in a manner that meets or exceeds the existing 
in-person standard of care under the Medicare program under 
such title XVIII, of telehealth services under section 1834(m)(4) 
of such Act (42 U.S.C. 1395m(m)(4)). 


(2) Activities by the Center for Medicare and Medicaid 
Innovation which examine the use of telehealth services in 
models, projects, or initiatives funded through section 1115A 
of such Act (42 U.S.C. 1315a). 


(3) The types of high-volume services (and related 
diagnoses) under such title XVIII which might be suitable 
to be furnished using telehealth. 


(4) Barriers that might prevent the expansion of telehealth 
services under section 1834(m)(4) of the Social Security Act 
(42 U.S.C. 1395m(m)(4)) beyond such services that are in effect 
as of the date of enactment of this Act. 
(b) PROVISION OF INFORMATION BY MEDPAC.—Not later than 


March 15, 2018, the Medicare Payment Advisory Commission estab-
lished under section 1805 of the Social Security Act (42 U.S.C. 
1395b–6) shall, using quantitative and qualitative research 
methods, provide information to the committees of jurisdiction of 
the House of Representatives and the Senate that identifies— 


(1) the telehealth services for which payment can be made, 
as of the date of enactment of this Act, under the fee-for- 
service program under parts A and B of title XVIII of such 
Act; 


(2) the telehealth services for which payment can be made, 
as of such date, under private health insurance plans; and 


(3) with respect to services identified under paragraph 
(2) but not under paragraph (1), ways in which payment for 
such services might be incorporated into such fee-for-service 
program (including any recommendations for ways to accom-
plish this incorporation). 
(c) SENSE OF CONGRESS.—It is the sense of Congress that— 


(1) eligible originating sites should be expanded beyond 
those originating sites described in section 1834(m)(4)(C) of 
the Social Security Act (42 U.S.C. 1395m(m)(4)(C)); and 


(2) any expansion of telehealth services under the Medicare 
program under title XVIII of such Act should— 


(A) recognize that telemedicine is the delivery of safe, 
effective, quality health care services, by a health care 
provider, using technology as the mode of care delivery; 


(B) meet or exceed the conditions of coverage and pay-
ment with respect to the Medicare program if the service 
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was furnished in person, including standards of care, unless 
specifically addressed in subsequent legislation; and 


(C) involve clinically appropriate means to furnish such 
services. 


TITLE V—SAVINGS 


SEC. 5001. SAVINGS IN THE MEDICARE IMPROVEMENT FUND. 


Section 1898(b)(1) of the Social Security Act (42 U.S.C. 
1395iii(b)(1)), as amended by section 704(h) of the Comprehensive 
Addiction and Recovery Act of 2016, is amended by striking 
‘‘$140,000,000’’ and inserting ‘‘$270,000,000’’. 
SEC. 5002. MEDICAID REIMBURSEMENT TO STATES FOR DURABLE 


MEDICAL EQUIPMENT. 


Section 1903(i)(27) of the Social Security Act (42 U.S.C. 
1396b(i)(27)) is amended by striking ‘‘January 1, 2019’’ and inserting 
‘‘January 1, 2018’’. 
SEC. 5003. PENALTIES FOR VIOLATIONS OF GRANTS, CONTRACTS, AND 


OTHER AGREEMENTS. 


(a) IN GENERAL.—Section 1128A of the Social Security Act 
(42 U.S.C. 1320a–7a) is amended by adding at the end the following 
new subsections: 


‘‘(o) Any person (including an organization, agency, or other 
entity, but excluding a program beneficiary, as defined in subsection 
(q)(4)) that, with respect to a grant, contract, or other agreement 
for which the Secretary provides funding— 


‘‘(1) knowingly presents or causes to be presented a speci-
fied claim (as defined in subsection (r)) under such grant, 
contract, or other agreement that the person knows or should 
know is false or fraudulent; 


‘‘(2) knowingly makes, uses, or causes to be made or used 
any false statement, omission, or misrepresentation of a mate-
rial fact in any application, proposal, bid, progress report, or 
other document that is required to be submitted in order to 
directly or indirectly receive or retain funds provided in whole 
or in part by such Secretary pursuant to such grant, contract, 
or other agreement; 


‘‘(3) knowingly makes, uses, or causes to be made or used, 
a false record or statement material to a false or fraudulent 
specified claim under such grant, contract, or other agreement; 


‘‘(4) knowingly makes, uses, or causes to be made or used, 
a false record or statement material to an obligation (as defined 
in subsection (s)) to pay or transmit funds or property to such 
Secretary with respect to such grant, contract, or other agree-
ment, or knowingly conceals or knowingly and improperly 
avoids or decreases an obligation to pay or transmit funds 
or property to such Secretary with respect to such grant, con-
tract, or other agreement; or 


‘‘(5) fails to grant timely access, upon reasonable request 
(as defined by such Secretary in regulations), to the Inspector 
General of the Department, for the purpose of audits, investiga-
tions, evaluations, or other statutory functions of such Inspector 
General in matters involving such grants, contracts, or other 
agreements; 
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shall be subject, in addition to any other penalties that may be 
prescribed by law, to a civil money penalty in cases under paragraph 
(1), of not more than $10,000 for each specified claim; in cases 
under paragraph (2), not more than $50,000 for each false state-
ment, omission, or misrepresentation of a material fact; in cases 
under paragraph (3), not more than $50,000 for each false record 
or statement; in cases under paragraph (4), not more than $50,000 
for each false record or statement or $10,000 for each day that 
the person knowingly conceals or knowingly and improperly avoids 
or decreases an obligation to pay; or in cases under paragraph 
(5), not more than $15,000 for each day of the failure described 
in such paragraph. In addition, in cases under paragraphs (1) 
and (3), such a person shall be subject to an assessment of not 
more than 3 times the amount claimed in the specified claim 
described in such paragraph in lieu of damages sustained by the 
United States or a specified State agency because of such specified 
claim, and in cases under paragraphs (2) and (4), such a person 
shall be subject to an assessment of not more than 3 times the 
total amount of the funds described in paragraph (2) or (4), respec-
tively (or, in the case of an obligation to transmit property to 
the Secretary described in paragraph (4), of the value of the property 
described in such paragraph) in lieu of damages sustained by the 
United States or a specified State agency because of such case. 
In addition, the Secretary may make a determination in the same 
proceeding to exclude the person from participation in the Federal 
health care programs (as defined in section 1128B(f)(1)) and to 
direct the appropriate State agency to exclude the person from 
participation in any State health care program. 


‘‘(p) The provisions of subsections (c), (d), (g), and (h) shall 
apply to a civil money penalty or assessment under subsection 
(o) in the same manner as such provisions apply to a penalty, 
assessment, or proceeding under subsection (a). In applying sub-
section (d), each reference to a claim under such subsection shall 
be treated as including a reference to a specified claim (as defined 
in subsection (r)). 


‘‘(q) For purposes of this subsection and subsections (o) and 
(p): 


‘‘(1) The term ‘Department’ means the Department of 
Health and Human Services. 


‘‘(2) The term ‘material’ means having a natural tendency 
to influence, or be capable of influencing, the payment or receipt 
of money or property. 


‘‘(3) The term ‘other agreement’ includes a cooperative 
agreement, scholarship, fellowship, loan, subsidy, payment for 
a specified use, donation agreement, award, or subaward 
(regardless of whether one or more of the persons entering 
into the agreement is a contractor or subcontractor). 


‘‘(4) The term ‘program beneficiary’ means, in the case 
of a grant, contract, or other agreement designed to accomplish 
the objective of awarding or otherwise furnishing benefits or 
assistance to individuals and for which the Secretary provides 
funding, an individual who applies for, or who receives, such 
benefits or assistance from such grant, contract, or other agree-
ment. Such term does not include, with respect to such grant, 
contract, or other agreement, an officer, employee, or agent 
of a person or entity that receives such grant or that enters 
into such contract or other agreement. 
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‘‘(5) The term ‘recipient’ includes a subrecipient or subcon-
tractor. 


‘‘(6) The term ‘specified State agency’ means an agency 
of a State government established or designated to administer 
or supervise the administration of a grant, contract, or other 
agreement funded in whole or in part by the Secretary. 
‘‘(r) For purposes of this section, the term ‘specified claim’ 


means any application, request, or demand under a grant, contract, 
or other agreement for money or property, whether or not the 
United States or a specified State agency has title to the money 
or property, that is not a claim (as defined in subsection (i)(2)) 
and that— 


‘‘(1) is presented or caused to be presented to an officer, 
employee, or agent of the Department or agency thereof, or 
of any specified State agency; or 


‘‘(2) is made to a contractor, grantee, or any other recipient 
if the money or property is to be spent or used on the Depart-
ment’s behalf or to advance a Department program or interest, 
and if the Department— 


‘‘(A) provides or has provided any portion of the money 
or property requested or demanded; or 


‘‘(B) will reimburse such contractor, grantee, or other 
recipient for any portion of the money or property which 
is requested or demanded. 


‘‘(s) For purposes of subsection (o), the term ‘obligation’ means 
an established duty, whether or not fixed, arising from an express 
or implied contractual, grantor-grantee, or licensor-licensee relation-
ship, for a fee-based or similar relationship, from statute or regula-
tion, or from the retention of any overpayment.’’. 


(b) CONFORMING AMENDMENTS.—Section 1128A of the Social 
Security Act (42 U.S.C. 1320a–7a) is amended— 


(1) in subsection (e), by inserting ‘‘or specified claim’’ after 
‘‘claim’’ in the first sentence; and 


(2) in subsection (f)— 
(A) in the matter preceding paragraph (1)— 


(i) by inserting ‘‘or specified claim (as defined in 
subsection (r))’’ after ‘‘district where the claim’’; and 


(ii) by inserting ‘‘(or, with respect to a person 
described in subsection (o), the person)’’ after ‘‘claim-
ant’’; and 
(B) in the matter following paragraph (4), by inserting 


‘‘(or, in the case of a penalty or assessment under subsection 
(o), by a specified State agency (as defined in subsection 
(q)(6)),’’ after ‘‘or a State agency’’. 


SEC. 5004. REDUCING OVERPAYMENTS OF INFUSION DRUGS. 


(a) TREATMENT OF INFUSION DRUGS FURNISHED THROUGH 
DURABLE MEDICAL EQUIPMENT.—Section 1842(o)(1) of the Social 
Security Act (42 U.S.C. 1395u(o)(1)) is amended— 


(1) in subparagraph (C), by inserting ‘‘(and including a 
drug or biological described in subparagraph (D)(i) furnished 
on or after January 1, 2017)’’ after ‘‘2005’’; and 


(2) in subparagraph (D)— 
(A) by striking ‘‘infusion drugs’’ and inserting ‘‘infusion 


drugs or biologicals’’ each place it appears; and 
(B) in clause (i)— 


VerDate Sep 11 2014 12:41 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00158 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1191 PUBLIC LAW 114–255—DEC. 13, 2016 


(i) by striking ‘‘2004’’ and inserting ‘‘2004, and 
before January 1, 2017’’; and 


(ii) by striking ‘‘for such drug’’. 
(b) NONINCLUSION OF DME INFUSION DRUGS UNDER DME 


COMPETITIVE ACQUISITION PROGRAMS.— 
(1) IN GENERAL.—Section 1847(a)(2)(A) of the Social Secu-


rity Act (42 U.S.C. 1395w–3(a)(2)(A)) is amended— 
(A) by striking ‘‘and excluding’’ and inserting ‘‘, 


excluding’’; and 
(B) by inserting before the period at the end the fol-


lowing: ‘‘, and excluding drugs and biologicals described 
in section 1842(o)(1)(D)’’. 
(2) CONFORMING AMENDMENT.—Section 1842(o)(1)(D)(ii) of 


the Social Security Act (42 U.S.C. 1395u(o)(1)(D)(ii)) is amended 
by striking ‘‘2007’’ and inserting ‘‘2007, and before the date 
of the enactment of the 21st Century Cures Act.’’. 


SEC. 5005. INCREASING OVERSIGHT OF TERMINATION OF MEDICAID 
PROVIDERS. 


(a) INCREASED OVERSIGHT AND REPORTING.— 
(1) STATE REPORTING REQUIREMENTS.—Section 1902(kk) of 


the Social Security Act (42 U.S.C. 1396a(kk)) is amended— 
(A) by redesignating paragraph (8) as paragraph (9); 


and 
(B) by inserting after paragraph (7) the following new 


paragraph: 
‘‘(8) PROVIDER TERMINATIONS.— 


‘‘(A) IN GENERAL.—Beginning on July 1, 2018, in the 
case of a notification under subsection (a)(41) with respect 
to a termination for a reason specified in section 455.101 
of title 42, Code of Federal Regulations (as in effect on 
November 1, 2015) or for any other reason specified by 
the Secretary, of the participation of a provider of services 
or any other person under the State plan (or under a 
waiver of the plan), the State, not later than 30 days 
after the effective date of such termination, submits to 
the Secretary with respect to any such provider or person, 
as appropriate— 


‘‘(i) the name of such provider or person; 
‘‘(ii) the provider type of such provider or person; 
‘‘(iii) the specialty of such provider’s or person’s 


practice; 
‘‘(iv) the date of birth, Social Security number, 


national provider identifier (if applicable), Federal tax-
payer identification number, and the State license or 
certification number of such provider or person (if 
applicable); 


‘‘(v) the reason for the termination; 
‘‘(vi) a copy of the notice of termination sent to 


the provider or person; 
‘‘(vii) the date on which such termination is effec-


tive, as specified in the notice; and 
‘‘(viii) any other information required by the Sec-


retary. 
‘‘(B) EFFECTIVE DATE DEFINED.—For purposes of this 


paragraph, the term ‘effective date’ means, with respect 
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to a termination described in subparagraph (A), the later 
of— 


‘‘(i) the date on which such termination is effective, 
as specified in the notice of such termination; or 


‘‘(ii) the date on which all appeal rights applicable 
to such termination have been exhausted or the 
timeline for any such appeal has expired.’’. 


(2) CONTRACT REQUIREMENT FOR MANAGED CARE ENTI-
TIES.—Section 1932(d) of the Social Security Act (42 U.S.C. 
1396u–2(d)) is amended by adding at the end the following 
new paragraph: 


‘‘(5) CONTRACT REQUIREMENT FOR MANAGED CARE ENTI-
TIES.—With respect to any contract with a managed care entity 
under section 1903(m) or 1905(t)(3) (as applicable), no later 
than July 1, 2018, such contract shall include a provision 
that providers of services or persons terminated (as described 
in section 1902(kk)(8)) from participation under this title, title 
XVIII, or title XXI shall be terminated from participating under 
this title as a provider in any network of such entity that 
serves individuals eligible to receive medical assistance under 
this title.’’. 


(3) TERMINATION NOTIFICATION DATABASE.—Section 1902 
of the Social Security Act (42 U.S.C. 1396a) is amended by 
adding at the end the following new subsection: 
‘‘(ll) TERMINATION NOTIFICATION DATABASE.—In the case of a 


provider of services or any other person whose participation under 
this title or title XXI is terminated (as described in subsection 
(kk)(8)), the Secretary shall, not later than 30 days after the date 
on which the Secretary is notified of such termination under sub-
section (a)(41) (as applicable), review such termination and, if the 
Secretary determines appropriate, include such termination in any 
database or similar system developed pursuant to section 6401(b)(2) 
of the Patient Protection and Affordable Care Act (42 U.S.C. 1395cc 
note; Public Law 111–148).’’. 


(4) NO FEDERAL FUNDS FOR ITEMS AND SERVICES FURNISHED 
BY TERMINATED PROVIDERS.—Section 1903 of the Social Security 
Act (42 U.S.C. 1396b) is amended— 


(A) in subsection (i)(2)— 
(i) in subparagraph (A), by striking the comma 


at the end and inserting a semicolon; 
(ii) in subparagraph (B), by striking ‘‘or’’ at the 


end; and 
(iii) by adding at the end the following new 


subparagraph: 
‘‘(D) beginning on July 1, 2018, under the plan by 


any provider of services or person whose participation in 
the State plan is terminated (as described in section 
1902(kk)(8)) after the date that is 60 days after the date 
on which such termination is included in the database 
or other system under section 1902(ll); or’’; and 


(B) in subsection (m), by inserting after paragraph 
(2) the following new paragraph: 


‘‘(3) No payment shall be made under this title to a State 
with respect to expenditures incurred by the State for payment 
for services provided by a managed care entity (as defined under 
section 1932(a)(1)) under the State plan under this title (or under 
a waiver of the plan) unless the State— 
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‘‘(A) beginning on July 1, 2018, has a contract with such 
entity that complies with the requirement specified in section 
1932(d)(5); and 


‘‘(B) beginning on January 1, 2018, complies with the 
requirement specified in section 1932(d)(6)(A).’’. 


(5) DEVELOPMENT OF UNIFORM TERMINOLOGY FOR REASONS 
FOR PROVIDER TERMINATION.—Not later than July 1, 2017, the 
Secretary of Health and Human Services shall, in consultation 
with the heads of State agencies administering State Medicaid 
plans (or waivers of such plans), issue regulations establishing 
uniform terminology to be used with respect to specifying rea-
sons under subparagraph (A)(v) of paragraph (8) of section 
1902(kk) of the Social Security Act (42 U.S.C. 1396a(kk)), as 
added by paragraph (1), for the termination (as described in 
such paragraph (8)) of the participation of certain providers 
in the Medicaid program under title XIX of such Act or the 
Children’s Health Insurance Program under title XXI of such 
Act. 


(6) CONFORMING AMENDMENT.—Section 1902(a)(41) of the 
Social Security Act (42 U.S.C. 1396a(a)(41)) is amended by 
striking ‘‘provide that whenever’’ and inserting ‘‘provide, in 
accordance with subsection (kk)(8) (as applicable), that when-
ever’’. 
(b) INCREASING AVAILABILITY OF MEDICAID PROVIDER INFORMA-


TION.— 
(1) FFS PROVIDER ENROLLMENT.—Section 1902(a) of the 


Social Security Act (42 U.S.C. 1396a(a)) is amended by inserting 
after paragraph (77) the following new paragraph: 


‘‘(78) provide that, not later than January 1, 2017, in the 
case of a State that pursuant to its State plan or waiver 
of the plan for medical assistance pays for medical assistance 
on a fee-for-service basis, the State shall require each provider 
furnishing items and services to, or ordering, prescribing, refer-
ring, or certifying eligibility for, services for individuals eligible 
to receive medical assistance under such plan to enroll with 
the State agency and provide to the State agency the provider’s 
identifying information, including the name, specialty, date of 
birth, Social Security number, national provider identifier (if 
applicable), Federal taxpayer identification number, and the 
State license or certification number of the provider (if 
applicable);’’. 


(2) MANAGED CARE PROVIDER ENROLLMENT.—Section 
1932(d) of the Social Security Act (42 U.S.C. 1396u–2(d)), as 
amended by subsection (a)(2), is amended by adding at the 
end the following new paragraph: 


‘‘(6) ENROLLMENT OF PARTICIPATING PROVIDERS.— 
‘‘(A) IN GENERAL.—Beginning not later than January 


1, 2018, a State shall require that, in order to participate 
as a provider in the network of a managed care entity 
that provides services to, or orders, prescribes, refers, or 
certifies eligibility for services for, individuals who are 
eligible for medical assistance under the State plan under 
this title (or under a waiver of the plan) and who are 
enrolled with the entity, the provider is enrolled consistent 
with section 1902(kk) with the State agency administering 
the State plan under this title. Such enrollment shall 


42 USC 1396a 
note. 
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include providing to the State agency the provider’s identi-
fying information, including the name, specialty, date of 
birth, Social Security number, national provider identifier, 
Federal taxpayer identification number, and the State 
license or certification number of the provider. 


‘‘(B) RULE OF CONSTRUCTION.—Nothing in subpara-
graph (A) shall be construed as requiring a provider 
described in such subparagraph to provide services to 
individuals who are not enrolled with a managed care 
entity under this title.’’. 


(c) COORDINATION WITH CHIP.— 
(1) IN GENERAL.—Section 2107(e)(1) of the Social Security 


Act (42 U.S.C. 1397gg(e)(1)) is amended— 
(A) by redesignating subparagraphs (B), (C), (D), (E), 


(F), (G), (H), (I), (J), (K), (L), (M), (N), and (O) as subpara-
graphs (D), (E), (F), (G), (H), (I), (J), (K), (M), (N), (O), 
(P), (Q), and (R), respectively; 


(B) by inserting after subparagraph (A) the following 
new subparagraphs: 


‘‘(B) Section 1902(a)(39) (relating to termination of 
participation of certain providers). 


‘‘(C) Section 1902(a)(78) (relating to enrollment of pro-
viders participating in State plans providing medical assist-
ance on a fee-for-service basis).’’; 


(C) by inserting after subparagraph (K) (as redesig-
nated by subparagraph (A)) the following new subpara-
graph: 


‘‘(L) Section 1903(m)(3) (relating to limitation on pay-
ment with respect to managed care).’’; and 


(D) in subparagraph (P) (as redesignated by subpara-
graph (A)), by striking ‘‘(a)(2)(C) and (h)’’ and inserting 
‘‘(a)(2)(C) (relating to Indian enrollment), (d)(5) (relating 
to contract requirement for managed care entities), (d)(6) 
(relating to enrollment of providers participating with a 
managed care entity), and (h) (relating to special rules 
with respect to Indian enrollees, Indian health care pro-
viders, and Indian managed care entities)’’. 
(2) EXCLUDING FROM MEDICAID PROVIDERS EXCLUDED FROM 


CHIP.—Section 1902(a)(39) of the Social Security Act (42 U.S.C. 
1396a(a)(39)) is amended by striking ‘‘title XVIII or any other 
State plan under this title’’ and inserting ‘‘title XVIII, any 
other State plan under this title (or waiver of the plan), or 
any State child health plan under title XXI (or waiver of the 
plan) and such termination is included by the Secretary in 
any database or similar system developed pursuant to section 
6401(b)(2) of the Patient Protection and Affordable Care Act’’. 
(d) RULE OF CONSTRUCTION.—Nothing in this section shall be 


construed as changing or limiting the appeal rights of providers 
or the process for appeals of States under the Social Security 
Act. 


(e) OIG REPORT.—Not later than March 31, 2020, the Inspector 
General of the Department of Health and Human Services shall 
submit to Congress a report on the implementation of the amend-
ments made by this section. Such report shall include the following: 


(1) An assessment of the extent to which providers who 
are included under subsection (ll) of section 1902 of the Social 
Security Act (42 U.S.C. 1396a) (as added by subsection (a)(3)) 


42 USC 1396a 
note. 
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in the database or similar system referred to in such subsection 
are terminated (as described in paragraph (8) of subsection 
(kk) of such section, as added by subsection (a)(1)) from partici-
pation in all State plans under title XIX of such Act (or waivers 
of such plans). 


(2) Information on the amount of Federal financial partici-
pation paid to States under section 1903 of such Act in violation 
of the limitation on such payment specified in subparagraph 
(D) of subsection (i)(2) of such section and paragraph (3) of 
subsection (m) of such section, as added by subsection (a)(4). 


(3) An assessment of the extent to which contracts with 
managed care entities under title XIX of such Act comply 
with the requirement specified in paragraph (5) of section 
1932(d) of such Act, as added by subsection (a)(2). 


(4) An assessment of the extent to which providers have 
been enrolled under section 1902(a)(78) or 1932(d)(6)(A) of such 
Act (42 U.S.C. 1396a(a)(78), 1396u–2(d)(6)(A)) with State agen-
cies administering State plans under title XIX of such Act 
(or waivers of such plans). 


SEC. 5006. REQUIRING PUBLICATION OF FEE-FOR-SERVICE PROVIDER 
DIRECTORY. 


(a) IN GENERAL.—Section 1902(a) of the Social Security Act 
(42 U.S.C. 1396a(a)) is amended— 


(1) in paragraph (81), by striking ‘‘and’’ at the end; 
(2) in paragraph (82), by striking the period at the end 


and inserting ‘‘; and’’; and 
(3) by inserting after paragraph (82) the following new 


paragraph: 
‘‘(83) provide that, not later than January 1, 2017, in the 


case of a State plan (or waiver of the plan) that provides 
medical assistance on a fee-for-service basis or through a pri-
mary care case-management system described in section 
1915(b)(1) (other than a primary care case management entity 
(as defined by the Secretary)), the State shall publish (and 
update on at least an annual basis) on the public website 
of the State agency administering the State plan, a directory 
of the physicians described in subsection (mm) and, at State 
option, other providers described in such subsection that— 


‘‘(A) includes— 
‘‘(i) with respect to each such physician or pro-


vider— 
‘‘(I) the name of the physician or provider; 
‘‘(II) the specialty of the physician or provider; 
‘‘(III) the address at which the physician or 


provider provides services; and 
‘‘(IV) the telephone number of the physician 


or provider; and 
‘‘(ii) with respect to any such physician or provider 


participating in such a primary care case-management 
system, information regarding— 


‘‘(I) whether the physician or provider is 
accepting as new patients individuals who receive 
medical assistance under this title; and 


‘‘(II) the physician’s or provider’s cultural and 
linguistic capabilities, including the languages 
spoken by the physician or provider or by the 
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skilled medical interpreter providing interpreta-
tion services at the physician’s or provider’s office; 
and 


‘‘(B) may include, at State option, with respect to each 
such physician or provider— 


‘‘(i) the Internet website of such physician or pro-
vider; or 


‘‘(ii) whether the physician or provider is accepting 
as new patients individuals who receive medical assist-
ance under this title.’’. 


(b) DIRECTORY PHYSICIAN OR PROVIDER DESCRIBED.—Section 
1902 of the Social Security Act (42 U.S.C. 1396a), as amended 
by section 5005(a)(3), is further amended by adding at the end 
the following new subsection: 


‘‘(mm) DIRECTORY PHYSICIAN OR PROVIDER DESCRIBED.—A 
physician or provider described in this subsection is— 


‘‘(1) in the case of a physician or provider of a provider 
type for which the State agency, as a condition on receiving 
payment for items and services furnished by the physician 
or provider to individuals eligible to receive medical assistance 
under the State plan, requires the enrollment of the physician 
or provider with the State agency, a physician or a provider 
that— 


‘‘(A) is enrolled with the agency as of the date on 
which the directory is published or updated (as applicable) 
under subsection (a)(83); and 


‘‘(B) received payment under the State plan in the 
12-month period preceding such date; and 
‘‘(2) in the case of a physician or provider of a provider 


type for which the State agency does not require such enroll-
ment, a physician or provider that received payment under 
the State plan (or a waiver of the plan) in the 12-month 
period preceding the date on which the directory is published 
or updated (as applicable) under subsection (a)(83).’’. 
(c) RULE OF CONSTRUCTION.— 


(1) IN GENERAL.—The amendment made by subsection (a) 
shall not be construed to apply in the case of a State (as 
defined for purposes of title XIX of the Social Security Act) 
in which all the individuals enrolled in the State plan under 
such title (or under a waiver of such plan), other than individ-
uals described in paragraph (2), are enrolled with a medicaid 
managed care organization (as defined in section 1903(m)(1)(A) 
of such Act (42 U.S.C. 1396b(m)(1)(A))), including prepaid 
inpatient health plans and prepaid ambulatory health plans 
(as defined by the Secretary of Health and Human Services). 


(2) INDIVIDUALS DESCRIBED.—An individual described in 
this paragraph is an individual who is an Indian (as defined 
in section 4 of the Indian Health Care Improvement Act (25 
U.S.C. 1603)) or an Alaska Native. 
(d) EXCEPTION FOR STATE LEGISLATION.—In the case of a State 


plan under title XIX of the Social Security Act (42 U.S.C. 1396 
et seq.), which the Secretary of Health and Human Services deter-
mines requires State legislation in order for the respective plan 
to meet one or more additional requirements imposed by amend-
ments made by this section, the respective plan shall not be 
regarded as failing to comply with the requirements of such title 


42 USC 1396a 
note. 


42 USC 1396a 
note. 
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solely on the basis of its failure to meet such an additional require-
ment before the first day of the first calendar quarter beginning 
after the close of the first regular session of the State legislature 
that begins after the date of enactment of this Act. For purposes 
of the previous sentence, in the case of a State that has a 2- 
year legislative session, each year of the session shall be considered 
to be a separate regular session of the State legislature. 


SEC. 5007. FAIRNESS IN MEDICAID SUPPLEMENTAL NEEDS TRUSTS. 


(a) IN GENERAL.—Section 1917(d)(4)(A) of the Social Security 
Act (42 U.S.C. 1396p(d)(4)(A)) is amended by inserting ‘‘the indi-
vidual,’’ after ‘‘for the benefit of such individual by’’. 


(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall apply to trusts established on or after the date of the enact-
ment of this Act. 


SEC. 5008. ELIMINATING FEDERAL FINANCIAL PARTICIPATION WITH 
RESPECT TO EXPENDITURES UNDER MEDICAID FOR 
AGENTS USED FOR COSMETIC PURPOSES OR HAIR 
GROWTH. 


(a) IN GENERAL.—Section 1903(i)(21) of the Social Security Act 
(42 U.S.C. 1396b(i)(21)) is amended by inserting ‘‘section 
1927(d)(2)(C) (relating to drugs when used for cosmetic purposes 
or hair growth), except where medically necessary, and’’ after ‘‘drugs 
described in’’. 


(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall apply with respect to calendar quarters beginning on or after 
the date of the enactment of this Act. 


SEC. 5009. AMENDMENT TO THE PREVENTION AND PUBLIC HEALTH 
FUND. 


Section 4002(b) of the Patient Protection and Affordable Care 
Act (42 U.S.C. 300u–11(b)) is amended— 


(1) in paragraph (3), by striking ‘‘$1,250,000,000’’ and 
inserting ‘‘$900,000,000’’; 


(2) in paragraph (4), by striking ‘‘$1,500,000,000’’ and 
inserting ‘‘$1,000,000,000’’; and 


(3) by striking paragraph (5) and inserting the following: 
‘‘(5) for fiscal year 2022, $1,500,000,000; 
‘‘(6) for fiscal year 2023, $1,000,000,000; 
‘‘(7) for fiscal year 2024, $1,700,000,000; and 
‘‘(8) for fiscal year 2025 and each fiscal year thereafter, 


$2,000,000,000.’’. 


SEC. 5010. STRATEGIC PETROLEUM RESERVE DRAWDOWN. 


(a) DRAWDOWN AND SALE.— 
(1) IN GENERAL.—Notwithstanding section 161 of the 


Energy Policy and Conservation Act (42 U.S.C. 6241), except 
as provided in subsections (b) and (c), the Secretary of Energy 
shall drawdown and sell from the Strategic Petroleum 
Reserve— 


(A) 10,000,000 barrels of crude oil during fiscal year 
2017; 


(B) 9,000,000 barrels of crude oil during fiscal year 
2018; and 


(C) 6,000,000 barrels of crude oil during fiscal year 
2019. 


42 USC 6241 
note. 


42 USC 1396b 
note. 


42 USC 1396p 
note. 
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(2) DEPOSIT OF AMOUNTS RECEIVED FROM SALE.—Amounts 
received from a sale under paragraph (1) shall be deposited 
in the general fund of the Treasury during the fiscal year 
in which the sale occurs. 
(b) EMERGENCY PROTECTION.—The Secretary shall not draw 


down and sell crude oil under this section in quantities that would 
limit the authority to sell petroleum products under section 161(h) 
of the Energy Policy and Conservation Act (42 U.S.C. 6241(h)) 
in the full quantity authorized by that subsection. 


(c) STRATEGIC PETROLEUM DRAWDOWN LIMITATIONS.—Subpara-
graphs (C) and (D) of section 161(h)(2) of the Energy Policy and 
Conservation Act (42 U.S.C. 6241(h)(2)(C) and (D)) are both 
amended by striking ‘‘500,000,000’’ and inserting ‘‘450,000,000’’. 
SEC. 5011. RESCISSION OF PORTION OF ACA TERRITORY FUNDING. 


Of the unobligated amounts available under section 1323(c)(1) 
of the Patient Protection and Affordable Care Act (42 U.S.C. 
18043(c)(1)), $464,000,000 is rescinded immediately upon the date 
of the enactment of this Act. 
SEC. 5012. MEDICARE COVERAGE OF HOME INFUSION THERAPY. 


(a) IN GENERAL.—Section 1861 of the Social Security Act (42 
U.S.C. 1395x) is amended— 


(1) in subsection (s)(2)— 
(A) by striking ‘‘and’’ at the end of subparagraph (EE); 
(B) by inserting ‘‘and’’ at the end of subparagraph 


(FF); and 
(C) by inserting at the end the following new subpara-


graph: 
‘‘(GG) home infusion therapy (as defined in subsection 


(iii)(1));’’; and 
(2) by adding at the end the following new subsection: 


‘‘(iii) HOME INFUSION THERAPY.—(1) The term ‘home infusion 
therapy’ means the items and services described in paragraph (2) 
furnished by a qualified home infusion therapy supplier (as defined 
in paragraph (3)(D)) which are furnished in the individual’s home 
(as defined in paragraph (3)(B)) to an individual— 


‘‘(A) who is under the care of an applicable provider (as 
defined in paragraph (3)(A)); and 


‘‘(B) with respect to whom a plan prescribing the type, 
amount, and duration of infusion therapy services that are 
to be furnished such individual has been established by a 
physician (as defined in subsection (r)(1)) and is periodically 
reviewed by a physician (as so defined) in coordination with 
the furnishing of home infusion drugs (as defined in paragraph 
(3)(C)) under part B. 
‘‘(2) The items and services described in this paragraph are 


the following: 
‘‘(A) Professional services, including nursing services, fur-


nished in accordance with the plan. 
‘‘(B) Training and education (not otherwise paid for as 


durable medical equipment (as defined in subsection (n)), 
remote monitoring, and monitoring services for the provision 
of home infusion therapy and home infusion drugs furnished 
by a qualified home infusion therapy supplier. 
‘‘(3) For purposes of this subsection: 


‘‘(A) The term ‘applicable provider’ means— 
‘‘(i) a physician; 


42 USC 6241 
note. 
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‘‘(ii) a nurse practitioner; and 
‘‘(iii) a physician assistant. 


‘‘(B) The term ‘home’ means a place of residence used 
as the home of an individual (as defined for purposes of sub-
section (n)). 


‘‘(C) The term ‘home infusion drug’ means a parenteral 
drug or biological administered intravenously, or 
subcutaneously for an administration period of 15 minutes or 
more, in the home of an individual through a pump that is 
an item of durable medical equipment (as defined in subsection 
(n)). Such term does not include the following: 


‘‘(i) Insulin pump systems. 
‘‘(ii) A self-administered drug or biological on a self- 


administered drug exclusion list. 
‘‘(D)(i) The term ‘qualified home infusion therapy supplier’ 


means a pharmacy, physician, or other provider of services 
or supplier licensed by the State in which the pharmacy, physi-
cian, or provider or services or supplier furnishes items or 
services and that— 


‘‘(I) furnishes infusion therapy to individuals with acute 
or chronic conditions requiring administration of home infu-
sion drugs; 


‘‘(II) ensures the safe and effective provision and 
administration of home infusion therapy on a 7-day-a-week, 
24-hour-a-day basis; 


‘‘(III) is accredited by an organization designated by 
the Secretary pursuant to section 1834(u)(5); and 


‘‘(IV) meets such other requirements as the Secretary 
determines appropriate, taking into account the standards 
of care for home infusion therapy established by Medicare 
Advantage plans under part C and in the private sector. 
‘‘(ii) A qualified home infusion therapy supplier may sub-


contract with a pharmacy, physician, provider of services, or 
supplier to meet the requirements of this subparagraph.’’. 
(b) PAYMENT AND RELATED REQUIREMENTS FOR HOME INFUSION 


THERAPY.—Section 1834 of the Social Security Act (42 U.S.C. 
1395m), as amended by section 4011, is further amended by adding 
at the end the following new subsection: 


‘‘(u) PAYMENT AND RELATED REQUIREMENTS FOR HOME INFU-
SION THERAPY.— 


‘‘(1) PAYMENT.— 
‘‘(A) SINGLE PAYMENT.— 


‘‘(i) IN GENERAL.—Subject to clause (iii) and sub-
paragraphs (B) and (C), the Secretary shall implement 
a payment system under which a single payment is 
made under this title to a qualified home infusion 
therapy supplier for items and services described in 
subparagraphs (A) and (B) of section 1861(iii)(2)) fur-
nished by a qualified home infusion therapy supplier 
(as defined in section 1861(iii)(3)(D)) in coordination 
with the furnishing of home infusion drugs (as defined 
in section 1861(iii)(3)(C)) under this part. 


‘‘(ii) UNIT OF SINGLE PAYMENT.—A unit of single 
payment under the payment system implemented 
under this subparagraph is for each infusion drug 
administration calendar day in the individual’s home. 
The Secretary shall, as appropriate, establish single 
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payment amounts for types of infusion therapy, 
including to take into account variation in utilization 
of nursing services by therapy type. 


‘‘(iii) LIMITATION.—The single payment amount 
determined under this subparagraph after application 
of subparagraph (B) and paragraph (3) shall not exceed 
the amount determined under the fee schedule under 
section 1848 for infusion therapy services furnished 
in a calendar day if furnished in a physician office 
setting, except such single payment shall not reflect 
more than 5 hours of infusion for a particular therapy 
in a calendar day. 
‘‘(B) REQUIRED ADJUSTMENTS.—The Secretary shall 


adjust the single payment amount determined under 
subparagraph (A) for home infusion therapy services under 
section 1861(iii)(1) to reflect other factors such as— 


‘‘(i) a geographic wage index and other costs that 
may vary by region; and 


‘‘(ii) patient acuity and complexity of drug adminis-
tration. 
‘‘(C) DISCRETIONARY ADJUSTMENTS.— 


‘‘(i) IN GENERAL.—Subject to clause (ii), the Sec-
retary may adjust the single payment amount deter-
mined under subparagraph (A) (after application of 
subparagraph (B)) to reflect outlier situations and 
other factors as the Secretary determines appropriate. 


‘‘(ii) REQUIREMENT OF BUDGET NEUTRALITY.—Any 
adjustment under this subparagraph shall be made 
in a budget neutral manner. 


‘‘(2) CONSIDERATIONS.—In developing the payment system 
under this subsection, the Secretary may consider the costs 
of furnishing infusion therapy in the home, consult with home 
infusion therapy suppliers, consider payment amounts for 
similar items and services under this part and part A, and 
consider payment amounts established by Medicare Advantage 
plans under part C and in the private insurance market for 
home infusion therapy (including average per treatment day 
payment amounts by type of home infusion therapy). 


‘‘(3) ANNUAL UPDATES.— 
‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 


Secretary shall update the single payment amount under 
this subsection from year to year beginning in 2022 by 
increasing the single payment amount from the prior year 
by the percentage increase in the Consumer Price Index 
for all urban consumers (United States city average) for 
the 12-month period ending with June of the preceding 
year. 


‘‘(B) ADJUSTMENT.—For each year, the Secretary shall 
reduce the percentage increase described in subparagraph 
(A) by the productivity adjustment described in section 
1886(b)(3)(B)(xi)(II). The application of the preceding sen-
tence may result in a percentage being less than 0.0 for 
a year, and may result in payment being less than such 
payment rates for the preceding year. 
‘‘(4) AUTHORITY TO APPLY PRIOR AUTHORIZATION.—The Sec-


retary may, as determined appropriate by the Secretary, apply 
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prior authorization for home infusion therapy services under 
section 1861(iii)(1). 


‘‘(5) ACCREDITATION OF QUALIFIED HOME INFUSION THERAPY 
SUPPLIERS.— 


‘‘(A) FACTORS FOR DESIGNATION OF ACCREDITATION 
ORGANIZATIONS.—The Secretary shall consider the following 
factors in designating accreditation organizations under 
subparagraph (B) and in reviewing and modifying the list 
of accreditation organizations designated pursuant to 
subparagraph (C): 


‘‘(i) The ability of the organization to conduct 
timely reviews of accreditation applications. 


‘‘(ii) The ability of the organization to take into 
account the capacities of suppliers located in a rural 
area (as defined in section 1886(d)(2)(D)). 


‘‘(iii) Whether the organization has established 
reasonable fees to be charged to suppliers applying 
for accreditation. 


‘‘(iv) Such other factors as the Secretary deter-
mines appropriate. 
‘‘(B) DESIGNATION.—Not later than January 1, 2021, 


the Secretary shall designate organizations to accredit sup-
pliers furnishing home infusion therapy. The list of accredi-
tation organizations so designated may be modified pursu-
ant to subparagraph (C). 


‘‘(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.— 


‘‘(i) IN GENERAL.—The Secretary shall review the 
list of accreditation organizations designated under 
subparagraph (B) taking into account the factors under 
subparagraph (A). Taking into account the results of 
such review, the Secretary may, by regulation, modify 
the list of accreditation organizations designated under 
subparagraph (B). 


‘‘(ii) SPECIAL RULE FOR ACCREDITATIONS DONE 
PRIOR TO REMOVAL FROM LIST OF DESIGNATED ACCREDI-
TATION ORGANIZATIONS.—In the case where the Sec-
retary removes an organization from the list of accredi-
tation organizations designated under subparagraph 
(B), any supplier that is accredited by the organization 
during the period beginning on the date on which 
the organization is designated as an accreditation 
organization under subparagraph (B) and ending on 
the date on which the organization is removed from 
such list shall be considered to have been accredited 
by an organization designated by the Secretary under 
subparagraph (B) for the remaining period such 
accreditation is in effect. 
‘‘(D) RULE FOR ACCREDITATIONS MADE PRIOR TO DES-


IGNATION.—In the case of a supplier that is accredited 
before January 1, 2021, by an accreditation organization 
designated by the Secretary under subparagraph (B) as 
of January 1, 2019, such supplier shall be considered to 
have been accredited by an organization designated by 
the Secretary under such paragraph as of January 1, 2023, 
for the remaining period such accreditation is in effect. 
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‘‘(6) NOTIFICATION OF INFUSION THERAPY OPTIONS AVAIL-
ABLE PRIOR TO FURNISHING HOME INFUSION THERAPY.—Prior 
to the furnishing of home infusion therapy to an individual, 
the physician who establishes the plan described in section 
1861(iii)(1) for the individual shall provide notification (in a 
form, manner, and frequency determined appropriate by the 
Secretary) of the options available (such as home, physician’s 
office, hospital outpatient department) for the furnishing of 
infusion therapy under this part.’’. 
(c) CONFORMING AMENDMENTS.— 


(1) PAYMENT REFERENCE.—Section 1833(a)(1) of the Social 
Security Act (42 U.S.C. 1395l(a)(1)) is amended— 


(A) by striking ‘‘and’’ before ‘‘(AA)’’; and 
(B) by inserting before the semicolon at the end the 


following: ‘‘, and (BB) with respect to home infusion 
therapy, the amount paid shall be an amount equal to 
80 percent of the lesser of the actual charge for the services 
or the amount determined under section 1834(u)’’. 
(2) DIRECT PAYMENT.—The first sentence of section 


1842(b)(6) of the Social Security Act (42 U.S.C. 1395u(b)(6)) 
is amended— 


(A) by striking ‘‘and’’ before ‘‘(H)’’; and 
(B) by inserting before the period at the end the fol-


lowing: ‘‘, and (I) in the case of home infusion therapy, 
payment shall be made to the qualified home infusion 
therapy supplier’’. 
(3) EXCLUSION FROM HOME HEALTH SERVICES.—Section 


1861(m) of the Social Security Act (42 U.S.C. 1395x(m)) is 
amended, in the first sentence, by inserting the following before 
the period at the end: ‘‘and home infusion therapy (as defined 
in subsection (iii)(i))’’. 
(d) EFFECTIVE DATE.—The amendments made by this section 


shall apply to items and services furnished on or after January 
1, 2021. 


DIVISION B—HELPING FAMILIES IN 
MENTAL HEALTH CRISIS 


SEC. 6000. SHORT TITLE. 


This division may be cited as the ‘‘Helping Families in Mental 
Health Crisis Reform Act of 2016’’. 


TITLE VI—STRENGTHENING 
LEADERSHIP AND ACCOUNTABILITY 


Subtitle A—Leadership 


SEC. 6001. ASSISTANT SECRETARY FOR MENTAL HEALTH AND SUB-
STANCE USE. 


(a) ASSISTANT SECRETARY.—Section 501(c) of the Public Health 
Service Act (42 U.S.C. 290aa(c)) is amended to read as follows: 


‘‘(c) ASSISTANT SECRETARY AND DEPUTY ASSISTANT SEC-
RETARY.— 


42 USC 201 note. 


Helping Families 
in Mental Health 
Crisis Reform Act 
of 2016. 


42 USC 13951 
note. 
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‘‘(1) ASSISTANT SECRETARY.—The Administration shall be 
headed by an official to be known as the Assistant Secretary 
for Mental Health and Substance Use (hereinafter in this title 
referred to as the ‘Assistant Secretary’) who shall be appointed 
by the President, by and with the advice and consent of the 
Senate. 


‘‘(2) DEPUTY ASSISTANT SECRETARY.—The Assistant Sec-
retary, with the approval of the Secretary, may appoint a 
Deputy Assistant Secretary and may employ and prescribe 
the functions of such officers and employees, including attor-
neys, as are necessary to administer the activities to be carried 
out through the Administration.’’. 
(b) TRANSFER OF AUTHORITIES.—The Secretary of Health and 


Human Services shall delegate to the Assistant Secretary for Mental 
Health and Substance Use all duties and authorities that— 


(1) as of the day before the date of enactment of this 
Act, were vested in the Administrator of the Substance Abuse 
and Mental Health Services Administration; and 


(2) are not terminated by this Act. 
(c) CONFORMING AMENDMENTS.—Title V of the Public Health 


Service Act (42 U.S.C. 290aa et seq.), as amended by the previous 
provisions of this section, is further amended— 


(1) by striking ‘‘Administrator of the Substance Abuse and 
Mental Health Services Administration’’ each place it appears 
and inserting ‘‘Assistant Secretary for Mental Health and Sub-
stance Use’’; and 


(2) by striking ‘‘Administrator’’ or ‘‘ADMINISTRATOR’’ each 
place it appears (including in any headings) and inserting 
‘‘Assistant Secretary’’ or ‘‘ASSISTANT SECRETARY’’, respectively, 
except where the term ‘‘Administrator’’ appears— 


(A) in each of subsections (e) and (f) of section 501 
of such Act (42 U.S.C. 290aa), including the headings of 
such subsections, within the term ‘‘Associate Adminis-
trator’’; 


(B) in section 507(b)(6) of such Act (42 U.S.C. 
290bb(b)(6)), within the term ‘‘Administrator of the Health 
Resources and Services Administration’’; 


(C) in section 507(b)(6) of such Act (42 U.S.C. 
290bb(b)(6)), within the term ‘‘Administrator of the Centers 
for Medicare & Medicaid Services’’; 


(D) in section 519B(c)(1)(B) of such Act (42 U.S.C. 
290bb–25b(c)(1)(B)), within the term ‘‘Administrator of the 
National Highway Traffic Safety Administration’’; or 


(E) in each of sections 519B(c)(1)(B), 520C(a), and 
520D(a) of such Act (42 U.S.C. 290bb–25b(c)(1)(B), 290bb– 
34(a), 290bb–35(a)), within the term ‘‘Administrator of the 
Office of Juvenile Justice and Delinquency Prevention’’. 


(d) REFERENCES.—After executing subsections (a), (b), and (c), 
any reference in statute, regulation, or guidance to the Adminis-
trator of the Substance Abuse and Mental Health Services Adminis-
tration shall be construed to be a reference to the Assistant Sec-
retary for Mental Health and Substance Use. 


42 USC 290aa 
note. 


42 USC 290aa 
note. 


VerDate Sep 11 2014 12:41 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00171 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1204 PUBLIC LAW 114–255—DEC. 13, 2016 


SEC. 6002. STRENGTHENING THE LEADERSHIP OF THE SUBSTANCE 
ABUSE AND MENTAL HEALTH SERVICES ADMINISTRA-
TION. 


Section 501 of the Public Health Service Act (42 U.S.C. 290aa), 
as amended by section 6001, is further amended— 


(1) in subsection (b)— 
(A) in the subsection heading, by striking ‘‘AGENCIES’’ 


and inserting ‘‘CENTERS’’; and 
(B) in the matter preceding paragraph (1), by striking 


‘‘entities’’ and inserting ‘‘Centers’’; 
(2) in subsection (d)— 


(A) in paragraph (1)— 
(i) by striking ‘‘agencies’’ each place the term 


appears and inserting ‘‘Centers’’; and 
(ii) by striking ‘‘such agency’’ and inserting ‘‘such 


Center’’; 
(B) in paragraph (2)— 


(i) by striking ‘‘agencies’’ and inserting ‘‘Centers’’; 
(ii) by striking ‘‘with respect to substance abuse’’ 


and inserting ‘‘with respect to substance use disorders’’; 
and 


(iii) by striking ‘‘and individuals who are substance 
abusers’’ and inserting ‘‘and individuals with substance 
use disorders’’; 
(C) in paragraph (5), by striking ‘‘substance abuse’’ 


and inserting ‘‘substance use disorder’’; 
(D) in paragraph (6)— 


(i) by striking ‘‘the Centers for Disease Control’’ 
and inserting ‘‘the Centers for Disease Control and 
Prevention,’’; 


(ii) by striking ‘‘Administration develop’’ and 
inserting ‘‘Administration, develop’’; 


(iii) by striking ‘‘HIV or tuberculosis among sub-
stance abusers and individuals with mental illness’’ 
and inserting ‘‘HIV, hepatitis, tuberculosis, and other 
communicable diseases among individuals with mental 
or substance use disorders,’’; and 


(iv) by striking ‘‘illnesses’’ at the end and inserting 
‘‘diseases or disorders’’; 
(E) in paragraph (7), by striking ‘‘abuse utilizing anti- 


addiction medications, including methadone’’ and inserting 
‘‘use disorders, including services that utilize drugs or 
devices approved or cleared by the Food and Drug Adminis-
tration for the treatment of substance use disorders’’; 


(F) in paragraph (8)— 
(i) by striking ‘‘Agency for Health Care Policy 


Research’’ and inserting ‘‘Agency for Healthcare 
Research and Quality’’; and 


(ii) by striking ‘‘treatment and prevention’’ and 
inserting ‘‘prevention and treatment’’; 
(G) in paragraph (9)— 


(i) by inserting ‘‘and maintenance’’ after ‘‘develop-
ment’’; 


(ii) by striking ‘‘Agency for Health Care Policy 
Research’’ and inserting ‘‘Agency for Healthcare 
Research and Quality’’; and 
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130 STAT. 1205 PUBLIC LAW 114–255—DEC. 13, 2016 


(iii) by striking ‘‘treatment and prevention serv-
ices’’ and inserting ‘‘prevention, treatment, and 
recovery support services and are appropriately incor-
porated into programs carried out by the Administra-
tion’’; 
(H) in paragraph (10), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; 
(I) by striking paragraph (11) and inserting the fol-


lowing: 
‘‘(11) work with relevant agencies of the Department of 


Health and Human Services on integrating mental health pro-
motion and substance use disorder prevention with general 
health promotion and disease prevention and integrating 
mental and substance use disorders treatment services with 
physical health treatment services;’’; 


(J) in paragraph (13)— 
(i) in the matter preceding subparagraph (A), by 


striking ‘‘this title, assure that’’ and inserting ‘‘this 
title or part B of title XIX, or grant programs otherwise 
funded by the Administration’’; 


(ii) in subparagraph (A)— 
(I) by inserting ‘‘require that’’ before ‘‘all 


grants’’; and 
(II) by striking ‘‘and’’ at the end; 


(iii) by redesignating subparagraph (B) as subpara-
graph (C); 


(iv) by inserting after subparagraph (A) the fol-
lowing: 
‘‘(B) ensure that the director of each Center of the 


Administration consistently documents the application of 
criteria when awarding grants and the ongoing oversight 
of grantees after such grants are awarded;’’; 


(v) in subparagraph (C), as so redesignated— 
(I) by inserting ‘‘require that’’ before ‘‘all 


grants’’; and 
(II) in clause (ii), by inserting ‘‘and’’ after the 


semicolon at the end; and 
(vi) by adding at the end the following: 


‘‘(D) inform a State when any funds are awarded 
through such a grant to any entity within such State;’’; 


(K) in paragraph (16), by striking ‘‘abuse and mental 
health information’’ and inserting ‘‘use disorder informa-
tion, including evidence-based and promising best practices 
for prevention, treatment, and recovery support services 
for individuals with mental and substance use disorders,’’; 


(L) in paragraph (17)— 
(i) by striking ‘‘substance abuse’’ and inserting 


‘‘substance use disorder’’; and 
(ii) by striking ‘‘and’’ at the end; 


(M) in paragraph (18), by striking the period and 
inserting a semicolon; and 


(N) by adding at the end the following: 
‘‘(19) consult with State, local, and tribal governments, 


nongovernmental entities, and individuals with mental illness, 
particularly adults with a serious mental illness, children with 
a serious emotional disturbance, and the family members of 
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130 STAT. 1206 PUBLIC LAW 114–255—DEC. 13, 2016 


such adults and children, with respect to improving community- 
based and other mental health services; 


‘‘(20) collaborate with the Secretary of Defense and the 
Secretary of Veterans Affairs to improve the provision of mental 
and substance use disorder services provided by the Depart-
ment of Defense and the Department of Veterans Affairs to 
members of the Armed Forces, veterans, and the family mem-
bers of such members and veterans, including through the 
provision of services using the telehealth capabilities of the 
Department of Defense and the Department of Veterans Affairs; 


‘‘(21) collaborate with the heads of relevant Federal agen-
cies and departments, States, communities, and nongovern-
mental experts to improve mental and substance use disorders 
services for chronically homeless individuals, including by 
designing strategies to provide such services in supportive 
housing; 


‘‘(22) work with States and other stakeholders to develop 
and support activities to recruit and retain a workforce 
addressing mental and substance use disorders; 


‘‘(23) collaborate with the Attorney General and representa-
tives of the criminal justice system to improve mental and 
substance use disorders services for individuals who have been 
arrested or incarcerated; 


‘‘(24) after providing an opportunity for public input, set 
standards for grant programs under this title for mental and 
substance use disorders services and prevention programs, 
which standards may address— 


‘‘(A) the capacity of the grantee to implement the 
award; 


‘‘(B) requirements for the description of the program 
implementation approach; 


‘‘(C) the extent to which the grant plan submitted 
by the grantee as part of its application must explain 
how the grantee will reach the population of focus and 
provide a statement of need, which may include information 
on how the grantee will increase access to services and 
a description of measurable objectives for improving out-
comes; 


‘‘(D) the extent to which the grantee must collect and 
report on required performance measures; and 


‘‘(E) the extent to which the grantee is proposing to 
use evidence-based practices; and 
‘‘(25) advance, through existing programs, the use of 


performance metrics, including those based on the recommenda-
tions on performance metrics from the Assistant Secretary for 
Planning and Evaluation under section 6021(d) of the Helping 
Families in Mental Health Crisis Reform Act of 2016.’’; and 


(3) in subsection (m), by adding at the end the following: 
‘‘(4) EMERGENCY RESPONSE.—Amounts made available for 


carrying out this subsection shall remain available through 
the end of the fiscal year following the fiscal year for which 
such amounts are appropriated.’’. 


SEC. 6003. CHIEF MEDICAL OFFICER. 


Section 501 of the Public Health Service Act (42 U.S.C. 290aa), 
as amended by sections 6001 and 6002, is further amended— 
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130 STAT. 1207 PUBLIC LAW 114–255—DEC. 13, 2016 


(1) by redesignating subsections (g) through (j) and sub-
sections (k) through (o) as subsections (h) through (k) and 
subsections (m) through (q), respectively; 


(2) in subsection (e)(3)(C), by striking ‘‘subsection (k)’’ and 
inserting ‘‘subsection (m)’’; 


(3) in subsection (f)(2)(C)(iii), by striking ‘‘subsection (k)’’ 
and inserting ‘‘subsection (m)’’; and 


(4) by inserting after subsection (f) the following: 
‘‘(g) CHIEF MEDICAL OFFICER.— 


‘‘(1) IN GENERAL.—The Assistant Secretary, with the 
approval of the Secretary, shall appoint a Chief Medical Officer 
to serve within the Administration. 


‘‘(2) ELIGIBLE CANDIDATES.—The Assistant Secretary shall 
select the Chief Medical Officer from among individuals who— 


‘‘(A) have a doctoral degree in medicine or osteopathic 
medicine; 


‘‘(B) have experience in the provision of mental or 
substance use disorder services; 


‘‘(C) have experience working with mental or substance 
use disorder programs; 


‘‘(D) have an understanding of biological, psychosocial, 
and pharmaceutical treatments of mental or substance use 
disorders; and 


‘‘(E) are licensed to practice medicine in one or more 
States. 
‘‘(3) DUTIES.—The Chief Medical Officer shall— 


‘‘(A) serve as a liaison between the Administration 
and providers of mental and substance use disorders 
prevention, treatment, and recovery services; 


‘‘(B) assist the Assistant Secretary in the evaluation, 
organization, integration, and coordination of programs 
operated by the Administration; 


‘‘(C) promote evidence-based and promising best prac-
tices, including culturally and linguistically appropriate 
practices, as appropriate, for the prevention and treatment 
of, and recovery from, mental and substance use disorders, 
including serious mental illness and serious emotional 
disturbances; 


‘‘(D) participate in regular strategic planning with the 
Administration; 


‘‘(E) coordinate with the Assistant Secretary for Plan-
ning and Evaluation to assess the use of performance 
metrics to evaluate activities within the Administration 
related to mental and substance use disorders; and 


‘‘(F) coordinate with the Assistant Secretary to ensure 
mental and substance use disorders grant programs within 
the Administration consistently utilize appropriate 
performance metrics and evaluation designs.’’. 


SEC. 6004. IMPROVING THE QUALITY OF BEHAVIORAL HEALTH PRO-
GRAMS. 


Section 505 of the Public Health Service Act (42 U.S.C. 290aa– 
4), as amended by section 6001(c), is amended— 


(1) by striking the section designation and heading and 
inserting the following: 


VerDate Sep 11 2014 12:41 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00175 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1208 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘SEC. 505. CENTER FOR BEHAVIORAL HEALTH STATISTICS AND 
QUALITY.’’; 


(2) by redesignating subsections (a) through (d) as sub-
sections (b) through (e), respectively; 


(3) before subsection (b), as redesignated by paragraph 
(2), by inserting the following: 
‘‘(a) IN GENERAL.—The Assistant Secretary shall maintain 


within the Administration a Center for Behavioral Health Statistics 
and Quality (in this section referred to as the ‘Center’). The Center 
shall be headed by a Director (in this section referred to as the 
‘Director’) appointed by the Secretary from among individuals with 
extensive experience and academic qualifications in research and 
analysis in behavioral health care or related fields.’’; 


(4) in subsection (b), as redesignated by paragraph (2)— 
(A) by redesignating paragraphs (1) and (2) as subpara-


graphs (A) and (B), respectively; 
(B) by striking ‘‘The Secretary, acting’’ and all that 


follows through ‘‘year on—’’ and inserting ‘‘The Director 
shall— 
‘‘(1) coordinate the Administration’s integrated data 


strategy, including by collecting data each year on—’’; 
(C) in the subparagraph (B), as redesignated by 


subparagraph (A), by striking ‘‘Assistant Secretary’’ and 
inserting ‘‘Director’’; and 


(D) by adding at the end the following new paragraphs: 
‘‘(2) provide statistical and analytical support for activities 


of the Administration; 
‘‘(3) recommend a core set of performance metrics to 


evaluate activities supported by the Administration; and 
‘‘(4) coordinate with the Assistant Secretary, the Assistant 


Secretary for Planning and Evaluation, and the Chief Medical 
Officer appointed under section 501(g), as appropriate, to 
improve the quality of services provided by programs of the 
Administration and the evaluation of activities carried out by 
the Administration.’’. 


(5) in subsection (c), as so redesignated— 
(A) by striking ‘‘With respect to the activities’’ and 


inserting ‘‘MENTAL HEALTH.—With respect to the activi-
ties’’; 


(B) by striking ‘‘Assistant Secretary’’ each place it 
appears and inserting ‘‘Director’’; and 


(C) by striking ‘‘subsection (a)’’ and inserting ‘‘sub-
section (b)(1)’’; 
(6) in subsection (d), as so redesignated— 


(A) by striking the subsection designation and all that 
follows through ‘‘With respect to the activities’’ and 
inserting the following: 


‘‘(d) SUBSTANCE ABUSE.— 
‘‘(1) IN GENERAL.—With respect to the activities’’; 


(B) in paragraph (1)— 
(i) in the matter before subparagraph (A)— 


(I) by striking ‘‘subsection (a)’’ and inserting 
‘‘subsection (b)(1)’’; and 


(II) by striking ‘‘Assistant Secretary’’ each 
place it appears and inserting ‘‘Director’’; and 
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130 STAT. 1209 PUBLIC LAW 114–255—DEC. 13, 2016 


(ii) in subparagraph (B), by inserting ‘‘in coordina-
tion with the Centers for Disease Control and Preven-
tion’’ before the semicolon at the end; and 
(C) in paragraph (2), by striking ‘‘ANNUAL SURVEYS’’ 


and inserting ‘‘ANNUAL SURVEYS; PUBLIC AVAILABILITY OF 
DATA.—Annual surveys’’; and 
(7) in subsection (e), as so redesignated— 


(A) by striking ‘‘After consultation’’ and inserting ‘‘CON-
SULTATION.—After consultation’’; and 


(B) by striking ‘‘Assistant Secretary shall develop’’ and 
inserting ‘‘Assistant Secretary shall use existing standards 
and best practices to develop’’. 


SEC. 6005. STRATEGIC PLAN. 


Section 501 of the Public Health Service Act (42 U.S.C. 290aa), 
as amended by sections 6001 through 6003, is further amended 
by inserting after subsection (k), as redesignated by section 6003, 
the following: 


‘‘(l) STRATEGIC PLAN.— 
‘‘(1) IN GENERAL.—Not later than September 30, 2018, and 


every 4 years thereafter, the Assistant Secretary shall develop 
and carry out a strategic plan in accordance with this subsection 
for the planning and operation of activities carried out by 
the Administration, including evidence-based programs. 


‘‘(2) COORDINATION.—In developing and carrying out the 
strategic plan under this subsection, the Assistant Secretary 
shall take into consideration the findings and recommendations 
of the Assistant Secretary for Planning and Evaluation under 
section 6021(d) of the Helping Families in Mental Health Crisis 
Reform Act of 2016 and the report of the Interdepartmental 
Serious Mental Illness Coordinating Committee under section 
6031 of such Act. 


‘‘(3) PUBLICATION OF PLAN.—Not later than September 30, 
2018, and every 4 years thereafter, the Assistant Secretary 
shall— 


‘‘(A) submit the strategic plan developed under para-
graph (1) to the Committee on Energy and Commerce and 
the Committee on Appropriations of the House of Rep-
resentatives and the Committee on Health, Education, 
Labor, and Pensions and the Committee on Appropriations 
of the Senate; and 


‘‘(B) post such plan on the Internet website of the 
Administration. 
‘‘(4) CONTENTS.—The strategic plan developed under para-


graph (1) shall— 
‘‘(A) identify strategic priorities, goals, and measurable 


objectives for mental and substance use disorders activities 
and programs operated and supported by the Administra-
tion, including priorities to prevent or eliminate the burden 
of mental and substance use disorders; 


‘‘(B) identify ways to improve the quality of services 
for individuals with mental and substance use disorders, 
and to reduce homelessness, arrest, incarceration, violence, 
including self-directed violence, and unnecessary hos-
pitalization of individuals with a mental or substance use 
disorder, including adults with a serious mental illness 
or children with a serious emotional disturbance; 
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130 STAT. 1210 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(C) ensure that programs provide, as appropriate, 
access to effective and evidence-based prevention, diag-
nosis, intervention, treatment, and recovery services, 
including culturally and linguistically appropriate services, 
as appropriate, for individuals with a mental or substance 
use disorder; 


‘‘(D) identify opportunities to collaborate with the 
Health Resources and Services Administration to develop 
or improve— 


‘‘(i) initiatives to encourage individuals to pursue 
careers (especially in rural and underserved areas and 
with rural and underserved populations) as psychia-
trists, including child and adolescent psychiatrists, 
psychologists, psychiatric nurse practitioners, physi-
cian assistants, clinical social workers, certified peer 
support specialists, licensed professional counselors, or 
other licensed or certified mental health or substance 
use disorder professionals, including such professionals 
specializing in the diagnosis, evaluation, or treatment 
of adults with a serious mental illness or children 
with a serious emotional disturbance; and 


‘‘(ii) a strategy to improve the recruitment, 
training, and retention of a workforce for the treatment 
of individuals with mental or substance use disorders, 
or co-occurring disorders; 
‘‘(E) identify opportunities to improve collaboration 


with States, local governments, communities, and Indian 
tribes and tribal organizations (as such terms are defined 
in section 4 of the Indian Self-Determination and Education 
Assistance Act); and 


‘‘(F) specify a strategy to disseminate evidence-based 
and promising best practices related to prevention, diag-
nosis, early intervention, treatment, and recovery services 
related to mental illness, particularly for adults with a 
serious mental illness and children with a serious emo-
tional disturbance, and for individuals with a substance 
use disorder.’’. 


SEC. 6006. BIENNIAL REPORT CONCERNING ACTIVITIES AND 
PROGRESS. 


(a) IN GENERAL.—Section 501 of the Public Health Service 
Act (42 U.S.C. 290aa), as so amended, is further amended by 
amending subsection (m), as redesignated by section 6003, to read 
as follows: 


‘‘(m) BIENNIAL REPORT CONCERNING ACTIVITIES AND 
PROGRESS.—Not later than September 30, 2020, and every 2 years 
thereafter, the Assistant Secretary shall prepare and submit to 
the Committee on Energy and Commerce and the Committee on 
Appropriations of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions and the Committee 
on Appropriations of the Senate, and post on the Internet website 
of the Administration, a report containing at a minimum— 


‘‘(1) a review of activities conducted or supported by the 
Administration, including progress toward strategic priorities, 
goals, and objectives identified in the strategic plan developed 
under subsection (l); 
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130 STAT. 1211 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(2) an assessment of programs and activities carried out 
by the Assistant Secretary, including the extent to which pro-
grams and activities under this title and part B of title XIX 
meet identified goals and performance measures developed for 
the respective programs and activities; 


‘‘(3) a description of the progress made in addressing gaps 
in mental and substance use disorders prevention, treatment, 
and recovery services and improving outcomes by the Adminis-
tration, including with respect to serious mental illnesses, 
serious emotional disturbances, and co-occurring disorders; 


‘‘(4) a description of the manner in which the Administra-
tion coordinates and partners with other Federal agencies and 
departments related to mental and substance use disorders, 
including activities related to— 


‘‘(A) the implementation and dissemination of research 
findings into improved programs, including with respect 
to how advances in serious mental illness and serious emo-
tional disturbance research have been incorporated into 
programs; 


‘‘(B) the recruitment, training, and retention of a 
mental and substance use disorders workforce; 


‘‘(C) the integration of mental disorder services, sub-
stance use disorder services, and physical health services; 


‘‘(D) homelessness; and 
‘‘(E) veterans; 


‘‘(5) a description of the manner in which the Administra-
tion promotes coordination by grantees under this title, and 
part B of title XIX, with State or local agencies; and 


‘‘(6) a description of the activities carried out under section 
501A(e), with respect to mental and substance use disorders, 
including— 


‘‘(A) the number and a description of grants awarded; 
‘‘(B) the total amount of funding for grants awarded; 
‘‘(C) a description of the activities supported through 


such grants, including outcomes of programs supported; 
and 


‘‘(D) information on how the National Mental Health 
and Substance Use Policy Laboratory is consulting with 
the Assistant Secretary for Planning and Evaluation and 
collaborating with the Center for Substance Abuse Treat-
ment, the Center for Substance Abuse Prevention, the 
Center for Behavioral Health Statistics and Quality, and 
the Center for Mental Health Services to carry out such 
activities; and 
‘‘(7) recommendations made by the Assistant Secretary for 


Planning and Evaluation under section 6021 of the Helping 
Families in Mental Health Crisis Reform Act of 2016 to improve 
programs within the Administration, and actions taken in 
response to such recommendations to improve programs within 
the Administration. 


The Assistant Secretary may meet reporting requirements estab-
lished under this title by providing the contents of such reports 
as an addendum to the biennial report established under this sub-
section, notwithstanding the timeline of other reporting require-
ments in this title. Nothing in this subsection shall be construed 
to alter the content requirements of such reports or authorize 
the Assistant Secretary to alter the timeline of any such reports 
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to be less frequent than biennially, unless as specified in this 
title.’’. 


(b) CONFORMING AMENDMENT.—Section 508(p) of the Public 
Health Service Act (42 U.S.C. 290bb–1(p)) is amended by striking 
‘‘section 501(k)’’ and inserting ‘‘section 501(m)’’. 


SEC. 6007. AUTHORITIES OF CENTERS FOR MENTAL HEALTH SERV-
ICES, SUBSTANCE ABUSE PREVENTION, AND SUBSTANCE 
ABUSE TREATMENT. 


(a) CENTER FOR MENTAL HEALTH SERVICES.—Section 520(b) 
of the Public Health Service Act (42 U.S.C. 290bb–31(b)) is 
amended— 


(1) by redesignating paragraphs (3) through (15) as para-
graphs (4) through (16), respectively; 


(2) by inserting after paragraph (2) the following: 
‘‘(3) collaborate with the Director of the National Institute 


of Mental Health and the Chief Medical Officer, appointed 
under section 501(g), to ensure that, as appropriate, programs 
related to the prevention and treatment of mental illness and 
the promotion of mental health and recovery support are carried 
out in a manner that reflects the best available science and 
evidence-based practices, including culturally and linguistically 
appropriate services, as appropriate;’’; 


(3) in paragraph (5), as so redesignated, by inserting ‘‘, 
including through programs that reduce risk and promote resil-
iency’’ before the semicolon; 


(4) in paragraph (6), as so redesignated, by inserting ‘‘in 
collaboration with the Director of the National Institute of 
Mental Health,’’ before ‘‘develop’’; 


(5) in paragraph (8), as so redesignated, by inserting ‘‘, 
increase meaningful participation of individuals with mental 
illness in programs and activities of the Administration,’’ before 
‘‘and protect the legal’’; 


(6) in paragraph (10), as so redesignated, by striking 
‘‘professional and paraprofessional personnel pursuant to sec-
tion 303’’ and inserting ‘‘health paraprofessional personnel and 
health professionals’’; 


(7) in paragraph (11), as so redesignated, by inserting 
‘‘and tele-mental health’’ after ‘‘rural mental health’’; 


(8) in paragraph (12), as so redesignated, by striking ‘‘estab-
lish a clearinghouse for mental health information to assure 
the widespread dissemination of such information’’ and 
inserting ‘‘disseminate mental health information, including 
evidence-based practices,’’; 


(9) in paragraph (15), as so redesignated, by striking ‘‘and’’ 
at the end; 


(10) in paragraph (16), as so redesignated, by striking 
the period and inserting ‘‘; and’’; and 


(11) by adding at the end the following: 
‘‘(17) ensure the consistent documentation of the application 


of criteria when awarding grants and the ongoing oversight 
of grantees after such grants are awarded.’’. 
(b) DIRECTOR OF THE CENTER FOR SUBSTANCE ABUSE PREVEN-


TION.—Section 515 of the Public Health Service Act (42 U.S.C. 
290bb–21) is amended— 


(1) in the section heading, by striking ‘‘OFFICE’’ and 
inserting ‘‘CENTER’’; 
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(2) in subsection (a)— 
(A) by striking ‘‘an Office’’ and inserting ‘‘a Center’’; 


and 
(B) by striking ‘‘The Office’’ and inserting ‘‘The Preven-


tion Center’’; and 
(3) in subsection (b)— 


(A) in paragraph (1), by inserting ‘‘through the reduc-
tion of risk and the promotion of resiliency’’ before the 
semicolon; 


(B) by redesignating paragraphs (3) through (11) as 
paragraphs (4) through (12), respectively; 


(C) by inserting after paragraph (2) the following: 
‘‘(3) collaborate with the Director of the National Institute 


on Drug Abuse, the Director of the National Institute on Alcohol 
Abuse and Alcoholism, and States to promote the study of 
substance abuse prevention and the dissemination and 
implementation of research findings that will improve the 
delivery and effectiveness of substance abuse prevention activi-
ties;’’; 


(D) in paragraph (4), as so redesignated, by striking 
‘‘literature on the adverse effects of cocaine free base 
(known as crack)’’ and inserting ‘‘educational information 
on the effects of drugs abused by individuals, including 
drugs that are emerging as abused drugs’’; 


(E) in paragraph (6), as so redesignated— 
(i) by striking ‘‘substance abuse counselors’’ and 


inserting ‘‘health professionals who provide substance 
use and misuse prevention and treatment services’’; 
and 


(ii) by striking ‘‘drug abuse education, prevention,’’ 
and inserting ‘‘illicit drug use education and preven-
tion’’; 
(F) by amending paragraph (7), as so redesignated, 


to read as follows: 
‘‘(7) in cooperation with the Director of the Centers for 


Disease Control and Prevention, develop and disseminate edu-
cational materials to increase awareness for individuals at 
greatest risk for substance use disorders to prevent the trans-
mission of communicable diseases, such as HIV, hepatitis, 
tuberculosis, and other communicable diseases;’’; 


(G) in paragraph (9), as so redesignated— 
(i) by striking ‘‘to discourage’’ and inserting ‘‘that 


reduce the risk of’’; and 
(ii) by inserting before the semicolon ‘‘and promote 


resiliency’’; 
(H) in paragraph (11), as so redesignated, by striking 


‘‘and’’ after the semicolon; 
(I) in paragraph (12), as so redesignated, by striking 


the period and inserting a semicolon; and 
(J) by adding at the end the following: 


‘‘(13) ensure the consistent documentation of the application 
of criteria when awarding grants and the ongoing oversight 
of grantees after such grants are awarded; and 


‘‘(14) assist and support States in preventing illicit drug 
use, including emerging illicit drug use issues.’’. 
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(c) DIRECTOR OF THE CENTER FOR SUBSTANCE ABUSE TREAT-
MENT.—Section 507 of the Public Health Service Act (42 U.S.C. 
290bb) is amended— 


(1) in subsection (a)— 
(A) by striking ‘‘treatment of substance abuse’’ and 


inserting ‘‘treatment of substance use disorders’’; and 
(B) by striking ‘‘abuse treatment systems’’ and 


inserting ‘‘use disorder treatment systems’’; and 
(2) in subsection (b)— 


(A) in paragraph (1), by striking ‘‘abuse’’ and inserting 
‘‘use disorder’’; 


(B) in paragraph (3), by striking ‘‘abuse’’ and inserting 
‘‘use disorder’’; 


(C) in paragraph (4), by striking ‘‘individuals who abuse 
drugs’’ and inserting ‘‘individuals who illicitly use drugs’’; 


(D) in paragraph (9), by striking ‘‘carried out by the 
Director’’; 


(E) by striking paragraph (10); 
(F) by redesignating paragraphs (11) through (14) as 


paragraphs (10) through (13), respectively; 
(G) in paragraph (12), as so redesignated, by striking 


‘‘; and’’ and inserting a semicolon; and 
(H) by striking paragraph (13), as so redesignated, 


and inserting the following: 
‘‘(13) ensure the consistent documentation of the application 


of criteria when awarding grants and the ongoing oversight 
of grantees after such grants are awarded; and 


‘‘(14) work with States, providers, and individuals in 
recovery, and their families, to promote the expansion of 
recovery support services and systems of care oriented toward 
recovery.’’. 


SEC. 6008. ADVISORY COUNCILS. 


Section 502(b) of the Public Health Service Act (42 U.S.C. 
290aa–1(b)) is amended— 


(1) in paragraph (2)— 
(A) in subparagraph (E), by striking ‘‘and’’ after the 


semicolon; 
(B) by redesignating subparagraph (F) as subparagraph 


(J); and 
(C) by inserting after subparagraph (E), the following: 
‘‘(F) the Chief Medical Officer, appointed under section 


501(g); 
‘‘(G) the Director of the National Institute of Mental 


Health for the advisory councils appointed under sub-
sections (a)(1)(A) and (a)(1)(D); 


‘‘(H) the Director of the National Institute on Drug 
Abuse for the advisory councils appointed under sub-
sections (a)(1)(A), (a)(1)(B), and (a)(1)(C); 


‘‘(I) the Director of the National Institute on Alcohol 
Abuse and Alcoholism for the advisory councils appointed 
under subsections (a)(1)(A), (a)(1)(B), and (a)(1)(C); and’’; 
and 
(2) in paragraph (3), by adding at the end the following: 


‘‘(C) Not less than half of the members of the advisory 
council appointed under subsection (a)(1)(D)— 


‘‘(i) shall— 
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‘‘(I) have a medical degree; 
‘‘(II) have a doctoral degree in psychology; or 
‘‘(III) have an advanced degree in nursing or 


social work from an accredited graduate school 
or be a certified physician assistant; and 
‘‘(ii) shall specialize in the mental health field. 


‘‘(D) Not less than half of the members of the advisory 
councils appointed under subsections (a)(1)(B) and 
(a)(1)(C)— 


‘‘(i) shall— 
‘‘(I) have a medical degree; 
‘‘(II) have a doctoral degree; or 
‘‘(III) have an advanced degree in nursing, 


public health, behavioral or social sciences, or 
social work from an accredited graduate school 
or be a certified physician assistant; and 
‘‘(ii) shall have experience in the provision of sub-


stance use disorder services or the development and 
implementation of programs to prevent substance 
misuse.’’. 


SEC. 6009. PEER REVIEW. 


Section 504(b) of the Public Health Service Act (42 U.S.C. 
290aa–3(b)) is amended by adding at the end the following: ‘‘In 
the case of any such peer review group that is reviewing a grant, 
cooperative agreement, or contract related to mental illness treat-
ment, not less than half of the members of such peer review group 
shall be licensed and experienced professionals in the prevention, 
diagnosis, or treatment of, or recovery from, mental illness or co- 
occurring mental illness and substance use disorders and have 
a medical degree, a doctoral degree in psychology, or an advanced 
degree in nursing or social work from an accredited program, and 
the Secretary, in consultation with the Assistant Secretary, shall, 
to the extent possible, ensure such peer review groups include 
broad geographic representation, including both urban and rural 
representatives.’’. 


Subtitle B—Oversight and Accountability 


SEC. 6021. IMPROVING OVERSIGHT OF MENTAL AND SUBSTANCE USE 
DISORDERS PROGRAMS THROUGH THE ASSISTANT SEC-
RETARY FOR PLANNING AND EVALUATION. 


(a) IN GENERAL.—The Secretary of Health and Human Services, 
acting through the Assistant Secretary for Planning and Evaluation, 
shall ensure efficient and effective planning and evaluation of 
mental and substance use disorders prevention and treatment pro-
grams and related activities. 


(b) EVALUATION STRATEGY.—In carrying out subsection (a), the 
Assistant Secretary for Planning and Evaluation shall, not later 
than 180 days after the date of enactment of this Act, develop 
a strategy for conducting ongoing evaluations that identifies priority 
programs to be evaluated by the Assistant Secretary for Planning 
and Evaluation and priority programs to be evaluated by other 
relevant offices and agencies within the Department of Health 
and Human Services. The strategy shall— 


42 USC 290aa 
note. 
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(1) include a plan for evaluating programs related to mental 
and substance use disorders, including co-occurring disorders, 
across agencies, as appropriate, including programs related to— 


(A) prevention, intervention, treatment, and recovery 
support services, including such services for adults with 
a serious mental illness or children with a serious emo-
tional disturbance; 


(B) the reduction of homelessness and incarceration 
among individuals with a mental or substance use disorder; 
and 


(C) public health and health services; and 
(2) include a plan for assessing the use of performance 


metrics to evaluate activities carried out by entities receiving 
grants, contracts, or cooperative agreements related to mental 
and substance use disorders prevention and treatment services 
under title V or title XIX of the Public Health Service Act 
(42 U.S.C. 290aa et seq.; 42 U.S.C. 300w et seq.). 
(c) CONSULTATION.—In carrying out this section, the Assistant 


Secretary for Planning and Evaluation shall consult, as appropriate, 
with the Assistant Secretary for Mental Health and Substance 
Use, the Chief Medical Officer of the Substance Abuse and Mental 
Health Services Administration appointed under section 501(g) of 
the Public Health Service Act (42 U.S.C. 290aa(g)), as amended 
by section 6003, the Behavioral Health Coordinating Council of 
the Department of Health and Human Services, other agencies 
within the Department of Health and Human Services, and other 
relevant Federal departments and agencies. 


(d) RECOMMENDATIONS.—In carrying out this section, the 
Assistant Secretary for Planning and Evaluation shall provide rec-
ommendations to the Secretary of Health and Human Services, 
the Assistant Secretary for Mental Health and Substance Use, 
and the Congress on improving the quality of prevention and treat-
ment programs and activities related to mental and substance use 
disorders, including recommendations for the use of performance 
metrics. The Assistant Secretary for Mental Health and Substance 
Use shall include such recommendations in the biennial report 
required by subsection 501(m) of the Public Health Service Act, 
as redesignated by section 6003 of this Act. 


SEC. 6022. REPORTING FOR PROTECTION AND ADVOCACY ORGANIZA-
TIONS. 


(a) PUBLIC AVAILABILITY OF REPORTS.—Section 105(a)(7) of the 
Protection and Advocacy for Individuals with Mental Illness Act 
(42 U.S.C. 10805(a)(7)) is amended by striking ‘‘is located a report’’ 
and inserting ‘‘is located, and make publicly available, a report’’. 


(b) DETAILED ACCOUNTING.—Section 114(a) of the Protection 
and Advocacy for Individuals with Mental Illness Act (42 U.S.C. 
10824(a)) is amended— 


(1) in paragraph (3), by striking ‘‘and’’ at the end; 
(2) in paragraph (4), by striking the period at the end 


and inserting ‘‘; and’’; and 
(3) by adding at the end the following: 
‘‘(5) using data from the existing required annual program 


progress reports submitted by each system funded under this 
title, a detailed accounting for each such system of how funds 
are spent, disaggregated according to whether the funds were 
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received from the Federal Government, the State government, 
a local government, or a private entity.’’. 


SEC. 6023. GAO STUDY. 


(a) IN GENERAL.—Not later than 18 months after the date 
of enactment of this Act, the Comptroller General of the United 
States, in consultation with the Secretary of Health and Human 
Services and the Assistant Secretary for Mental Health and Sub-
stance Use, shall conduct an independent evaluation, and submit 
a report, to the Committee on Health, Education, Labor, and Pen-
sions of the Senate and the Committee on Energy and Commerce 
of the House of Representatives, on programs funded by allotments 
made under title I of the Protection and Advocacy for Individuals 
with Mental Illness Act (42 U.S.C. 10801 et seq.). 


(b) CONTENTS.—The report and evaluation required under sub-
section (a) shall include— 


(1) a review of the programs described in such subsection 
that are carried out by State agencies and such programs 
that are carried out by private, nonprofit organizations; and 


(2) a review of the compliance of the programs described 
in subsection (a) with statutory and regulatory responsibilities, 
such as— 


(A) responsibilities relating to family engagement; 
(B) responsibilities relating to the grievance procedure 


for clients or prospective clients of the system to assure 
that individuals with mental illness have full access to 
the services of the system, for individuals who have 
received or are receiving mental health services, and for 
family members of such individuals with mental illness, 
or representatives of such individuals or family members, 
to assure that the eligible system is operating in compliance 
with the provisions of the Protection and Advocacy for 
Individuals with Mental Illness Act, as required to be estab-
lished by section 105(a)(9) of such Act (42 U.S.C. 
10805(a)(9)); 


(C) investigation of alleged abuse and neglect of per-
sons with mental illness; 


(D) availability of adequate medical and behavioral 
health treatment; 


(E) denial of rights for persons with mental illness; 
and 


(F) compliance with the Federal prohibition on lob-
bying. 


Subtitle C—Interdepartmental Serious 
Mental Illness Coordinating Committee 


SEC. 6031. INTERDEPARTMENTAL SERIOUS MENTAL ILLNESS COORDI-
NATING COMMITTEE. 


(a) ESTABLISHMENT.— 
(1) IN GENERAL.—Not later than 3 months after the date 


of enactment of this Act, the Secretary of Health and Human 
Services, or the designee of the Secretary, shall establish a 
committee to be known as the Interdepartmental Serious 
Mental Illness Coordinating Committee (in this section referred 
to as the ‘‘Committee’’). 
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(2) FEDERAL ADVISORY COMMITTEE ACT.—Except as provided 
in this section, the provisions of the Federal Advisory Com-
mittee Act (5 U.S.C. App.) shall apply to the Committee. 
(b) MEETINGS.—The Committee shall meet not fewer than 2 


times each year. 
(c) RESPONSIBILITIES.—Not later than 1 year after the date 


of enactment of this Act, and 5 years after such date of enactment, 
the Committee shall submit to Congress and any other relevant 
Federal department or agency a report including— 


(1) a summary of advances in serious mental illness and 
serious emotional disturbance research related to the preven-
tion of, diagnosis of, intervention in, and treatment and 
recovery of serious mental illnesses, serious emotional disturb-
ances, and advances in access to services and support for adults 
with a serious mental illness or children with a serious emo-
tional disturbance; 


(2) an evaluation of the effect Federal programs related 
to serious mental illness have on public health, including public 
health outcomes such as— 


(A) rates of suicide, suicide attempts, incidence and 
prevalence of serious mental illnesses, serious emotional 
disturbances, and substance use disorders, overdose, over-
dose deaths, emergency hospitalizations, emergency room 
boarding, preventable emergency room visits, interaction 
with the criminal justice system, homelessness, and 
unemployment; 


(B) increased rates of employment and enrollment in 
educational and vocational programs; 


(C) quality of mental and substance use disorders treat-
ment services; or 


(D) any other criteria as may be determined by the 
Secretary; and 
(3) specific recommendations for actions that agencies can 


take to better coordinate the administration of mental health 
services for adults with a serious mental illness or children 
with a serious emotional disturbance. 
(d) COMMITTEE EXTENSION.—Upon the submission of the second 


report under subsection (c), the Secretary shall submit a rec-
ommendation to Congress on whether to extend the operation of 
the Committee. 


(e) MEMBERSHIP.— 
(1) FEDERAL MEMBERS.—The Committee shall be composed 


of the following Federal representatives, or the designees of 
such representatives— 


(A) the Secretary of Health and Human Services, who 
shall serve as the Chair of the Committee; 


(B) the Assistant Secretary for Mental Health and 
Substance Use; 


(C) the Attorney General; 
(D) the Secretary of Veterans Affairs; 
(E) the Secretary of Defense; 
(F) the Secretary of Housing and Urban Development; 
(G) the Secretary of Education; 
(H) the Secretary of Labor; 
(I) the Administrator of the Centers for Medicare & 


Medicaid Services; and 
(J) the Commissioner of Social Security. 
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(2) NON-FEDERAL MEMBERS.—The Committee shall also 
include not less than 14 non-Federal public members appointed 
by the Secretary of Health and Human Services, of which— 


(A) at least 2 members shall be an individual who 
has received treatment for a diagnosis of a serious mental 
illness; 


(B) at least 1 member shall be a parent or legal 
guardian of an adult with a history of a serious mental 
illness or a child with a history of a serious emotional 
disturbance; 


(C) at least 1 member shall be a representative of 
a leading research, advocacy, or service organization for 
adults with a serious mental illness; 


(D) at least 2 members shall be— 
(i) a licensed psychiatrist with experience in 


treating serious mental illnesses; 
(ii) a licensed psychologist with experience in 


treating serious mental illnesses or serious emotional 
disturbances; 


(iii) a licensed clinical social worker with experi-
ence treating serious mental illnesses or serious emo-
tional disturbances; or 


(iv) a licensed psychiatric nurse, nurse practi-
tioner, or physician assistant with experience in 
treating serious mental illnesses or serious emotional 
disturbances; 
(E) at least 1 member shall be a licensed mental health 


professional with a specialty in treating children and 
adolescents with a serious emotional disturbance; 


(F) at least 1 member shall be a mental health profes-
sional who has research or clinical mental health experi-
ence in working with minorities; 


(G) at least 1 member shall be a mental health profes-
sional who has research or clinical mental health experi-
ence in working with medically underserved populations; 


(H) at least 1 member shall be a State certified mental 
health peer support specialist; 


(I) at least 1 member shall be a judge with experience 
in adjudicating cases related to criminal justice or serious 
mental illness; 


(J) at least 1 member shall be a law enforcement 
officer or corrections officer with extensive experience in 
interfacing with adults with a serious mental illness, chil-
dren with a serious emotional disturbance, or individuals 
in a mental health crisis; and 


(K) at least 1 member shall have experience providing 
services for homeless individuals and working with adults 
with a serious mental illness, children with a serious emo-
tional disturbance, or individuals in a mental health crisis. 
(3) TERMS.—A member of the Committee appointed under 


subsection (e)(2) shall serve for a term of 3 years, and may 
be reappointed for 1 or more additional 3-year terms. Any 
member appointed to fill a vacancy for an unexpired term 
shall be appointed for the remainder of such term. A member 
may serve after the expiration of the member’s term until 
a successor has been appointed. 
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(f) WORKING GROUPS.—In carrying out its functions, the Com-
mittee may establish working groups. Such working groups shall 
be composed of Committee members, or their designees, and may 
hold such meetings as are necessary. 


(g) SUNSET.—The Committee shall terminate on the date that 
is 6 years after the date on which the Committee is established 
under subsection (a)(1). 


TITLE VII—ENSURING MENTAL AND 
SUBSTANCE USE DISORDERS PRE-
VENTION, TREATMENT, AND RECOV-
ERY PROGRAMS KEEP PACE WITH 
SCIENCE AND TECHNOLOGY 


SEC. 7001. ENCOURAGING INNOVATION AND EVIDENCE-BASED PRO-
GRAMS. 


Title V of the Public Health Service Act (42 U.S.C. 290aa 
et seq.) is amended by inserting after section 501 (42 U.S.C. 290aa) 
the following: 
‘‘SEC. 501A. NATIONAL MENTAL HEALTH AND SUBSTANCE USE POLICY 


LABORATORY. 


‘‘(a) IN GENERAL.—There shall be established within the 
Administration a National Mental Health and Substance Use Policy 
Laboratory (referred to in this section as the ‘Laboratory’). 


‘‘(b) RESPONSIBILITIES.—The Laboratory shall— 
‘‘(1) continue to carry out the authorities and activities 


that were in effect for the Office of Policy, Planning, and Innova-
tion as such Office existed prior to the date of enactment 
of the Helping Families in Mental Health Crisis Reform Act 
of 2016; 


‘‘(2) identify, coordinate, and facilitate the implementation 
of policy changes likely to have a significant effect on mental 
health, mental illness, recovery supports, and the prevention 
and treatment of substance use disorder services; 


‘‘(3) work with the Center for Behavioral Health Statistics 
and Quality to collect, as appropriate, information from 
grantees under programs operated by the Administration in 
order to evaluate and disseminate information on evidence- 
based practices, including culturally and linguistically appro-
priate services, as appropriate, and service delivery models; 


‘‘(4) provide leadership in identifying and coordinating poli-
cies and programs, including evidence-based programs, related 
to mental and substance use disorders; 


‘‘(5) periodically review programs and activities operated 
by the Administration relating to the diagnosis or prevention 
of, treatment for, and recovery from, mental and substance 
use disorders to— 


‘‘(A) identify any such programs or activities that are 
duplicative; 


‘‘(B) identify any such programs or activities that are 
not evidence-based, effective, or efficient; and 


‘‘(C) formulate recommendations for coordinating, 
eliminating, or improving programs or activities identified 


42 USC 290aa–0. 
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under subparagraph (A) or (B) and merging such programs 
or activities into other successful programs or activities; 
and 
‘‘(6) carry out other activities as deemed necessary to con-


tinue to encourage innovation and disseminate evidence-based 
programs and practices. 
‘‘(c) EVIDENCE-BASED PRACTICES AND SERVICE DELIVERY 


MODELS.— 
‘‘(1) IN GENERAL.—In carrying out subsection (b)(3), the 


Laboratory— 
‘‘(A) may give preference to models that improve— 


‘‘(i) the coordination between mental health and 
physical health providers; 


‘‘(ii) the coordination among such providers and 
the justice and corrections system; and 


‘‘(iii) the cost effectiveness, quality, effectiveness, 
and efficiency of health care services furnished to 
adults with a serious mental illness, children with 
a serious emotional disturbance, or individuals in a 
mental health crisis; and 
‘‘(B) may include clinical protocols and practices that 


address the needs of individuals with early serious mental 
illness. 
‘‘(2) CONSULTATION.—In carrying out this section, the Lab-


oratory shall consult with— 
‘‘(A) the Chief Medical Officer appointed under section 


501(g); 
‘‘(B) representatives of the National Institute of Mental 


Health, the National Institute on Drug Abuse, and the 
National Institute on Alcohol Abuse and Alcoholism, on 
an ongoing basis; 


‘‘(C) other appropriate Federal agencies; 
‘‘(D) clinical and analytical experts with expertise in 


psychiatric medical care and clinical psychological care, 
health care management, education, corrections health 
care, and mental health court systems, as appropriate; 
and 


‘‘(E) other individuals and agencies as determined 
appropriate by the Assistant Secretary. 


‘‘(d) DEADLINE FOR BEGINNING IMPLEMENTATION.—The Labora-
tory shall begin implementation of this section not later than 
January 1, 2018. 


‘‘(e) PROMOTING INNOVATION.— 
‘‘(1) IN GENERAL.—The Assistant Secretary, in coordination 


with the Laboratory, may award grants to States, local govern-
ments, Indian tribes or tribal organizations (as such terms 
are defined in section 4 of the Indian Self-Determination and 
Education Assistance Act), educational institutions, and non-
profit organizations to develop evidence-based interventions, 
including culturally and linguistically appropriate services, as 
appropriate, for— 


‘‘(A) evaluating a model that has been scientifically 
demonstrated to show promise, but would benefit from 
further applied development, for— 
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‘‘(i) enhancing the prevention, diagnosis, interven-
tion, and treatment of, and recovery from, mental ill-
ness, serious emotional disturbances, substance use 
disorders, and co-occurring illness or disorders; or 


‘‘(ii) integrating or coordinating physical health 
services and mental and substance use disorders serv-
ices; and 
‘‘(B) expanding, replicating, or scaling evidence-based 


programs across a wider area to enhance effective 
screening, early diagnosis, intervention, and treatment 
with respect to mental illness, serious mental illness, 
serious emotional disturbances, and substance use dis-
orders, primarily by— 


‘‘(i) applying such evidence-based programs to the 
delivery of care, including by training staff in effective 
evidence-based treatments; or 


‘‘(ii) integrating such evidence-based programs into 
models of care across specialties and jurisdictions. 


‘‘(2) CONSULTATION.—In awarding grants under this sub-
section, the Assistant Secretary shall, as appropriate, consult 
with the Chief Medical Officer, appointed under section 501(g), 
the advisory councils described in section 502, the National 
Institute of Mental Health, the National Institute on Drug 
Abuse, and the National Institute on Alcohol Abuse and Alco-
holism, as appropriate. 


‘‘(3) AUTHORIZATION OF APPROPRIATIONS.—There are 
authorized to be appropriated— 


‘‘(A) to carry out paragraph (1)(A), $7,000,000 for the 
period of fiscal years 2018 through 2020; and 


‘‘(B) to carry out paragraph (1)(B), $7,000,000 for the 
period of fiscal years 2018 through 2020.’’. 


SEC. 7002. PROMOTING ACCESS TO INFORMATION ON EVIDENCE- 
BASED PROGRAMS AND PRACTICES. 


Part D of title V of the Public Health Service Act (42 U.S.C. 
290dd et seq.) is amended by inserting after section 543 of such 
Act (42 U.S.C. 290dd–2) the following: 


‘‘SEC. 543A. PROMOTING ACCESS TO INFORMATION ON EVIDENCE- 
BASED PROGRAMS AND PRACTICES. 


‘‘(a) IN GENERAL.—The Assistant Secretary shall, as appro-
priate, improve access to reliable and valid information on evidence- 
based programs and practices, including information on the strength 
of evidence associated with such programs and practices, related 
to mental and substance use disorders for States, local communities, 
nonprofit entities, and other stakeholders, by posting on the Inter-
net website of the Administration information on evidence-based 
programs and practices that have been reviewed by the Assistant 
Secretary in accordance with the requirements of this section. 


‘‘(b) APPLICATIONS.— 
‘‘(1) APPLICATION PERIOD.—In carrying out subsection (a), 


the Assistant Secretary may establish a period for the submis-
sion of applications for evidence-based programs and practices 
to be posted publicly in accordance with subsection (a). 


‘‘(2) NOTICE.—In establishing the application period under 
paragraph (1), the Assistant Secretary shall provide for the 
public notice of such application period in the Federal Register. 


42 USC 
290dd–2a. 
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130 STAT. 1223 PUBLIC LAW 114–255—DEC. 13, 2016 


Such notice may solicit applications for evidence-based pro-
grams and practices to address gaps in information identified 
by the Assistant Secretary, the National Mental Health and 
Substance Use Policy Laboratory established under section 
501A, or the Assistant Secretary for Planning and Evaluation, 
including pursuant to the evaluation and recommendations 
under section 6021 of the Helping Families in Mental Health 
Crisis Reform Act of 2016 or priorities identified in the strategic 
plan under section 501(l). 
‘‘(c) REQUIREMENTS.—The Assistant Secretary may establish 


minimum requirements for the applications submitted under sub-
section (b), including applications related to the submission of 
research and evaluation. 


‘‘(d) REVIEW AND RATING.— 
‘‘(1) IN GENERAL.—The Assistant Secretary shall review 


applications prior to public posting in accordance with sub-
section (a), and may prioritize the review of applications for 
evidence-based programs and practices that are related to topics 
included in the notice provided under subsection (b)(2). 


‘‘(2) SYSTEM.—In carrying out paragraph (1), the Assistant 
Secretary may utilize a rating and review system, which may 
include information on the strength of evidence associated with 
the evidence-based programs and practices and a rating of 
the methodological rigor of the research supporting the applica-
tions. 


‘‘(3) PUBLIC ACCESS TO METRICS AND RATING.—The Assistant 
Secretary shall make the metrics used to evaluate applications 
under this section, and any resulting ratings of such applica-
tions, publicly available.’’. 


SEC. 7003. PRIORITY MENTAL HEALTH NEEDS OF REGIONAL AND 
NATIONAL SIGNIFICANCE. 


Section 520A of the Public Health Service Act (42 U.S.C. 290bb– 
32) is amended— 


(1) in subsection (a)— 
(A) in paragraph (4), by inserting before the period 


‘‘, which may include technical assistance centers’’; and 
(B) in the flush sentence following paragraph (4)— 


(i) by inserting ‘‘, contracts,’’ before ‘‘or cooperative 
agreements’’; and 


(ii) by striking ‘‘Indian tribes and tribal organiza-
tions’’ and inserting ‘‘Indian tribes or tribal organiza-
tions (as such terms are defined in section 4 of the 
Indian Self-Determination and Education Assistance 
Act), health facilities, or programs operated by or in 
accordance with a contract or grant with the Indian 
Health Service, or’’; and 


(2) by amending subsection (f) to read as follows: 
‘‘(f) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 


to be appropriated to carry out this section $394,550,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 7004. PRIORITY SUBSTANCE USE DISORDER TREATMENT NEEDS 
OF REGIONAL AND NATIONAL SIGNIFICANCE. 


Section 509 of the Public Health Service Act (42 U.S.C. 290bb– 
2) is amended— 


(1) in subsection (a)— 
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(A) in the matter preceding paragraph (1), by striking 
‘‘abuse’’ and inserting ‘‘use disorder’’; 


(B) in paragraph (3), by inserting before the period 
‘‘that permit States, local governments, communities, and 
Indian tribes and tribal organizations (as the terms ‘Indian 
tribes’ and ‘tribal organizations’ are defined in section 4 
of the Indian Self-Determination and Education Assistance 
Act) to focus on emerging trends in substance abuse and 
co-occurrence of substance use disorders with mental illness 
or other conditions’’; and 


(C) in the flush sentence following paragraph (3)— 
(i) by inserting ‘‘, contracts,’’ before ‘‘or cooperative 


agreements’’; and 
(ii) by striking ‘‘Indian tribes and tribal organiza-


tions,’’ and inserting ‘‘Indian tribes or tribal organiza-
tions (as such terms are defined in section 4 of the 
Indian Self-Determination and Education Assistance 
Act), health facilities, or programs operated by or in 
accordance with a contract or grant with the Indian 
Health Service, or’’; 


(2) in subsection (b)— 
(A) in paragraph (1), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; and 
(B) in paragraph (2), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; 
(3) in subsection (e), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; and 
(4) in subsection (f), by striking ‘‘$300,000,000’’ and all 


that follows through the period and inserting ‘‘$333,806,000 
for each of fiscal years 2018 through 2022.’’. 


SEC. 7005. PRIORITY SUBSTANCE USE DISORDER PREVENTION NEEDS 
OF REGIONAL AND NATIONAL SIGNIFICANCE. 


Section 516 of the Public Health Service Act (42 U.S.C. 290bb– 
22) is amended— 


(1) in the section heading, by striking ‘‘ABUSE’’ and 
inserting ‘‘USE DISORDER’’; 


(2) in subsection (a)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘abuse’’ and inserting ‘‘use disorder’’; 
(B) in paragraph (3), by inserting before the period 


‘‘, including such programs that focus on emerging drug 
abuse issues’’; and 


(C) in the flush sentence following paragraph (3)— 
(i) by inserting ‘‘, contracts,’’ before ‘‘or cooperative 


agreements’’; and 
(ii) by striking ‘‘Indian tribes and tribal organiza-


tions,’’ and inserting ‘‘Indian tribes or tribal organiza-
tions (as such terms are defined in section 4 of the 
Indian Self-Determination and Education Assistance 
Act), health facilities, or programs operated by or in 
accordance with a contract or grant with the Indian 
Health Service,’’; 


(3) in subsection (b)— 
(A) in paragraph (1), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; and 
(B) in paragraph (2)— 
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(i) in subparagraph (A), by striking ‘‘; and’’ at 
the end and inserting ‘‘;’’; 


(ii) in subparagraph (B)— 
(I) by striking ‘‘abuse’’ and inserting ‘‘use dis-


order’’; and 
(II) by striking the period and inserting ‘‘; 


and’’; and 
(iii) by adding at the end the following: 


‘‘(C) substance use disorder prevention among high- 
risk groups.’’; 
(4) in subsection (e), by striking ‘‘abuse’’ and inserting 


‘‘use disorder’’; and 
(5) in subsection (f), by striking ‘‘$300,000,000’’ and all 


that follows through the period and inserting ‘‘$211,148,000 
for each of fiscal years 2018 through 2022.’’. 


TITLE VIII—SUPPORTING STATE PRE-
VENTION ACTIVITIES AND RE-
SPONSES TO MENTAL HEALTH AND 
SUBSTANCE USE DISORDER NEEDS 


SEC. 8001. COMMUNITY MENTAL HEALTH SERVICES BLOCK GRANT. 


(a) FORMULA GRANTS.—Section 1911(b) of the Public Health 
Service Act (42 U.S.C. 300x(b)) is amended— 


(1) by redesignating paragraphs (1) through (3) as para-
graphs (2) through (4), respectively; and 


(2) by inserting before paragraph (2) (as so redesignated) 
the following: 


‘‘(1) providing community mental health services for adults 
with a serious mental illness and children with a serious emo-
tional disturbance as defined in accordance with section 
1912(c);’’. 
(b) STATE PLAN.—Section 1912(b) of the Public Health Service 


Act (42 U.S.C. 300x–1(b)) is amended— 
(1) in paragraph (3), by redesignating subparagraphs (A) 


through (C) as clauses (i) through (iii), respectively, and 
realigning the margins accordingly; 


(2) by redesignating paragraphs (1) through (5) as subpara-
graphs (A) through (E), respectively, and realigning the margins 
accordingly; 


(3) in the matter preceding subparagraph (A) (as so redesig-
nated), by striking ‘‘With respect to’’ and all that follows 
through ‘‘are as follows:’’ and inserting ‘‘In accordance with 
subsection (a), a State shall submit to the Secretary a plan 
every two years that, at a minimum, includes each of the 
following:’’; 


(4) by inserting before subparagraph (A) (as so redesig-
nated) the following: 


‘‘(1) SYSTEM OF CARE.—A description of the State’s system 
of care that contains the following:’’; 


(5) by striking subparagraph (A) (as so redesignated) and 
inserting the following: 


‘‘(A) COMPREHENSIVE COMMUNITY-BASED HEALTH SYS-
TEMS.—The plan shall— 
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‘‘(i) identify the single State agency to be respon-
sible for the administration of the program under the 
grant, including any third party who administers 
mental health services and is responsible for complying 
with the requirements of this part with respect to 
the grant; 


‘‘(ii) provide for an organized community-based 
system of care for individuals with mental illness, and 
describe available services and resources in a com-
prehensive system of care, including services for 
individuals with co-occurring disorders; 


‘‘(iii) include a description of the manner in which 
the State and local entities will coordinate services 
to maximize the efficiency, effectiveness, quality, and 
cost-effectiveness of services and programs to produce 
the best possible outcomes (including health services, 
rehabilitation services, employment services, housing 
services, educational services, substance use disorder 
services, legal services, law enforcement services, social 
services, child welfare services, medical and dental 
care services, and other support services to be provided 
with Federal, State, and local public and private 
resources) with other agencies to enable individuals 
receiving services to function outside of inpatient or 
residential institutions, to the maximum extent of their 
capabilities, including services to be provided by local 
school systems under the Individuals with Disabilities 
Education Act; 


‘‘(iv) include a description of how the State pro-
motes evidence-based practices, including those evi-
dence-based programs that address the needs of 
individuals with early serious mental illness regardless 
of the age of the individual at onset, provide com-
prehensive individualized treatment, or integrate 
mental and physical health services; 


‘‘(v) include a description of case management serv-
ices; 


‘‘(vi) include a description of activities that seek 
to engage adults with a serious mental illness or chil-
dren with a serious emotional disturbance and their 
caregivers where appropriate in making health care 
decisions, including activities that enhance communica-
tion among individuals, families, caregivers, and treat-
ment providers; and 


‘‘(vii) as appropriate to, and reflective of, the uses 
the State proposes for the block grant funds, include— 


‘‘(I) a description of the activities intended to 
reduce hospitalizations and hospital stays using 
the block grant funds; 


‘‘(II) a description of the activities intended 
to reduce incidents of suicide using the block grant 
funds; 


‘‘(III) a description of how the State integrates 
mental health and primary care using the block 
grant funds, which may include providing, in the 
case of individuals with co-occurring mental and 
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substance use disorders, both mental and sub-
stance use disorders services in primary care set-
tings or arrangements to provide primary and spe-
cialty care services in community-based mental 
and substance use disorders settings; and 


‘‘(IV) a description of recovery and recovery 
support services for adults with a serious mental 
illness and children with a serious emotional 
disturbance.’’; 


(6) in subparagraph (B) (as so redesignated)— 
(A) by striking ‘‘The plan contains’’ and inserting ‘‘The 


plan shall contain’’; and 
(B) by striking ‘‘presents quantitative targets to be 


achieved in the implementation of the system described 
in paragraph (1)’’ and inserting ‘‘present quantitative tar-
gets and outcome measures for programs and services pro-
vided under this subpart’’; 
(7) in subparagraph (C) (as so redesignated)— 


(A) by striking ‘‘serious emotional disturbance’’ in the 
matter preceding clause (i) (as so redesignated) and all 
that follows through ‘‘substance abuse services’’ in clause 
(i) (as so redesignated) and inserting the following: ‘‘a 
serious emotional disturbance (as defined pursuant to sub-
section (c)), the plan shall provide for a system of integrated 
social services, educational services, child welfare services, 
juvenile justice services, law enforcement services, and sub-
stance use disorder services’’; 


(B) by striking ‘‘Education Act);’’ and inserting ‘‘Edu-
cation Act).’’; and 


(C) by striking clauses (ii) and (iii) (as so redesignated); 
(8) in subparagraph (D) (as so redesignated), by striking 


‘‘plan describes’’ and inserting ‘‘plan shall describe’’; 
(9) in subparagraph (E) (as so redesignated)— 


(A) in the subparagraph heading by striking ‘‘SYSTEMS’’ 
and inserting ‘‘SERVICES’’; 


(B) in the first sentence, by striking ‘‘plan describes’’ 
and all that follows through ‘‘and provides for’’ and 
inserting ‘‘plan shall describe the financial resources avail-
able, the existing mental health workforce, and the 
workforce trained in treating individuals with co-occurring 
mental and substance use disorders, and shall provide for’’; 
and 


(C) in the second sentence— 
(i) by striking ‘‘further describes’’ and inserting 


‘‘shall further describe’’; and 
(ii) by striking ‘‘involved.’’ and inserting ‘‘involved, 


and the manner in which the State intends to comply 
with each of the funding agreements in this subpart 
and subpart III.’’; 


(10) by striking the flush matter at the end; and 
(11) by adding at the end the following: 
‘‘(2) GOALS AND OBJECTIVES.—The establishment of goals 


and objectives for the period of the plan, including targets 
and milestones that are intended to be met, and the activities 
that will be undertaken to achieve those targets.’’. 
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(c) EARLY SERIOUS MENTAL ILLNESS.—Section 1920 of the 
Public Health Service Act (42 U.S.C. 300x–9) is amended by adding 
at the end the following: 


‘‘(c) EARLY SERIOUS MENTAL ILLNESS.— 
‘‘(1) IN GENERAL.—Except as provided in paragraph (2), 


a State shall expend not less than 10 percent of the amount 
the State receives for carrying out this section for each fiscal 
year to support evidence-based programs that address the needs 
of individuals with early serious mental illness, including psy-
chotic disorders, regardless of the age of the individual at 
onset. 


‘‘(2) STATE FLEXIBILITY.—In lieu of expending 10 percent 
of the amount the State receives under this section for a fiscal 
year as required under paragraph (1), a State may elect to 
expend not less than 20 percent of such amount by the end 
of such succeeding fiscal year.’’. 
(d) ADDITIONAL PROVISIONS.—Section 1915(b) of the Public 


Health Service Act (42 U.S.C. 300x–4(b)) is amended— 
(1) in paragraph (3)— 


(A) by striking ‘‘The Secretary’’ and inserting the fol-
lowing: 


‘‘(A) IN GENERAL.—The Secretary’’; 
(B) by striking ‘‘paragraph (1) if’’ and inserting ‘‘para-


graph (1) in whole or in part if’’; 
(C) by striking ‘‘State justify the waiver.’’ and inserting 


‘‘State in the fiscal year involved or in the previous fiscal 
year justify the waiver’’; and 


(D) by adding at the end the following: 
‘‘(B) DATE CERTAIN FOR ACTION UPON REQUEST.—The 


Secretary shall approve or deny a request for a waiver 
under this paragraph not later than 120 days after the 
date on which the request is made. 


‘‘(C) APPLICABILITY OF WAIVER.—A waiver provided by 
the Secretary under this paragraph shall be applicable 
only to the fiscal year involved.’’; and 
(2) in paragraph (4)— 


(A) in subparagraph (A)— 
(i) by inserting after the subparagraph designation 


the following: ‘‘IN GENERAL.—’’; 
(ii) by striking ‘‘In making a grant’’ and inserting 


the following: 
‘‘(i) DETERMINATION.—In making a grant’’; and 
(iii) by inserting at the end the following: 
‘‘(ii) ALTERNATIVE.—A State that has failed to 


comply with paragraph (1) and would otherwise be 
subject to a reduction in the State’s allotment under 
section 1911 may, upon request by the State, in lieu 
of having the amount of the allotment under section 
1911 for the State reduced for the fiscal year of the 
grant, agree to comply with a negotiated agreement 
that is approved by the Secretary and carried out 
in accordance with guidelines issued by the Secretary. 
If a State fails to enter into or comply with a negotiated 
agreement, the Secretary may take action under this 
paragraph or the terms of the negotiated agreement.’’; 
and 
(B) in subparagraph (B)— 
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(i) by inserting after the subparagraph designation 
the following: ‘‘SUBMISSION OF INFORMATION TO THE 
SECRETARY.—’’; and 


(ii) by striking ‘‘subparagraph (A)’’ and inserting 
‘‘subparagraph (A)(i)’’. 


(e) APPLICATION FOR GRANT.—Section 1917(a) of the Public 
Health Service Act (42 U.S.C. 300x–6(a)) is amended— 


(1) in paragraph (1), by striking ‘‘1941’’ and inserting 
‘‘1942(a)’’; and 


(2) in paragraph (5), by striking ‘‘1915(b)(3)(B)’’ and 
inserting ‘‘1915(b)’’. 
(f) FUNDING.—Section 1920 of the Public Health Service Act 


(42 U.S.C. 300x–9) is amended— 
(1) in subsection (a)— 


(A) by striking ‘‘section 505’’ and inserting ‘‘section 
505(c)’’; and 


(B) by striking ‘‘$450,000,000’’ and all that follows 
through the period and inserting ‘‘$532,571,000 for each 
of fiscal years 2018 through 2022.’’; and 
(2) in subsection (b)(2) by striking ‘‘sections 505 and’’ and 


inserting ‘‘sections 505(c) and’’. 


SEC. 8002. SUBSTANCE ABUSE PREVENTION AND TREATMENT BLOCK 
GRANT. 


(a) FORMULA GRANTS.—Section 1921(b) of the Public Health 
Service Act (42 U.S.C. 300x–21(b)) is amended— 


(1) by inserting ‘‘carrying out the plan developed in accord-
ance with section 1932(b) and for’’ after ‘‘for the purpose of’’; 
and 


(2) by striking ‘‘abuse’’ and inserting ‘‘use disorders’’. 
(b) OUTREACH TO PERSONS WHO INJECT DRUGS.—Section 


1923(b) of the Public Health Service Act (42 U.S.C. 300x–23(b)) 
is amended— 


(1) in the subsection heading, by striking ‘‘REGARDING 
INTRAVENOUS SUBSTANCE ABUSE’’ and inserting ‘‘TO PERSONS 
WHO INJECT DRUGS’’; and 


(2) by striking ‘‘for intravenous drug abuse’’ and inserting 
‘‘for persons who inject drugs’’. 
(c) REQUIREMENTS REGARDING TUBERCULOSIS AND HUMAN 


IMMUNODEFICIENCY VIRUS.—Section 1924 of the Public Health 
Service Act (42 U.S.C. 300x–24) is amended— 


(1) in subsection (a)(1)— 
(A) in the matter preceding subparagraph (A), by 


striking ‘‘substance abuse’’ and inserting ‘‘substance use 
disorders’’; and 


(B) in subparagraph (A), by striking ‘‘such abuse’’ and 
inserting ‘‘such disorders’’; 
(2) in subsection (b)— 


(A) in paragraph (1)(A), by striking ‘‘substance abuse’’ 
and inserting ‘‘substance use disorders’’; 


(B) in paragraph (2), by inserting ‘‘and Prevention’’ 
after ‘‘Disease Control’’; 


(C) in paragraph (3)— 
(i) in the paragraph heading, by striking ‘‘ABUSE’’ 


and inserting ‘‘USE DISORDERS’’; and 
(ii) by striking ‘‘substance abuse’’ and inserting 


‘‘substance use disorders’’; and 
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(D) in paragraph (6)(B), by striking ‘‘substance abuse’’ 
and inserting ‘‘substance use disorders’’; 
(3) by striking subsection (d); and 
(4) by redesignating subsection (e) as subsection (d). 


(d) GROUP HOMES.—Section 1925 of the Public Health Service 
Act (42 U.S.C. 300x–25) is amended— 


(1) in the section heading, by striking ‘‘RECOVERING SUB-
STANCE ABUSERS’’ and inserting ‘‘PERSONS IN RECOVERY FROM 
SUBSTANCE USE DISORDERS’’; and 


(2) in subsection (a), in the matter preceding paragraph 
(1), by striking ‘‘recovering substance abusers’’ and inserting 
‘‘persons in recovery from substance use disorders’’. 
(e) ADDITIONAL AGREEMENTS.—Section 1928 of the Public 


Health Service Act (42 U.S.C. 300x–28) is amended— 
(1) in subsection (a), by striking ‘‘(relative to fiscal year 


1992)’’; 
(2) by striking subsection (b) and inserting the following: 


‘‘(b) PROFESSIONAL DEVELOPMENT.—A funding agreement for 
a grant under section 1921 is that the State involved will ensure 
that prevention, treatment, and recovery personnel operating in 
the State’s substance use disorder prevention, treatment, and 
recovery systems have an opportunity to receive training, on an 
ongoing basis, concerning— 


‘‘(1) recent trends in substance use disorders in the State; 
‘‘(2) improved methods and evidence-based practices for 


providing substance use disorder prevention and treatment 
services; 


‘‘(3) performance-based accountability; 
‘‘(4) data collection and reporting requirements; and 
‘‘(5) any other matters that would serve to further improve 


the delivery of substance use disorder prevention and treatment 
services within the State.’’; and 


(3) in subsection (d)(1), by striking ‘‘substance abuse’’ and 
inserting ‘‘substance use disorders’’. 
(f) REPEAL.—Section 1929 of the Public Health Service Act 


(42 U.S.C. 300x–29) is repealed. 
(g) MAINTENANCE OF EFFORT.—Section 1930 of the Public 


Health Service Act (42 U.S.C. 300x–30) is amended— 
(1) in subsection (c)(1), by striking ‘‘in the State justify 


the waiver’’ and inserting ‘‘exist in the State, or any part 
of the State, to justify the waiver’’; and 


(2) in subsection (d), by inserting at the end the following: 
‘‘(3) ALTERNATIVE.—A State that has failed to comply with 


this section and would otherwise be subject to a reduction 
in the State’s allotment under section 1921, may, upon request 
by the State, in lieu of having the State’s allotment under 
section 1921 reduced, agree to comply with a negotiated agree-
ment that is approved by the Secretary and carried out in 
accordance with guidelines issued by the Secretary. If a State 
fails to enter into or comply with a negotiated agreement, 
the Secretary may take action under this paragraph or the 
terms of the negotiated agreement.’’. 
(h) RESTRICTIONS ON EXPENDITURES.—Section 1931(b)(1) of the 


Public Health Service Act (42 U.S.C. 300x–31(b)(1)) is amended 
by striking ‘‘substance abuse’’ and inserting ‘‘substance use dis-
orders’’. 
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(i) APPLICATION.—Section 1932 of the Public Health Service 
Act (42 U.S.C. 300x–32) is amended— 


(1) in subsection (a)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘subsections (c) and (d)(2)’’ and inserting ‘‘subsection (c)’’; 
and 


(B) in paragraph (5), by striking ‘‘the information 
required in section 1929, the information required in sec-
tion 1930(c)(2), and’’; 
(2) in subsection (b)— 


(A) by striking paragraph (1) and inserting the fol-
lowing: 
‘‘(1) IN GENERAL.—In order for a State to be in compliance 


with subsection (a)(6), the State shall submit to the Secretary 
a plan that, at a minimum, includes the following: 


‘‘(A) A description of the State’s system of care that— 
‘‘(i) identifies the single State agency responsible 


for the administration of the program, including any 
third party who administers substance use disorder 
services and is responsible for complying with the 
requirements of the grant; 


‘‘(ii) provides information on the need for substance 
use disorder prevention and treatment services in the 
State, including estimates on the number of individuals 
who need treatment, who are pregnant women, women 
with dependent children, individuals with a co-occur-
ring mental health and substance use disorder, persons 
who inject drugs, and persons who are experiencing 
homelessness; 


‘‘(iii) provides aggregate information on the 
number of individuals in treatment within the State, 
including the number of such individuals who are preg-
nant women, women with dependent children, individ-
uals with a co-occurring mental health and substance 
use disorder, persons who inject drugs, and persons 
who are experiencing homelessness; 


‘‘(iv) provides a description of the system that is 
available to provide services by modality, including 
the provision of recovery support services; 


‘‘(v) provides a description of the State’s com-
prehensive statewide prevention efforts, including the 
number of individuals being served in the system, tar-
get populations, and priority needs, and provides a 
description of the amount of funds from the prevention 
set-aside expended on primary prevention; 


‘‘(vi) provides a description of the financial 
resources available; 


‘‘(vii) describes the existing substance use disorders 
workforce and workforce trained in treating co-occur-
ring substance use and mental disorders; 


‘‘(viii) includes a description of how the State pro-
motes evidence-based practices; and 


‘‘(ix) describes how the State integrates substance 
use disorder services and primary health care, which 
in the case of those individuals with co-occurring 
mental health and substance use disorders may include 
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providing both mental health and substance use dis-
order services in primary care settings or providing 
primary and specialty care services in community- 
based mental health and substance use disorder service 
settings. 
‘‘(B) The establishment of goals and objectives for the 


period of the plan, including targets and milestones that 
are intended to be met, and the activities that will be 
undertaken to achieve those targets. 


‘‘(C) A description of how the State will comply with 
each funding agreement for a grant under section 1921 
that is applicable to the State, including a description 
of the manner in which the State intends to expend grant 
funds.’’; and 


(B) in paragraph (2)— 
(i) in the paragraph heading, by striking 


‘‘AUTHORITY OF SECRETARY REGARDING MODIFICATIONS’’ 
and inserting ‘‘MODIFICATIONS’’; 


(ii) by striking ‘‘As a condition’’ and inserting the 
following: 
‘‘(A) AUTHORITY OF SECRETARY.—As a condition;’’; and 


(iii) by adding at the end the following: 
‘‘(B) STATE REQUEST FOR MODIFICATION.—If the State 


determines that a modification to such plan is necessary, 
the State may request the Secretary to approve the modi-
fication. Any such modification shall be in accordance with 
paragraph (1) and section 1941.’’; and 


(C) in paragraph (3), by inserting, ‘‘, including any 
modification under paragraph (2)’’ after ‘‘subsection (a)(6)’’; 
and 
(3) in subsection (e)(2), by striking ‘‘section 1922(c)’’ and 


inserting ‘‘section 1922(b)’’. 
(j) DEFINITIONS.—Section 1934 of the Public Health Service 


Act (42 U.S.C. 300x–34) is amended— 
(1) in paragraph (3), by striking ‘‘substance abuse’’ and 


inserting ‘‘substance use disorders’’; and 
(2) in paragraph (7), by striking ‘‘substance abuse’’ and 


inserting ‘‘substance use disorders’’. 
(k) FUNDING.—Section 1935 of the Public Health Service Act 


(42 U.S.C. 300x–35) is amended— 
(1) in subsection (a)— 


(A) by striking ‘‘section 505’’ and inserting ‘‘section 
505(d)’’; and 


(B) by striking ‘‘$2,000,000,000 for fiscal year 2001, 
and such sums as may be necessary for each of the fiscal 
years 2002 and 2003’’ and inserting ‘‘$1,858,079,000 for 
each of fiscal years 2018 through 2022.’’; and 
(2) in subsection (b)(1)(B) by striking ‘‘sections 505 and’’ 


and inserting ‘‘sections 505(d) and’’. 


SEC. 8003. ADDITIONAL PROVISIONS RELATED TO THE BLOCK GRANTS. 


Subpart III of part B of title XIX of the Public Health Service 
Act (42 U.S.C. 300x–51 et seq.) is amended— 


(1) in section 1943(a)(3) (42 U.S.C. 300x–53(a)(3)), by 
striking ‘‘section 505’’ and inserting ‘‘subsections (c) and (d) 
of section 505’’; 
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(2) in section 1953(b) (42 U.S.C. 300x–63(b)), by striking 
‘‘substance abuse’’ and inserting ‘‘substance use disorder’’; and 


(3) by adding at the end the following: 


‘‘SEC. 1957. PUBLIC HEALTH EMERGENCIES. 


‘‘In the case of a public health emergency (as determined under 
section 319), the Secretary, on a State by State basis, may, as 
the circumstances of the emergency reasonably require and for 
the period of the emergency, grant an extension, or waive applica-
tion deadlines or compliance with any other requirement, of a 
grant authorized under section 521, 1911, or 1921 or an allotment 
authorized under Public Law 99–319 (42 U.S.C. 10801 et seq.). 


‘‘SEC. 1958. JOINT APPLICATIONS. 


‘‘The Secretary, acting through the Assistant Secretary for 
Mental Health and Substance Use, shall permit a joint application 
to be submitted for grants under subpart I and subpart II upon 
the request of a State. Such application may be jointly reviewed 
and approved by the Secretary with respect to such subparts, con-
sistent with the purposes and authorized activities of each such 
grant program. A State submitting such a joint application shall 
otherwise meet the requirements with respect to each such sub-
part.’’. 


SEC. 8004. STUDY OF DISTRIBUTION OF FUNDS UNDER THE SUB-
STANCE ABUSE PREVENTION AND TREATMENT BLOCK 
GRANT AND THE COMMUNITY MENTAL HEALTH SERVICES 
BLOCK GRANT. 


(a) IN GENERAL.—The Secretary of Health and Human Services, 
acting through the Assistant Secretary for Mental Health and Sub-
stance Use, shall through a grant or contract, or through an agree-
ment with a third party, conduct a study on the formulas for 
distribution of funds under the substance abuse prevention and 
treatment block grant, and the community mental health services 
block grant, under part B of title XIX of the Public Health Service 
Act (42 U.S.C. 300x et seq.) and recommend changes if necessary. 
Such study shall include— 


(1) an analysis of whether the distributions under such 
block grants accurately reflect the need for the services under 
the grants in the States; 


(2) an examination of whether the indices used under the 
formulas for distribution of funds under such block grants 
are appropriate, and if not, alternatives recommended by the 
Secretary; 


(3) where recommendations are included under paragraph 
(2) for the use of different indices, a description of the variables 
and data sources that should be used to determine the indices; 


(4) an evaluation of the variables and data sources that 
are being used for each of the indices involved, and whether 
such variables and data sources accurately represent the need 
for services, the cost of providing services, and the ability 
of the States to pay for such services; 


(5) the effect that the minimum allotment requirements 
for each such block grant have on each State’s final allotment 
and the effect of such requirements, if any, on each State’s 
formula-based allotment; 


42 USC 300x–68. 


42 USC 300x–67. 
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(6) recommendations for modifications to the minimum 
allotment provisions to ensure an appropriate distribution of 
funds; and 


(7) any other information that the Secretary determines 
appropriate. 
(b) REPORT.—Not later than 2 years after the date of enactment 


of this Act, the Secretary of Health and Human Services shall 
submit to the Committee on Health, Education, Labor, and Pensions 
of the Senate and the Committee on Energy and Commerce of 
the House of Representatives, a report containing the findings 
and recommendations of the study conducted under subsection (a) 
and the study conducted under section 9004(g). 


TITLE IX—PROMOTING ACCESS TO 
MENTAL HEALTH AND SUBSTANCE 
USE DISORDER CARE 


Subtitle A—Helping Individuals and 
Families 


SEC. 9001. GRANTS FOR TREATMENT AND RECOVERY FOR HOMELESS 
INDIVIDUALS. 


Section 506 of the Public Health Service Act (42 U.S.C. 290aa– 
5) is amended— 


(1) in subsection (a), by striking ‘‘substance abuse’’ and 
inserting ‘‘substance use disorder’’; 


(2) in subsection (b)— 
(A) in paragraphs (1) and (3), by striking ‘‘substance 


abuse’’ each place the term appears and inserting ‘‘sub-
stance use disorder’’; and 


(B) in paragraph (4), by striking ‘‘substance abuse’’ 
and inserting ‘‘a substance use disorder’’; 
(3) in subsection (c)— 


(A) in paragraph (1), by striking ‘‘substance abuse dis-
order’’ and inserting ‘‘substance use disorder’’; and 


(B) in paragraph (2)— 
(i) in subparagraph (A), by striking ‘‘substance 


abuse’’ and inserting ‘‘a substance use disorder’’; and 
(ii) in subparagraph (B), by striking ‘‘substance 


abuse’’ and inserting ‘‘substance use disorder’’; and 
(4) in subsection (e), by striking ‘‘, $50,000,000 for fiscal 


year 2001, and such sums as may be necessary for each of 
the fiscal years 2002 and 2003’’ and inserting ‘‘$41,304,000 
for each of fiscal years 2018 through 2022’’. 


SEC. 9002. GRANTS FOR JAIL DIVERSION PROGRAMS. 


Section 520G of the Public Health Service Act (42 U.S.C. 290bb– 
38) is amended— 


(1) by striking ‘‘substance abuse’’ each place such term 
appears and inserting ‘‘substance use disorder’’; 


(2) in subsection (a)— 
(A) by striking ‘‘Indian tribes, and tribal organizations’’ 


and inserting ‘‘and Indian tribes and tribal organizations 
(as the terms ‘Indian tribes’ and ‘tribal organizations’ are 
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defined in section 4 of the Indian Self-Determination and 
Education Assistance Act)’’; and 


(B) by inserting ‘‘or a health facility or program oper-
ated by or in accordance with a contract or grant with 
the Indian Health Service,’’ after ‘‘entities,’’; 
(3) in subsection (c)(2)(A)(i), by striking ‘‘the best known’’ 


and inserting ‘‘evidence-based’’; 
(4) by redesignating subsections (d) through (i) as sub-


sections (e) through (j), respectively; 
(5) by inserting after subsection (c) the following: 


‘‘(d) SPECIAL CONSIDERATION REGARDING VETERANS.—In 
awarding grants under subsection (a), the Secretary shall, as appro-
priate, give special consideration to entities proposing to use grant 
funding to support jail diversion services for veterans.’’; 


(6) in subsection (e), as so redesignated— 
(A) in paragraph (3), by striking ‘‘; and’’ and inserting 


a semicolon; 
(B) in paragraph (4), by striking the period and 


inserting ‘‘; and’’; and 
(C) by adding at the end the following: 


‘‘(5) develop programs to divert individuals prior to booking 
or arrest.’’; and 


(7) in subsection (j), as so redesignated, by striking 
‘‘$10,000,000 for fiscal year 2001, and such sums as may be 
necessary for fiscal years 2002 through 2003’’ and inserting 
‘‘$4,269,000 for each of fiscal years 2018 through 2022’’. 


SEC. 9003. PROMOTING INTEGRATION OF PRIMARY AND BEHAVIORAL 
HEALTH CARE. 


Section 520K of the Public Health Service Act (42 U.S.C. 290bb– 
42) is amended to read as follows: 


‘‘SEC. 520K. INTEGRATION INCENTIVE GRANTS AND COOPERATIVE 
AGREEMENTS. 


‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) ELIGIBLE ENTITY.—The term ‘eligible entity’ means a 


State, or other appropriate State agency, in collaboration with 
1 or more qualified community programs as described in section 
1913(b)(1) or 1 or more community health centers as described 
in section 330. 


‘‘(2) INTEGRATED CARE.—The term ‘integrated care’ means 
collaborative models or practices offering mental and physical 
health services, which may include practices that share the 
same space in the same facility. 


‘‘(3) SPECIAL POPULATION.—The term ‘special population’ 
means— 


‘‘(A) adults with a mental illness who have co-occurring 
physical health conditions or chronic diseases; 


‘‘(B) adults with a serious mental illness who have 
co-occurring physical health conditions or chronic diseases; 


‘‘(C) children and adolescents with a serious emotional 
disturbance with co-occurring physical health conditions 
or chronic diseases; or 


‘‘(D) individuals with a substance use disorder. 
‘‘(b) GRANTS AND COOPERATIVE AGREEMENTS.— 


‘‘(1) IN GENERAL.—The Secretary may award grants and 
cooperative agreements to eligible entities to support the 
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improvement of integrated care for primary care and behavioral 
health care in accordance with paragraph (2). 


‘‘(2) PURPOSES.—A grant or cooperative agreement awarded 
under this section shall be designed to— 


‘‘(A) promote full integration and collaboration in clin-
ical practices between primary and behavioral health care; 


‘‘(B) support the improvement of integrated care models 
for primary care and behavioral health care to improve 
the overall wellness and physical health status of adults 
with a serious mental illness or children with a serious 
emotional disturbance; and 


‘‘(C) promote integrated care services related to 
screening, diagnosis, prevention, and treatment of mental 
and substance use disorders, and co-occurring physical 
health conditions and chronic diseases. 


‘‘(c) APPLICATIONS.— 
‘‘(1) IN GENERAL.—An eligible entity seeking a grant or 


cooperative agreement under this section shall submit an 
application to the Secretary at such time, in such manner, 
and accompanied by such information as the Secretary may 
require, including the contents described in paragraph (2). 


‘‘(2) CONTENTS.—The contents described in this paragraph 
are— 


‘‘(A) a description of a plan to achieve fully collaborative 
agreements to provide services to special populations; 


‘‘(B) a document that summarizes the policies, if any, 
that serve as barriers to the provision of integrated care, 
and the specific steps, if applicable, that will be taken 
to address such barriers; 


‘‘(C) a description of partnerships or other arrange-
ments with local health care providers to provide services 
to special populations; 


‘‘(D) an agreement and plan to report to the Secretary 
performance measures necessary to evaluate patient out-
comes and facilitate evaluations across participating 
projects; and 


‘‘(E) a plan for sustainability beyond the grant or 
cooperative agreement period under subsection (e). 


‘‘(d) GRANT AND COOPERATIVE AGREEMENT AMOUNTS.— 
‘‘(1) TARGET AMOUNT.—The target amount that an eligible 


entity may receive for a year through a grant or cooperative 
agreement under this section shall be $2,000,000. 


‘‘(2) ADJUSTMENT PERMITTED.—The Secretary, taking into 
consideration the quality of the application and the number 
of eligible entities that received grants under this section prior 
to the date of enactment of the Helping Families in Mental 
Health Crisis Reform Act of 2016, may adjust the target amount 
that an eligible entity may receive for a year through a grant 
or cooperative agreement under this section. 


‘‘(3) LIMITATION.—An eligible entity receiving funding 
under this section may not allocate more than 10 percent 
of funds awarded under this section to administrative functions, 
and the remaining amounts shall be allocated to health facilities 
that provide integrated care. 
‘‘(e) DURATION.—A grant or cooperative agreement under this 


section shall be for a period not to exceed 5 years. 
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‘‘(f) REPORT ON PROGRAM OUTCOMES.—An eligible entity 
receiving a grant or cooperative agreement under this section shall 
submit an annual report to the Secretary that includes— 


‘‘(1) the progress made to reduce barriers to integrated 
care as described in the entity’s application under subsection 
(c); and 


‘‘(2) a description of functional outcomes of special popu-
lations, including— 


‘‘(A) with respect to adults with a serious mental ill-
ness, participation in supportive housing or independent 
living programs, attendance in social and rehabilitative 
programs, participation in job training opportunities, satis-
factory performance in work settings, attendance at sched-
uled medical and mental health appointments, and compli-
ance with prescribed medication regimes; 


‘‘(B) with respect to individuals with co-occurring 
mental illness and physical health conditions and chronic 
diseases, attendance at scheduled medical and mental 
health appointments, compliance with prescribed medica-
tion regimes, and participation in learning opportunities 
related to improved health and lifestyle practices; and 


‘‘(C) with respect to children and adolescents with a 
serious emotional disturbance who have co-occurring phys-
ical health conditions and chronic diseases, attendance at 
scheduled medical and mental health appointments, 
compliance with prescribed medication regimes, and 
participation in learning opportunities at school and extra-
curricular activities. 


‘‘(g) TECHNICAL ASSISTANCE FOR PRIMARY-BEHAVIORAL HEALTH 
CARE INTEGRATION.— 


‘‘(1) IN GENERAL.—The Secretary may provide appropriate 
information, training, and technical assistance to eligible enti-
ties that receive a grant or cooperative agreement under this 
section, in order to help such entities meet the requirements 
of this section, including assistance with— 


‘‘(A) development and selection of integrated care 
models; 


‘‘(B) dissemination of evidence-based interventions in 
integrated care; 


‘‘(C) establishment of organizational practices to sup-
port operational and administrative success; and 


‘‘(D) other activities, as the Secretary determines 
appropriate. 
‘‘(2) ADDITIONAL DISSEMINATION OF TECHNICAL INFORMA-


TION.—The information and resources provided by the Secretary 
under paragraph (1) shall, as appropriate, be made available 
to States, political subdivisions of States, Indian tribes or tribal 
organizations (as defined in section 4 of the Indian Self-Deter-
mination and Education Assistance Act), outpatient mental 
health and addiction treatment centers, community mental 
health centers that meet the criteria under section 1913(c), 
certified community behavioral health clinics described in sec-
tion 223 of the Protecting Access to Medicare Act of 2014, 
primary care organizations such as Federally qualified health 
centers or rural health clinics as defined in section 1861(aa) 
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of the Social Security Act, other community-based organiza-
tions, or other entities engaging in integrated care activities, 
as the Secretary determines appropriate. 
‘‘(h) AUTHORIZATION OF APPROPRIATIONS.—To carry out this 


section, there are authorized to be appropriated $51,878,000 for 
each of fiscal years 2018 through 2022.’’. 


SEC. 9004. PROJECTS FOR ASSISTANCE IN TRANSITION FROM 
HOMELESSNESS. 


(a) FORMULA GRANTS TO STATES.—Section 521 of the Public 
Health Service Act (42 U.S.C. 290cc–21) is amended by striking 
‘‘1991 through 1994’’ and inserting ‘‘2018 through 2022’’. 


(b) PURPOSE OF GRANTS.—Section 522 of the Public Health 
Service Act (42 U.S.C. 290cc–22) is amended— 


(1) in subsection (a)(1)(B), by striking ‘‘substance abuse’’ 
and inserting ‘‘a substance use disorder’’; 


(2) in subsection (b)(6), by striking ‘‘substance abuse’’ and 
inserting ‘‘substance use disorder’’; 


(3) in subsection (c), by striking ‘‘substance abuse’’ and 
inserting ‘‘a substance use disorder’’; 


(4) in subsection (e)— 
(A) in paragraph (1), by striking ‘‘substance abuse’’ 


and inserting ‘‘a substance use disorder’’; and 
(B) in paragraph (2), by striking ‘‘substance abuse’’ 


and inserting ‘‘substance use disorder’’; 
(5) by striking subsection (g) and redesignating subsections 


(h) and (i) as (g) and (h), accordingly; and 
(6) in subsection (g), as redesignated by paragraph (5), 


by striking ‘‘substance abuse’’ each place such term appears 
and inserting ‘‘substance use disorder’’. 
(c) DESCRIPTION OF INTENDED EXPENDITURES OF GRANT.—Sec-


tion 527 of the Public Health Service Act (42 U.S.C. 290cc–27) 
is amended by striking ‘‘substance abuse’’ each place such term 
appears and inserting ‘‘substance use disorder’’. 


(d) TECHNICAL ASSISTANCE.—Section 530 of the Public Health 
Service Act (42 U.S.C. 290cc–30) is amended by striking ‘‘through 
the National Institute of Mental Health, the National Institute 
of Alcohol Abuse and Alcoholism, and the National Institute on 
Drug Abuse’’ and inserting ‘‘acting through the Assistant Secretary’’. 


(e) DEFINITIONS.—Section 534(4) of the Public Health Service 
Act (42 U.S.C. 290cc–34(4)) is amended to read as follows: 


‘‘(4) SUBSTANCE USE DISORDER SERVICES.—The term ‘sub-
stance use disorder services’ has the meaning given the term 
‘substance abuse services’ in section 330(h)(5)(C).’’. 
(f) FUNDING.—Section 535(a) of the Public Health Service Act 


(42 U.S.C. 290cc–35(a)) is amended by striking ‘‘$75,000,000 for 
each of the fiscal years 2001 through 2003’’ and inserting 
‘‘$64,635,000 for each of fiscal years 2018 through 2022’’. 


(g) STUDY CONCERNING FORMULA.— 
(1) IN GENERAL.—Not later than 2 years after the date 


of enactment of this Act, the Assistant Secretary for Mental 
Health and Substance Use (referred to in this section as the 
‘‘Assistant Secretary’’) shall conduct a study concerning the 
formula used under section 524 of the Public Health Service 
Act (42 U.S.C. 290cc–24) for making allotments to States under 
section 521 of such Act (42 U.S.C. 290cc–21). Such study shall 
include an evaluation of quality indicators of need for purposes 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00206 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1239 PUBLIC LAW 114–255—DEC. 13, 2016 


of revising the formula for determining the amount of each 
allotment for the fiscal years following the submission of the 
study. 


(2) REPORT.—In accordance with section 8004(b), the Assist-
ant Secretary shall submit to the committees of Congress 
described in such section a report concerning the results of 
the study conducted under paragraph (1). 


SEC. 9005. NATIONAL SUICIDE PREVENTION LIFELINE PROGRAM. 


Subpart 3 of part B of title V of the Public Health Service 
Act (42 U.S.C. 290bb–31 et seq.) is amended by inserting after 
section 520E–2 (42 U.S.C. 290bb–36b) the following: 


‘‘SEC. 520E–3. NATIONAL SUICIDE PREVENTION LIFELINE PROGRAM. 


‘‘(a) IN GENERAL.—The Secretary, acting through the Assistant 
Secretary, shall maintain the National Suicide Prevention Lifeline 
program (referred to in this section as the ‘program’), authorized 
under section 520A and in effect prior to the date of enactment 
of the Helping Families in Mental Health Crisis Reform Act of 
2016. 


‘‘(b) ACTIVITIES.—In maintaining the program, the activities 
of the Secretary shall include— 


‘‘(1) coordinating a network of crisis centers across the 
United States for providing suicide prevention and crisis inter-
vention services to individuals seeking help at any time, day 
or night; 


‘‘(2) maintaining a suicide prevention hotline to link callers 
to local emergency, mental health, and social services resources; 
and 


‘‘(3) consulting with the Secretary of Veterans Affairs to 
ensure that veterans calling the suicide prevention hotline have 
access to a specialized veterans’ suicide prevention hotline. 
‘‘(c) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-


tion, there are authorized to be appropriated $7,198,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 9006. CONNECTING INDIVIDUALS AND FAMILIES WITH CARE. 


Subpart 3 of part B of title V of the Public Health Service 
Act (42 U.S.C. 290bb–31 et seq.), as amended by section 9005, 
is further amended by inserting after section 520E–3 the following: 


‘‘SEC. 520E–4. TREATMENT REFERRAL ROUTING SERVICE. 


‘‘(a) IN GENERAL.—The Secretary, acting through the Assistant 
Secretary, shall maintain the National Treatment Referral Routing 
Service (referred to in this section as the ‘Routing Service’) to 
assist individuals and families in locating mental and substance 
use disorders treatment providers. 


‘‘(b) ACTIVITIES OF THE SECRETARY.—To maintain the Routing 
Service, the activities of the Assistant Secretary shall include 
administering— 


‘‘(1) a nationwide, telephone number providing year-round 
access to information that is updated on a regular basis 
regarding local behavioral health providers and community- 
based organizations in a manner that is confidential, without 
requiring individuals to identify themselves, is in languages 
that include at least English and Spanish, and is at no cost 
to the individual using the Routing Service; and 


42 USC 
290bb–36d. 


42 USC 
290bb–36c. 
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‘‘(2) an Internet website to provide a searchable, online 
treatment services locator of behavioral health treatment pro-
viders and community-based organizations, which shall include 
information on the name, location, contact information, and 
basic services provided by such providers and organizations. 
‘‘(c) REMOVING PRACTITIONER CONTACT INFORMATION.—In the 


event that the Internet website described in subsection (b)(2) con-
tains information on any qualified practitioner that is certified 
to prescribe medication for opioid dependency under section 
303(g)(2)(B) of the Controlled Substances Act, the Assistant Sec-
retary— 


‘‘(1) shall provide an opportunity to such practitioner to 
have the contact information of the practitioner removed from 
the website at the request of the practitioner; and 


‘‘(2) may evaluate other methods to periodically update 
the information displayed on such website. 
‘‘(d) RULE OF CONSTRUCTION.—Nothing in this section shall 


be construed to prevent the Assistant Secretary from using any 
unobligated amounts otherwise made available to the Administra-
tion to maintain the Routing Service.’’. 


SEC. 9007. STRENGTHENING COMMUNITY CRISIS RESPONSE SYSTEMS. 


Section 520F of the Public Health Service Act (42 U.S.C. 290bb– 
37) is amended to read as follows: 


‘‘SEC. 520F. STRENGTHENING COMMUNITY CRISIS RESPONSE SYSTEMS. 


‘‘(a) IN GENERAL.—The Secretary shall award competitive 
grants to— 


‘‘(1) State and local governments and Indian tribes and 
tribal organizations, to enhance community-based crisis 
response systems; or 


‘‘(2) States to develop, maintain, or enhance a database 
of beds at inpatient psychiatric facilities, crisis stabilization 
units, and residential community mental health and residential 
substance use disorder treatment facilities, for adults with a 
serious mental illness, children with a serious emotional 
disturbance, or individuals with a substance use disorder. 
‘‘(b) APPLICATIONS.— 


‘‘(1) IN GENERAL.—To receive a grant under subsection (a), 
an entity shall submit to the Secretary an application, at such 
time, in such manner, and containing such information as 
the Secretary may require. 


‘‘(2) COMMUNITY-BASED CRISIS RESPONSE PLAN.—An applica-
tion for a grant under subsection (a)(1) shall include a plan 
for— 


‘‘(A) promoting integration and coordination between 
local public and private entities engaged in crisis response, 
including first responders, emergency health care providers, 
primary care providers, law enforcement, court systems, 
health care payers, social service providers, and behavioral 
health providers; 


‘‘(B) developing memoranda of understanding with 
public and private entities to implement crisis response 
services; 


‘‘(C) addressing gaps in community resources for crisis 
intervention and prevention; and 
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‘‘(D) developing models for minimizing hospital re-
admissions, including through appropriate discharge plan-
ning. 
‘‘(3) BEDS DATABASE PLAN.—An application for a grant 


under subsection (a)(2) shall include a plan for developing, 
maintaining, or enhancing a real-time, Internet-based bed data-
base to collect, aggregate, and display information about beds 
in inpatient psychiatric facilities and crisis stabilization units, 
and residential community mental health and residential sub-
stance use disorder treatment facilities to facilitate the identi-
fication and designation of facilities for the temporary treat-
ment of individuals in mental or substance use disorder crisis. 
‘‘(c) DATABASE REQUIREMENTS.—A bed database described in 


this section is a database that— 
‘‘(1) includes information on inpatient psychiatric facilities, 


crisis stabilization units, and residential community mental 
health and residential substance use disorder facilities in the 
State involved, including contact information for the facility 
or unit; 


‘‘(2) provides real-time information about the number of 
beds available at each facility or unit and, for each available 
bed, the type of patient that may be admitted, the level of 
security provided, and any other information that may be nec-
essary to allow for the proper identification of appropriate 
facilities for treatment of individuals in mental or substance 
use disorder crisis; and 


‘‘(3) enables searches of the database to identify available 
beds that are appropriate for the treatment of individuals in 
mental or substance use disorder crisis. 
‘‘(d) EVALUATION.—An entity receiving a grant under subsection 


(a)(1) shall submit to the Secretary, at such time, in such manner, 
and containing such information as the Secretary may reasonably 
require, a report, including an evaluation of the effect of such 
grant on— 


‘‘(1) local crisis response services and measures for individ-
uals receiving crisis planning and early intervention supports; 


‘‘(2) individuals reporting improved functional outcomes; 
and 


‘‘(3) individuals receiving regular followup care following 
a crisis. 
‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 


to be appropriated to carry out this section, $12,500,000 for the 
period of fiscal years 2018 through 2022.’’. 


SEC. 9008. GARRETT LEE SMITH MEMORIAL ACT REAUTHORIZATION. 


(a) SUICIDE PREVENTION TECHNICAL ASSISTANCE CENTER.—Sec-
tion 520C of the Public Health Service Act (42 U.S.C. 290bb– 
34), as amended by section 6001, is further amended— 


(1) in the section heading, by striking ‘‘YOUTH INTER-
AGENCY RESEARCH, TRAINING, AND TECHNICAL ASSISTANCE 
CENTERS’’ and inserting ‘‘SUICIDE PREVENTION TECHNICAL 
ASSISTANCE CENTER’’; 


(2) in subsection (a), by striking ‘‘acting through the Assist-
ant Secretary for Mental Health and Substance Use’’ and all 
that follows through the period at the end of paragraph (2) 
and inserting ‘‘acting through the Assistant Secretary, shall 
establish a research, training, and technical assistance resource 
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center to provide appropriate information, training, and tech-
nical assistance to States, political subdivisions of States, feder-
ally recognized Indian tribes, tribal organizations, institutions 
of higher education, public organizations, or private nonprofit 
organizations regarding the prevention of suicide among all 
ages, particularly among groups that are at a high risk for 
suicide.’’; 


(3) by striking subsections (b) and (c); 
(4) by redesignating subsection (d) as subsection (b); 
(5) in subsection (b), as so redesignated— 


(A) in the subsection heading, by striking ‘‘ADDITIONAL 
CENTER’’ and inserting ‘‘RESPONSIBILITIES OF THE CENTER’’; 


(B) in the matter preceding paragraph (1), by striking 
‘‘The additional research’’ and all that follows through ‘‘non-
profit organizations for’’ and inserting ‘‘The center estab-
lished under subsection (a) shall conduct activities for the 
purpose of’’; 


(C) by striking ‘‘youth suicide’’ each place such term 
appears and inserting ‘‘suicide’’; 


(D) in paragraph (1)— 
(i) by striking ‘‘the development or continuation 


of’’ and inserting ‘‘developing and continuing’’; and 
(ii) by inserting ‘‘for all ages, particularly among 


groups that are at a high risk for suicide’’ before the 
semicolon at the end; 
(E) in paragraph (2), by inserting ‘‘for all ages, particu-


larly among groups that are at a high risk for suicide’’ 
before the semicolon at the end; 


(F) in paragraph (3), by inserting ‘‘and tribal’’ after 
‘‘statewide’’; 


(G) in paragraph (5), by inserting ‘‘and prevention’’ 
after ‘‘intervention’’; 


(H) in paragraph (8), by striking ‘‘in youth’’; 
(I) in paragraph (9), by striking ‘‘and behavioral health’’ 


and inserting ‘‘health and substance use disorder’’; and 
(J) in paragraph (10), by inserting ‘‘conducting’’ before 


‘‘other’’; and 
(6) by striking subsection (e) and inserting the following: 


‘‘(c) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of 
carrying out this section, there are authorized to be appropriated 
$5,988,000 for each of fiscal years 2018 through 2022. 


‘‘(d) ANNUAL REPORT.—Not later than 2 years after the date 
of enactment of this subsection, the Secretary shall submit to Con-
gress a report on the activities carried out by the center established 
under subsection (a) during the year involved, including the poten-
tial effects of such activities, and the States, organizations, and 
institutions that have worked with the center.’’. 


(b) YOUTH SUICIDE EARLY INTERVENTION AND PREVENTION 
STRATEGIES.—Section 520E of the Public Health Service Act (42 
U.S.C. 290bb–36) is amended— 


(1) in paragraph (1) of subsection (a) and in subsection 
(c), by striking ‘‘substance abuse’’ each place such term appears 
and inserting ‘‘substance use disorder’’; 


(2) in subsection (b)— 
(A) in paragraph (2)— 
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(i) by striking ‘‘ensure that each State is awarded 
only 1 grant or cooperative agreement under this sec-
tion’’ and inserting ‘‘ensure that a State does not 
receive more than 1 grant or cooperative agreement 
under this section at any 1 time’’; and 


(ii) by striking ‘‘been awarded’’ and inserting 
‘‘received’’; and 
(B) by adding after paragraph (2) the following: 


‘‘(3) CONSIDERATION.—In awarding grants under this sec-
tion, the Secretary shall take into consideration the extent 
of the need of the applicant, including the incidence and preva-
lence of suicide in the State and among the populations of 
focus, including rates of suicide determined by the Centers 
for Disease Control and Prevention for the State or population 
of focus.’’; 


(3) in subsection (g)(2), by striking ‘‘2 years after the date 
of enactment of this section,’’ and insert ‘‘2 years after the 
date of enactment of Helping Families in Mental Health Crisis 
Reform Act of 2016,’’; and 


(4) by striking subsection (m) and inserting the following: 
‘‘(m) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of 


carrying out this section, there are authorized to be appropriated 
$30,000,000 for each of fiscal years 2018 through 2022.’’. 
SEC. 9009. ADULT SUICIDE PREVENTION. 


Subpart 3 of part B of title V of the Public Health Service 
Act (42 U.S.C. 290bb–31 et seq.) is amended by adding at the 
end the following: 
‘‘SEC. 520L. ADULT SUICIDE PREVENTION. 


‘‘(a) GRANTS.— 
‘‘(1) IN GENERAL.—The Assistant Secretary shall award 


grants to eligible entities described in paragraph (2) to imple-
ment suicide prevention and intervention programs, for individ-
uals who are 25 years of age or older, that are designed to 
raise awareness of suicide, establish referral processes, and 
improve care and outcomes for such individuals who are at 
risk of suicide. 


‘‘(2) ELIGIBLE ENTITIES.—To be eligible to receive a grant 
under this section, an entity shall be a community-based pri-
mary care or behavioral health care setting, an emergency 
department, a State mental health agency (or State health 
agency with mental or behavioral health functions), public 
health agency, a territory of the United States, or an Indian 
tribe or tribal organization (as the terms ‘Indian tribe’ and 
‘tribal organization’ are defined in section 4 of the Indian Self- 
Determination and Education Assistance Act). 


‘‘(3) USE OF FUNDS.—The grants awarded under paragraph 
(1) shall be used to implement programs, in accordance with 
such paragraph, that include one or more of the following 
components: 


‘‘(A) Screening for suicide risk, suicide intervention 
services, and services for referral for treatment for individ-
uals at risk for suicide. 


‘‘(B) Implementing evidence-based practices to provide 
treatment for individuals at risk for suicide, including 
appropriate followup services. 


‘‘(C) Raising awareness and reducing stigma of suicide. 


42 USC 
290bb–43. 
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‘‘(b) EVALUATIONS AND TECHNICAL ASSISTANCE.—The Assistant 
Secretary shall— 


‘‘(1) evaluate the activities supported by grants awarded 
under subsection (a), and disseminate, as appropriate, the 
findings from the evaluation; and 


‘‘(2) provide appropriate information, training, and tech-
nical assistance, as appropriate, to eligible entities that receive 
a grant under this section, in order to help such entities to 
meet the requirements of this section, including assistance 
with selection and implementation of evidence-based interven-
tions and frameworks to prevent suicide. 
‘‘(c) DURATION.—A grant under this section shall be for a period 


of not more than 5 years. 
‘‘(d) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 


to be appropriated to carry out this section $30,000,000 for the 
period of fiscal years 2018 through 2022.’’. 
SEC. 9010. MENTAL HEALTH AWARENESS TRAINING GRANTS. 


Section 520J of the Public Health Service Act (42 U.S.C. 290bb– 
41) is amended— 


(1) in the section heading, by inserting ‘‘MENTAL HEALTH 
AWARENESS’’ before ‘‘TRAINING’’; and 


(2) in subsection (b)— 
(A) in the subsection heading, by striking ‘‘ILLNESS’’ 


and inserting ‘‘HEALTH’’; 
(B) in paragraph (1), by inserting ‘‘veterans, law 


enforcement, and other categories of individuals, as deter-
mined by the Secretary,’’ after ‘‘emergency services per-
sonnel’’; 


(C) in paragraph (5)— 
(i) in the matter preceding subparagraph (A), by 


striking ‘‘to’’ and inserting ‘‘for evidence-based pro-
grams that provide training and education in accord-
ance with paragraph (1) on matters including’’; and 


(ii) by striking subparagraphs (A) through (C) and 
inserting the following: 
‘‘(A) recognizing the signs and symptoms of mental 


illness; and 
‘‘(B)(i) resources available in the community for individ-


uals with a mental illness and other relevant resources; 
or 


‘‘(ii) safely de-escalating crisis situations involving 
individuals with a mental illness.’’; and 


(D) in paragraph (7), by striking ‘‘, $25,000,000’’ and 
all that follows through the period at the end and inserting 
‘‘$14,693,000 for each of fiscal years 2018 through 2022.’’. 


SEC. 9011. SENSE OF CONGRESS ON PRIORITIZING AMERICAN INDIANS 
AND ALASKA NATIVE YOUTH WITHIN SUICIDE PREVEN-
TION PROGRAMS. 


(a) FINDINGS.—The Congress finds as follows: 
(1) Suicide is the eighth leading cause of death among 


American Indians and Alaska Natives across all ages. 
(2) Among American Indians and Alaska Natives who are 


10 to 34 years of age, suicide is the second leading cause 
of death. 


(3) The suicide rate among American Indian and Alaska 
Native adolescents and young adults ages 15 to 34 (17.9 per 
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100,000) is approximately 1.3 times higher than the national 
average for that age group (13.3 per 100,000). 
(b) SENSE OF CONGRESS.—It is the sense of Congress that 


the Secretary of Health and Human Services, in carrying out suicide 
prevention and intervention programs, should prioritize programs 
and activities for populations with disproportionately high rates 
of suicide, such as American Indians and Alaska Natives. 


SEC. 9012. EVIDENCE-BASED PRACTICES FOR OLDER ADULTS. 


Section 520A(e) of the Public Health Service Act (42 U.S.C. 
290bb–32(e)) is amended by adding at the end the following: 


‘‘(3) GERIATRIC MENTAL DISORDERS.—The Secretary shall, 
as appropriate, provide technical assistance to grantees 
regarding evidence-based practices for the prevention and treat-
ment of geriatric mental disorders and co-occurring mental 
health and substance use disorders among geriatric popu-
lations, as well as disseminate information about such evidence- 
based practices to States and nongrantees throughout the 
United States.’’. 


SEC. 9013. NATIONAL VIOLENT DEATH REPORTING SYSTEM. 


The Secretary of Health and Human Services, acting through 
the Director of the Centers for Disease Control and Prevention, 
is encouraged to improve, particularly through the inclusion of 
additional States, the National Violent Death Reporting System 
as authorized by title III of the Public Health Service Act (42 
U.S.C. 241 et seq.). Participation in the system by the States 
shall be voluntary. 


SEC. 9014. ASSISTED OUTPATIENT TREATMENT. 


Section 224 of the Protecting Access to Medicare Act of 2014 
(42 U.S.C. 290aa note) is amended— 


(1) in subsection (e), by striking ‘‘and 2018,’’ and inserting 
‘‘2018, 2019, 2020, 2021, and 2022,’’; and 


(2) in subsection (g)— 
(A) in paragraph (1), by striking ‘‘2018’’ and inserting 


‘‘2022’’; and 
(B) in paragraph (2), by striking ‘‘is authorized to be 


appropriated to carry out this section $15,000,000 for each 
of fiscal years 2015 through 2018’’ and inserting ‘‘are 
authorized to be appropriated to carry out this section 
$15,000,000 for each of fiscal years 2015 through 2017, 
$20,000,000 for fiscal year 2018, $19,000,000 for each of 
fiscal years 2019 and 2020, and $18,000,000 for each of 
fiscal years 2021 and 2022’’. 


SEC. 9015. ASSERTIVE COMMUNITY TREATMENT GRANT PROGRAM. 


Part B of title V of the Public Health Service Act (42 U.S.C. 
290bb et seq.), as amended by section 9009, is further amended 
by adding at the end the following: 


‘‘SEC. 520M. ASSERTIVE COMMUNITY TREATMENT GRANT PROGRAM. 


‘‘(a) IN GENERAL.—The Assistant Secretary shall award grants 
to eligible entities— 


‘‘(1) to establish assertive community treatment programs 
for adults with a serious mental illness; or 


‘‘(2) to maintain or expand such programs. 


42 USC 
290bb–44. 
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‘‘(b) ELIGIBLE ENTITIES.—To be eligible to receive a grant under 
this section, an entity shall be a State, political subdivision of 
a State, Indian tribe or tribal organization (as such terms are 
defined in section 4 of the Indian Self-Determination and Education 
Assistance Act), mental health system, health care facility, or any 
other entity the Assistant Secretary deems appropriate. 


‘‘(c) SPECIAL CONSIDERATION.—In selecting among applicants 
for a grant under this section, the Assistant Secretary may give 
special consideration to the potential of the applicant’s program 
to reduce hospitalization, homelessness, and involvement with the 
criminal justice system while improving the health and social out-
comes of the patient. 


‘‘(d) ADDITIONAL ACTIVITIES.—The Assistant Secretary shall— 
‘‘(1) not later than the end of fiscal year 2021, submit 


a report to the appropriate congressional committees on the 
grant program under this section, including an evaluation of— 


‘‘(A) any cost savings and public health outcomes such 
as mortality, suicide, substance use disorders, hospitaliza-
tion, and use of services; 


‘‘(B) rates of involvement with the criminal justice 
system of patients; 


‘‘(C) rates of homelessness among patients; and 
‘‘(D) patient and family satisfaction with program 


participation; and 
‘‘(2) provide appropriate information, training, and tech-


nical assistance to grant recipients under this section to help 
such recipients to establish, maintain, or expand their assertive 
community treatment programs. 
‘‘(e) AUTHORIZATION OF APPROPRIATIONS.— 


‘‘(1) IN GENERAL.—To carry out this section, there is author-
ized to be appropriated $5,000,000 for the period of fiscal years 
2018 through 2022. 


‘‘(2) USE OF CERTAIN FUNDS.—Of the funds appropriated 
to carry out this section in any fiscal year, not more than 
5 percent shall be available to the Assistant Secretary for 
carrying out subsection (d).’’. 


SEC. 9016. SOBER TRUTH ON PREVENTING UNDERAGE DRINKING 
REAUTHORIZATION. 


Section 519B of the Public Health Service Act (42 U.S.C. 290bb– 
25b) is amended— 


(1) in subsection (c)(3), by striking ‘‘fiscal year 2007’’ and 
all that follows through the period at the end and inserting 
‘‘each of the fiscal years 2018 through 2022.’’; 


(2) in subsection (d)(4), by striking ‘‘fiscal year 2007’’ and 
all that follows through the period at the end and inserting 
‘‘each of the fiscal years 2018 through 2022.’’; 


(3) in subsection (e)(1)(I), by striking ‘‘fiscal year 2007’’ 
and all that follows through the period at the end and inserting 
‘‘each of the fiscal years 2018 through 2022.’’; 


(4) in subsection (f)(2), by striking ‘‘$6,000,000 for fiscal 
year 2007’’ and all that follows through the period at the 
end and inserting ‘‘$3,000,000 for each of the fiscal years 2018 
through 2022’’; and 


(5) by adding at the end the following new subsection: 
‘‘(g) REDUCING UNDERAGE DRINKING THROUGH SCREENING AND 


BRIEF INTERVENTION.— 
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‘‘(1) GRANTS TO PEDIATRIC HEALTH CARE PROVIDERS TO 
REDUCE UNDERAGE DRINKING.—The Assistant Secretary may 
make grants to eligible entities to increase implementation 
of practices for reducing the prevalence of alcohol use among 
individuals under the age of 21, including college students. 


‘‘(2) PURPOSES.—Grants under this subsection shall be 
made to improve— 


‘‘(A) screening children and adolescents for alcohol use; 
‘‘(B) offering brief interventions to children and adoles-


cents to discourage such use; 
‘‘(C) educating parents about the dangers of, and 


methods of discouraging, such use; 
‘‘(D) diagnosing and treating alcohol use disorders; and 
‘‘(E) referring patients, when necessary, to other appro-


priate care. 
‘‘(3) USE OF FUNDS.—An entity receiving a grant under 


this subsection may use such funding for the purposes identified 
in paragraph (2) by— 


‘‘(A) providing training to health care providers; 
‘‘(B) disseminating best practices, including culturally 


and linguistically appropriate best practices, as appro-
priate, and developing and distributing materials; and 


‘‘(C) supporting other activities, as determined appro-
priate by the Assistant Secretary. 
‘‘(4) APPLICATION.—To be eligible to receive a grant under 


this subsection, an entity shall submit an application to the 
Assistant Secretary at such time, and in such manner, and 
accompanied by such information as the Assistant Secretary 
may require. Each application shall include— 


‘‘(A) a description of the entity; 
‘‘(B) a description of activities to be completed; 
‘‘(C) a description of how the services specified in para-


graphs (2) and (3) will be carried out and the qualifications 
for providing such services; and 


‘‘(D) a timeline for the completion of such activities. 
‘‘(5) DEFINITIONS.—For the purpose of this subsection: 


‘‘(A) BRIEF INTERVENTION.—The term ‘brief interven-
tion’ means, after screening a patient, providing the patient 
with brief advice and other brief motivational enhancement 
techniques designed to increase the insight of the patient 
regarding the patient’s alcohol use, and any realized or 
potential consequences of such use, to effect the desired 
related behavioral change. 


‘‘(B) CHILDREN AND ADOLESCENTS.—The term ‘children 
and adolescents’ means any person under 21 years of age. 


‘‘(C) ELIGIBLE ENTITY.—The term ‘eligible entity’ means 
an entity consisting of pediatric health care providers and 
that is qualified to support or provide the activities identi-
fied in paragraph (2). 


‘‘(D) PEDIATRIC HEALTH CARE PROVIDER.—The term 
‘pediatric health care provider’ means a provider of primary 
health care to individuals under the age of 21 years. 


‘‘(E) SCREENING.—The term ‘screening’ means using 
validated patient interview techniques to identify and 
assess the existence and extent of alcohol use in a patient.’’. 
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SEC. 9017. CENTER AND PROGRAM REPEALS. 


Part B of title V of the Public Health Service Act (42 U.S.C. 
290bb et seq.) is amended by striking section 506B (42 U.S.C. 
290aa–5b), the second section 514 (42 U.S.C. 290bb–9) relating 
to methamphetamine and amphetamine treatment initiatives, and 
each of sections 514A, 517, 519A, 519C, 519E, 520B, 520D, and 
520H (42 U.S.C. 290bb–8, 290bb–23, 290bb–25a, 290bb–25c, 290bb– 
25e, 290bb–33, 290bb–35, and 290bb–39). 


Subtitle B—Strengthening the Health Care 
Workforce 


SEC. 9021. MENTAL AND BEHAVIORAL HEALTH EDUCATION AND 
TRAINING GRANTS. 


Section 756 of the Public Health Service Act (42 U.S.C. 294e– 
1) is amended— 


(1) in subsection (a)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘of higher education’’; and 
(B) by striking paragraphs (1) through (4) and inserting 


the following: 
‘‘(1) accredited institutions of higher education or accredited 


professional training programs that are establishing or 
expanding internships or other field placement programs in 
mental health in psychiatry, psychology, school psychology, 
behavioral pediatrics, psychiatric nursing (which may include 
master’s and doctoral level programs), social work, school social 
work, substance use disorder prevention and treatment, mar-
riage and family therapy, occupational therapy, school coun-
seling, or professional counseling, including such programs with 
a focus on child and adolescent mental health and transitional- 
age youth; 


‘‘(2) accredited doctoral, internship, and post-doctoral resi-
dency programs of health service psychology (including clinical 
psychology, counseling, and school psychology) for the develop-
ment and implementation of interdisciplinary training of psy-
chology graduate students for providing behavioral health serv-
ices, including substance use disorder prevention and treatment 
services, as well as the development of faculty in health service 
psychology; 


‘‘(3) accredited master’s and doctoral degree programs of 
social work for the development and implementation of inter-
disciplinary training of social work graduate students for pro-
viding behavioral health services, including substance use dis-
order prevention and treatment services, and the development 
of faculty in social work; and 


‘‘(4) State-licensed mental health nonprofit and for-profit 
organizations to enable such organizations to pay for programs 
for preservice or in-service training in a behavioral health- 
related paraprofessional field with preference for preservice 
or in-service training of paraprofessional child and adolescent 
mental health workers.’’; 


(2) in subsection (b)— 
(A) by striking paragraph (5); 
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(B) by redesignating paragraphs (1) through (4) as 
paragraphs (2) through (5), respectively; 


(C) by inserting before paragraph (2), as so redesig-
nated, the following: 
‘‘(1) an ability to recruit and place the students described 


in subsection (a) in areas with a high need and high demand 
population;’’; 


(D) in paragraph (3), as so redesignated, by striking 
‘‘subsection (a)’’ and inserting ‘‘paragraph (2), especially 
individuals with mental disorder symptoms or diagnoses, 
particularly children and adolescents, and transitional-age 
youth’’; 


(E) in paragraph (4), as so redesignated, by striking 
‘‘;’’ and inserting ‘‘; and’’; and 


(F) in paragraph (5), as so redesignated, by striking 
‘‘; and’’ and inserting a period; 
(3) in subsection (c), by striking ‘‘authorized under sub-


section (a)(1)’’ and inserting ‘‘awarded under paragraphs (2) 
and (3) of subsection (a)’’; 


(4) by amending subsection (d) to read as follows: 
‘‘(d) PRIORITY.—In selecting grant recipients under this section, 


the Secretary shall give priority to— 
‘‘(1) programs that have demonstrated the ability to train 


psychology, psychiatry, and social work professionals to work 
in integrated care settings for purposes of recipients under 
paragraphs (1), (2), and (3) of subsection (a); and 


‘‘(2) programs for paraprofessionals that emphasize the role 
of the family and the lived experience of the consumer and 
family-paraprofessional partnerships for purposes of recipients 
under subsection (a)(4).’’; and 


(5) by striking subsection (e) and inserting the following: 
‘‘(e) REPORT TO CONGRESS.—Not later than 4 years after the 


date of enactment of the Helping Families in Mental Health Crisis 
Reform Act of 2016, the Secretary shall include in the biennial 
report submitted to Congress under section 501(m) an assessment 
on the effectiveness of the grants under this section in— 


‘‘(1) providing graduate students support for experiential 
training (internship or field placement); 


‘‘(2) recruiting students interested in behavioral health 
practice; 


‘‘(3) recruiting students in accordance with subsection 
(b)(1); 


‘‘(4) developing and implementing interprofessional training 
and integration within primary care; 


‘‘(5) developing and implementing accredited field place-
ments and internships; and 


‘‘(6) collecting data on the number of students trained in 
behavioral health care and the number of available accredited 
internships and field placements. 
‘‘(f) AUTHORIZATION OF APPROPRIATIONS.—For each of fiscal 


years 2018 through 2022, there are authorized to be appropriated 
to carry out this section $50,000,000, to be allocated as follows: 


‘‘(1) For grants described in subsection (a)(1), $15,000,000. 
‘‘(2) For grants described in subsection (a)(2), $15,000,000. 
‘‘(3) For grants described in subsection (a)(3), $10,000,000. 
‘‘(4) For grants described in subsection (a)(4), $10,000,000.’’. 
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SEC. 9022. STRENGTHENING THE MENTAL AND SUBSTANCE USE DIS-
ORDERS WORKFORCE. 


Part D of title VII of the Public Health Service Act (42 U.S.C. 
294 et seq.) is amended by adding at the end the following: 
‘‘SEC. 760. TRAINING DEMONSTRATION PROGRAM. 


‘‘(a) IN GENERAL.—The Secretary shall establish a training 
demonstration program to award grants to eligible entities to sup-
port— 


‘‘(1) training for medical residents and fellows to practice 
psychiatry and addiction medicine in underserved, community- 
based settings that integrate primary care with mental and 
substance use disorders prevention and treatment services; 


‘‘(2) training for nurse practitioners, physician assistants, 
health service psychologists, and social workers to provide 
mental and substance use disorders services in underserved 
community-based settings that integrate primary care and 
mental and substance use disorders services; and 


‘‘(3) establishing, maintaining, or improving academic units 
or programs that— 


‘‘(A) provide training for students or faculty, including 
through clinical experiences and research, to improve the 
ability to be able to recognize, diagnose, and treat mental 
and substance use disorders, with a special focus on addic-
tion; or 


‘‘(B) develop evidence-based practices or recommenda-
tions for the design of the units or programs described 
in subparagraph (A), including curriculum content stand-
ards. 


‘‘(b) ACTIVITIES.— 
‘‘(1) TRAINING FOR RESIDENTS AND FELLOWS.—A recipient 


of a grant under subsection (a)(1)— 
‘‘(A) shall use the grant funds— 


‘‘(i)(I) to plan, develop, and operate a training pro-
gram for medical psychiatry residents and fellows in 
addiction medicine practicing in eligible entities 
described in subsection (c)(1); or 


‘‘(II) to train new psychiatric residents and fellows 
in addiction medicine to provide and expand access 
to integrated mental and substance use disorders serv-
ices; and 


‘‘(ii) to provide at least 1 training track that is— 
‘‘(I) a virtual training track that includes an 


in-person rotation at a teaching health center or 
in a community-based setting, followed by a virtual 
rotation in which the resident or fellow continues 
to support the care of patients at the teaching 
health center or in the community-based setting 
through the use of health information technology 
and, as appropriate, telehealth services; 


‘‘(II) an in-person training track that includes 
a rotation, during which the resident or fellow 
practices at a teaching health center or in a 
community-based setting; or 


‘‘(III) an in-person training track that includes 
a rotation during which the resident practices in 
a community-based setting that specializes in the 


42 USC 294k. 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00218 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1251 PUBLIC LAW 114–255—DEC. 13, 2016 


treatment of infants, children, adolescents, or preg-
nant or postpartum women; and 


‘‘(B) may use the grant funds to provide additional 
support for the administration of the program or to meet 
the costs of projects to establish, maintain, or improve 
faculty development, or departments, divisions, or other 
units necessary to implement such training. 
‘‘(2) TRAINING FOR OTHER PROVIDERS.—A recipient of a 


grant under subsection (a)(2)— 
‘‘(A) shall use the grant funds to plan, develop, or 


operate a training program to provide mental and sub-
stance use disorders services in underserved, community- 
based settings, as appropriate, that integrate primary care 
and mental and substance use disorders prevention and 
treatment services; and 


‘‘(B) may use the grant funds to provide additional 
support for the administration of the program or to meet 
the costs of projects to establish, maintain, or improve 
faculty development, or departments, divisions, or other 
units necessary to implement such program. 
‘‘(3) ACADEMIC UNITS OR PROGRAMS.—A recipient of a grant 


under subsection (a)(3) shall enter into a partnership with 
organizations such as an education accrediting organization 
(such as the Liaison Committee on Medical Education, the 
Accreditation Council for Graduate Medical Education, the 
Commission on Osteopathic College Accreditation, the Accredi-
tation Commission for Education in Nursing, the Commission 
on Collegiate Nursing Education, the Accreditation Council for 
Pharmacy Education, the Council on Social Work Education, 
American Psychological Association Commission on Accredita-
tion, or the Accreditation Review Commission on Education 
for the Physician Assistant) to carry out activities under sub-
section (a)(3). 
‘‘(c) ELIGIBLE ENTITIES.— 


‘‘(1) TRAINING FOR RESIDENTS AND FELLOWS.—To be eligible 
to receive a grant under subsection (a)(1), an entity shall— 


‘‘(A) be a consortium consisting of— 
‘‘(i) at least one teaching health center; and 
‘‘(ii) the sponsoring institution (or parent institu-


tion of the sponsoring institution) of— 
‘‘(I) a psychiatry residency program that is 


accredited by the Accreditation Council of Grad-
uate Medical Education (or the parent institution 
of such a program); or 


‘‘(II) a fellowship in addiction medicine, as 
determined appropriate by the Secretary; or 


‘‘(B) be an entity described in subparagraph (A)(ii) 
that provides opportunities for residents or fellows to train 
in community-based settings that integrate primary care 
with mental and substance use disorders prevention and 
treatment services. 
‘‘(2) TRAINING FOR OTHER PROVIDERS.—To be eligible to 


receive a grant under subsection (a)(2), an entity shall be— 
‘‘(A) a teaching health center (as defined in section 


749A(f)); 
‘‘(B) a Federally qualified health center (as defined 


in section 1905(l)(2)(B) of the Social Security Act); 
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‘‘(C) a community mental health center (as defined 
in section 1861(ff)(3)(B) of the Social Security Act); 


‘‘(D) a rural health clinic (as defined in section 1861(aa) 
of the Social Security Act); 


‘‘(E) a health center operated by the Indian Health 
Service, an Indian tribe, a tribal organization, or an urban 
Indian organization (as defined in section 4 of the Indian 
Health Care Improvement Act); or 


‘‘(F) an entity with a demonstrated record of success 
in providing training for nurse practitioners, physician 
assistants, health service psychologists, and social workers. 
‘‘(3) ACADEMIC UNITS OR PROGRAMS.—To be eligible to 


receive a grant under subsection (a)(3), an entity shall be 
a school of medicine or osteopathic medicine, a nursing school, 
a physician assistant training program, a school of pharmacy, 
a school of social work, an accredited public or nonprofit private 
hospital, an accredited medical residency program, or a public 
or private nonprofit entity which the Secretary has determined 
is capable of carrying out such grant. 
‘‘(d) PRIORITY.— 


‘‘(1) IN GENERAL.—In awarding grants under subsection 
(a)(1) or (a)(2), the Secretary shall give priority to eligible 
entities that— 


‘‘(A) demonstrate sufficient size, scope, and capacity 
to undertake the requisite training of an appropriate 
number of psychiatric residents, fellows, nurse practi-
tioners, physician assistants, or social workers in addiction 
medicine per year to meet the needs of the area served; 


‘‘(B) demonstrate experience in training providers to 
practice team-based care that integrates mental and sub-
stance use disorder prevention and treatment services with 
primary care in community-based settings; 


‘‘(C) demonstrate experience in using health informa-
tion technology and, as appropriate, telehealth to support— 


‘‘(i) the delivery of mental and substance use dis-
orders services at the eligible entities described in sub-
sections (c)(1) and (c)(2); and 


‘‘(ii) community health centers in integrating pri-
mary care and mental and substance use disorders 
treatment; or 
‘‘(D) have the capacity to expand access to mental 


and substance use disorders services in areas with dem-
onstrated need, as determined by the Secretary, such as 
tribal, rural, or other underserved communities. 
‘‘(2) ACADEMIC UNITS OR PROGRAMS.—In awarding grants 


under subsection (a)(3), the Secretary shall give priority to 
eligible entities that— 


‘‘(A) have a record of training the greatest percentage 
of mental and substance use disorders providers who enter 
and remain in these fields or who enter and remain in 
settings with integrated primary care and mental and sub-
stance use disorder prevention and treatment services; 


‘‘(B) have a record of training individuals who are 
from underrepresented minority groups, including native 
populations, or from a rural or disadvantaged background; 


‘‘(C) provide training in the care of vulnerable popu-
lations such as infants, children, adolescents, pregnant and 
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postpartum women, older adults, homeless individuals, vic-
tims of abuse or trauma, individuals with disabilities, and 
other groups as defined by the Secretary; 


‘‘(D) teach trainees the skills to provide interprofes-
sional, integrated care through collaboration among health 
professionals; or 


‘‘(E) provide training in cultural competency and health 
literacy. 


‘‘(e) DURATION.—Grants awarded under this section shall be 
for a minimum of 5 years. 


‘‘(f) STUDY AND REPORT.— 
‘‘(1) STUDY.— 


‘‘(A) IN GENERAL.—The Secretary, acting through the 
Administrator of the Health Resources and Services 
Administration, shall conduct a study on the results of 
the demonstration program under this section. 


‘‘(B) DATA SUBMISSION.—Not later than 90 days after 
the completion of the first year of the training program 
and each subsequent year that the program is in effect, 
each recipient of a grant under subsection (a) shall submit 
to the Secretary such data as the Secretary may require 
for analysis for the report described in paragraph (2). 
‘‘(2) REPORT TO CONGRESS.—Not later than 1 year after 


receipt of the data described in paragraph (1)(B), the Secretary 
shall submit to Congress a report that includes— 


‘‘(A) an analysis of the effect of the demonstration 
program under this section on the quality, quantity, and 
distribution of mental and substance use disorders services; 


‘‘(B) an analysis of the effect of the demonstration 
program on the prevalence of untreated mental and sub-
stance use disorders in the surrounding communities of 
health centers participating in the demonstration; and 


‘‘(C) recommendations on whether the demonstration 
program should be expanded. 


‘‘(g) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 
to be appropriated to carry out this section $10,000,000 for each 
of fiscal years 2018 through 2022.’’. 
SEC. 9023. CLARIFICATION ON CURRENT ELIGIBILITY FOR LOAN 


REPAYMENT PROGRAMS. 


The Administrator of the Health Resources and Services 
Administration shall clarify the eligibility pursuant to section 
338B(b)(1)(B) of the Public Health Service Act (42 U.S.C. 254l– 
1(b)(1)(B)) of child and adolescent psychiatrists for the National 
Health Service Corps Loan Repayment Program under subpart 
III of part D of title III of such Act (42 U.S.C. 254l et seq.). 
SEC. 9024. MINORITY FELLOWSHIP PROGRAM. 


Title V of the Public Health Service Act (42 U.S.C. 290aa 
et seq.) is amended by adding at the end the following: 


‘‘PART K—MINORITY FELLOWSHIP PROGRAM 
‘‘SEC. 597. FELLOWSHIPS. 


‘‘(a) IN GENERAL.—The Secretary shall maintain a program, 
to be known as the Minority Fellowship Program, under which 
the Secretary shall award fellowships, which may include stipends, 
for the purposes of— 


42 USC 290ll. 


42 USC 294l–1 
note. 
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‘‘(1) increasing the knowledge of mental and substance 
use disorders practitioners on issues related to prevention, 
treatment, and recovery support for individuals who are from 
racial and ethnic minority populations and who have a mental 
or substance use disorder; 


‘‘(2) improving the quality of mental and substance use 
disorder prevention and treatment services delivered to racial 
and ethnic minority populations; and 


‘‘(3) increasing the number of culturally competent mental 
and substance use disorders professionals who teach, admin-
ister services, conduct research, and provide direct mental or 
substance use disorder services to racial and ethnic minority 
populations. 
‘‘(b) TRAINING COVERED.—The fellowships awarded under sub-


section (a) shall be for postbaccalaureate training (including for 
master’s and doctoral degrees) for mental and substance use dis-
order treatment professionals, including in the fields of psychiatry, 
nursing, social work, psychology, marriage and family therapy, 
mental health counseling, and substance use disorder and addiction 
counseling. 


‘‘(c) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated $12,669,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 9025. LIABILITY PROTECTIONS FOR HEALTH PROFESSIONAL VOL-
UNTEERS AT COMMUNITY HEALTH CENTERS. 


Section 224 of the Public Health Service Act (42 U.S.C. 233) 
is amended by adding at the end the following: 


‘‘(q)(1) For purposes of this section, a health professional volun-
teer at a deemed entity described in subsection (g)(4) shall, in 
providing a health professional service eligible for funding under 
section 330 to an individual, be deemed to be an employee of 
the Public Health Service for a calendar year that begins during 
a fiscal year for which a transfer was made under paragraph 
(4)(C). The preceding sentence is subject to the provisions of this 
subsection. 


‘‘(2) In providing a health service to an individual, a health 
care practitioner shall for purposes of this subsection be considered 
to be a health professional volunteer at an entity described in 
subsection (g)(4) if the following conditions are met: 


‘‘(A) The service is provided to the individual at the facili-
ties of an entity described in subsection (g)(4), or through 
offsite programs or events carried out by the entity. 


‘‘(B) The entity is sponsoring the health care practitioner 
pursuant to paragraph (3)(B). 


‘‘(C) The health care practitioner does not receive any com-
pensation for the service from the individual, the entity 
described in subsection (g)(4), or any third-party payer 
(including reimbursement under any insurance policy or health 
plan, or under any Federal or State health benefits program), 
except that the health care practitioner may receive repayment 
from the entity described in subsection (g)(4) for reasonable 
expenses incurred by the health care practitioner in the provi-
sion of the service to the individual, which may include travel 
expenses to or from the site of services. 


‘‘(D) Before the service is provided, the health care practi-
tioner or the entity described in subsection (g)(4) posts a clear 
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and conspicuous notice at the site where the service is provided 
of the extent to which the legal liability of the health care 
practitioner is limited pursuant to this subsection. 


‘‘(E) At the time the service is provided, the health care 
practitioner is licensed or certified in accordance with applicable 
Federal and State laws regarding the provision of the service. 


‘‘(F) At the time the service is provided, the entity described 
in subsection (g)(4) maintains relevant documentation certifying 
that the health care practitioner meets the requirements of 
this subsection. 
‘‘(3) Subsection (g) (other than paragraphs (3) and (5)) and 


subsections (h), (i), and (l) apply to a health care practitioner 
for purposes of this subsection to the same extent and in the 
same manner as such subsections apply to an officer, governing 
board member, employee, or contractor of an entity described in 
subsection (g)(4), subject to paragraph (4), and subject to the fol-
lowing: 


‘‘(A) The first sentence of paragraph (1) applies in lieu 
of the first sentence of subsection (g)(1)(A). 


‘‘(B) With respect to an entity described in subsection (g)(4), 
a health care practitioner is not a health professional volunteer 
at such entity unless the entity sponsors the health care practi-
tioner. For purposes of this subsection, the entity shall be 
considered to be sponsoring the health care practitioner if— 


‘‘(i) with respect to the health care practitioner, the 
entity submits to the Secretary an application meeting 
the requirements of subsection (g)(1)(D); and 


‘‘(ii) the Secretary, pursuant to subsection (g)(1)(E), 
determines that the health care practitioner is deemed 
to be an employee of the Public Health Service. 
‘‘(C) In the case of a health care practitioner who is deter-


mined by the Secretary pursuant to subsection (g)(1)(E) to 
be a health professional volunteer at such entity, this subsection 
applies to the health care practitioner (with respect to services 
performed on behalf of the entity sponsoring the health care 
practitioner pursuant to subparagraph (B)) for any cause of 
action arising from an act or omission of the health care practi-
tioner occurring on or after the date on which the Secretary 
makes such determination. 


‘‘(D) Subsection (g)(1)(F) applies to a health care practi-
tioner for purposes of this subsection only to the extent that, 
in providing health services to an individual, each of the condi-
tions specified in paragraph (2) is met. 
‘‘(4)(A) Amounts in the fund established under subsection (k)(2) 


shall be available for transfer under subparagraph (C) for purposes 
of carrying out this subsection. 


‘‘(B)(i) Not later than May 1 of each fiscal year, the Attorney 
General, in consultation with the Secretary, shall submit to the 
Congress a report providing an estimate of the amount of claims 
(together with related fees and expenses of witnesses) that, by 
reason of the acts or omissions of health professional volunteers, 
will be paid pursuant to this section during the calendar year 
that begins in the following fiscal year. 


‘‘(ii) Subsection (k)(1)(B) applies to the estimate under clause 
(i) regarding health professional volunteers to the same extent 
and in the same manner as such subsection applies to the estimate 
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under such subsection regarding officers, governing board members, 
employees, and contractors of entities described in subsection (g)(4). 


‘‘(iii) The report shall include a summary of the data relied 
upon for the estimate in clause (i), including the number of claims 
filed and paid from the previous calendar year. 


‘‘(C) Not later than December 31 of each fiscal year, the Sec-
retary shall transfer from the fund under subsection (k)(2) to the 
appropriate accounts in the Treasury an amount equal to the esti-
mate made under subparagraph (B) for the calendar year beginning 
in such fiscal year, subject to the extent of amounts in the fund. 


‘‘(5)(A) This subsection shall take effect on October 1, 2017, 
except as provided in subparagraph (B) and paragraph (6). 


‘‘(B) Effective on the date of the enactment of this subsection— 
‘‘(i) the Secretary may issue regulations for carrying out 


this subsection, and the Secretary may accept and consider 
applications submitted pursuant to paragraph (3)(B); and 


‘‘(ii) reports under paragraph (4)(B) may be submitted to 
Congress. 
‘‘(6) Beginning on October 1, 2022, this subsection shall cease 


to have any force or effect.’’. 


SEC. 9026. REPORTS. 


(a) WORKFORCE DEVELOPMENT REPORT.— 
(1) IN GENERAL.—Not later than 2 years after the date 


of enactment of this Act, the Administrator of the Health 
Resources and Services Administration, in consultation with 
the Assistant Secretary for Mental Health and Substance Use, 
shall conduct a study and publicly post on the appropriate 
Internet website of the Department of Health and Human 
Services a report on the adult and pediatric mental health 
and substance use disorder workforce in order to inform Fed-
eral, State, and local efforts related to workforce enhancement. 


(2) CONTENTS.—The report under this subsection shall con-
tain— 


(A) national and State-level projections of the supply 
and demand of the mental health and substance use dis-
order health workforce, disaggregated by profession; 


(B) an assessment of the mental health and substance 
use disorder workforce capacity, strengths, and weaknesses 
as of the date of the report, including the extent to which 
primary care providers are preventing, screening, or refer-
ring for mental and substance use disorder services; 


(C) information on trends within the mental health 
and substance use disorder provider workforce, including 
the number of individuals expected to enter the mental 
health workforce over the next 5 years; and 


(D) any additional information determined by the 
Administrator of the Health Resources and Services 
Administration, in consultation with the Assistant Sec-
retary for Mental Health and Substance Use, to be relevant 
to the mental health and substance use disorder provider 
workforce. 


(b) PEER-SUPPORT SPECIALIST PROGRAMS.— 
(1) IN GENERAL.—The Comptroller General of the United 


States shall conduct a study on peer-support specialist pro-
grams in up to 10 States that receive funding from the Sub-
stance Abuse and Mental Health Services Administration. 
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(2) CONTENTS OF STUDY.—In conducting the study under 
paragraph (1), the Comptroller General of the United States 
shall examine and identify best practices, in the States selected 
pursuant to such paragraph, related to training and credential 
requirements for peer-support specialist programs, such as— 


(A) hours of formal work or volunteer experience 
related to mental and substance use disorders conducted 
through such programs; 


(B) types of peer-support specialist exams required for 
such programs in the selected States; 


(C) codes of ethics used by such programs in the 
selected States; 


(D) required or recommended skill sets for such pro-
grams in the selected States; and 


(E) requirements for continuing education. 
(3) REPORT.—Not later than 2 years after the date of enact-


ment of this Act, the Comptroller General of the United States 
shall submit to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives a report on 
the study conducted under paragraph (1). 


Subtitle C—Mental Health on Campus 
Improvement 


SEC. 9031. MENTAL HEALTH AND SUBSTANCE USE DISORDER SERV-
ICES ON CAMPUS. 


Section 520E–2 of the Public Health Service Act (42 U.S.C. 
290bb–36b) is amended— 


(1) in the section heading, by striking ‘‘AND BEHAVIORAL 
HEALTH’’ and inserting ‘‘HEALTH AND SUBSTANCE USE DIS-
ORDER’’; 


(2) in subsection (a)— 
(A) by striking ‘‘Services,’’ and inserting ‘‘Services and’’; 
(B) by striking ‘‘and behavioral health problems’’ and 


inserting ‘‘health or substance use disorders’’; 
(C) by striking ‘‘substance abuse’’ and inserting ‘‘sub-


stance use disorders’’; and 
(D) by adding after, ‘‘suicide attempts,’’ the following: 


‘‘prevent mental and substance use disorders, reduce 
stigma, and improve the identification and treatment for 
students at risk,’’; 
(3) in subsection (b)— 


(A) in the matter preceding paragraph (1), by striking 
‘‘for—’’ and inserting ‘‘for one or more of the following:’’; 
and 


(B) by striking paragraphs (1) through (6) and inserting 
the following: 
‘‘(1) Educating students, families, faculty, and staff to 


increase awareness of mental and substance use disorders. 
‘‘(2) The operation of hotlines. 
‘‘(3) Preparing informational material. 
‘‘(4) Providing outreach services to notify students about 


available mental and substance use disorder services. 
‘‘(5) Administering voluntary mental and substance use 


disorder screenings and assessments. 
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‘‘(6) Supporting the training of students, faculty, and staff 
to respond effectively to students with mental and substance 
use disorders. 


‘‘(7) Creating a network infrastructure to link institutions 
of higher education with health care providers who treat mental 
and substance use disorders. 


‘‘(8) Providing mental and substance use disorders preven-
tion and treatment services to students, which may include 
recovery support services and programming and early interven-
tion, treatment, and management, including through the use 
of telehealth services. 


‘‘(9) Conducting research through a counseling or health 
center at the institution of higher education involved regarding 
improving the behavioral health of students through clinical 
services, outreach, prevention, or academic success, in a manner 
that is in compliance with all applicable personal privacy laws. 


‘‘(10) Supporting student groups on campus, including ath-
letic teams, that engage in activities to educate students, 
including activities to reduce stigma surrounding mental and 
behavioral disorders, and promote mental health. 


‘‘(11) Employing appropriately trained staff. 
‘‘(12) Developing and supporting evidence-based and 


emerging best practices, including a focus on culturally and 
linguistically appropriate best practices.’’; 


(4) in subsection (c)(5), by striking ‘‘substance abuse’’ and 
inserting ‘‘substance use disorder’’; 


(5) in subsection (d)— 
(A) in the matter preceding paragraph (1), by striking 


‘‘An institution of higher education desiring a grant under 
this section’’ and inserting ‘‘To be eligible to receive a 
grant under this section, an institution of higher edu-
cation’’; 


(B) by striking paragraph (1) and inserting— 
‘‘(1) A description of the population to be targeted by the 


program carried out under the grant, including veterans when-
ever possible and appropriate, and of identified mental and 
substance use disorder needs of students at the institution 
of higher education.’’; 


(C) in paragraph (2), by inserting ‘‘, which may include, 
as appropriate and in accordance with subsection (b)(7), 
a plan to seek input from relevant stakeholders in the 
community, including appropriate public and private enti-
ties, in order to carry out the program under the grant’’ 
before the period at the end; and 


(D) by adding after paragraph (5) the following new 
paragraphs: 
‘‘(6) An outline of the objectives of the program carried 


out under the grant. 
‘‘(7) For an institution of higher education proposing to 


use the grant for an activity described in paragraph (8) or 
(9) of subsection (b), a description of the policies and procedures 
of the institution of higher education that are related to 
applicable laws regarding access to, and sharing of, treatment 
records of students at any campus-based mental health center 
or partner organization, including the policies and State laws 
governing when such records can be accessed and shared for 
non-treatment purposes and a description of the process used 
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by the institution of higher education to notify students of 
these policies and procedures, including the extent to which 
written consent is required. 


‘‘(8) An assurance that grant funds will be used to supple-
ment and not supplant any other Federal, State, or local funds 
available to carry out activities of the type carried out under 
the grant.’’; 


(6) in subsection (e)(1), by striking ‘‘and behavioral health 
problems’’ and inserting ‘‘health and substance use disorders’’; 


(7) in subsection (f)(2)— 
(A) by striking ‘‘and behavioral health’’ and inserting 


‘‘health and substance use disorder’’; and 
(B) by striking ‘‘suicide and substance abuse’’ and 


inserting ‘‘suicide and substance use disorders’’; 
(8) by redesignating subsection (h) as subsection (i); 
(9) by inserting after subsection (g) the following new sub-


section: 
‘‘(h) TECHNICAL ASSISTANCE.—The Secretary may provide tech-


nical assistance to grantees in carrying out this section.’’; and 
(10) in subsection (i), as redesignated by paragraph (8), 


by striking ‘‘$5,000,000 for fiscal year 2005’’ and all that follows 
through the period at the end and inserting ‘‘$7,000,000 for 
each of fiscal years 2018 through 2022.’’. 


SEC. 9032. INTERAGENCY WORKING GROUP ON COLLEGE MENTAL 
HEALTH. 


(a) PURPOSE.—It is the purpose of this section to provide for 
the establishment of a College Campus Task Force to discuss mental 
and behavioral health concerns on campuses of institutions of higher 
education. 


(b) ESTABLISHMENT.—The Secretary of Health and Human 
Services (referred to in this section as the ‘‘Secretary’’) shall estab-
lish a College Campus Task Force (referred to in this section as 
the ‘‘Task Force’’) to discuss mental and behavioral health concerns 
on campuses of institutions of higher education. 


(c) MEMBERSHIP.—The Task Force shall be composed of a rep-
resentative from each Federal agency (as appointed by the head 
of the agency) that has jurisdiction over, or is affected by, mental 
health and education policies and projects, including— 


(1) the Department of Education; 
(2) the Department of Health and Human Services; 
(3) the Department of Veterans Affairs; and 
(4) such other Federal agencies as the Assistant Secretary 


for Mental Health and Substance Use, in consultation with 
the Secretary, determines to be appropriate. 
(d) DUTIES.—The Task Force shall— 


(1) serve as a centralized mechanism to coordinate a 
national effort to— 


(A) discuss and evaluate evidence and knowledge on 
mental and behavioral health services available to, and 
the prevalence of mental illness among, the age population 
of students attending institutions of higher education in 
the United States; 


(B) determine the range of effective, feasible, and com-
prehensive actions to improve mental and behavioral health 
on campuses of institutions of higher education; 


42 USC 
290bb–36b note. 
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(C) examine and better address the needs of the age 
population of students attending institutions of higher edu-
cation dealing with mental illness; 


(D) survey Federal agencies to determine which policies 
are effective in encouraging, and how best to facilitate 
outreach without duplicating, efforts relating to mental 
and behavioral health promotion; 


(E) establish specific goals within and across Federal 
agencies for mental health promotion, including determina-
tions of accountability for reaching those goals; 


(F) develop a strategy for allocating responsibilities 
and ensuring participation in mental and behavioral health 
promotion, particularly in the case of competing agency 
priorities; 


(G) coordinate plans to communicate research results 
relating to mental and behavioral health amongst the age 
population of students attending institutions of higher edu-
cation to enable reporting and outreach activities to produce 
more useful and timely information; 


(H) provide a description of evidence-based practices, 
model programs, effective guidelines, and other strategies 
for promoting mental and behavioral health on campuses 
of institutions of higher education; 


(I) make recommendations to improve Federal efforts 
relating to mental and behavioral health promotion on 
campuses of institutions of higher education and to ensure 
Federal efforts are consistent with available standards, 
evidence, and other programs in existence as of the date 
of enactment of this Act; 


(J) monitor Federal progress in meeting specific mental 
and behavioral health promotion goals as they relate to 
settings of institutions of higher education; and 


(K) examine and disseminate best practices related 
to intracampus sharing of treatment records; 
(2) consult with national organizations with expertise in 


mental and behavioral health, especially those organizations 
working with the age population of students attending institu-
tions of higher education; and 


(3) consult with and seek input from mental health profes-
sionals working on campuses of institutions of higher education 
as appropriate. 
(e) MEETINGS.— 


(1) IN GENERAL.—The Task Force shall meet not fewer 
than three times each year. 


(2) ANNUAL CONFERENCE.—The Secretary shall sponsor an 
annual conference on mental and behavioral health in settings 
of institutions of higher education to enhance coordination, 
build partnerships, and share best practices in mental and 
behavioral health promotion, data collection, analysis, and serv-
ices. 
(f) DEFINITION.—In this section, the term ‘‘institution of higher 


education’’ has the meaning given such term in section 101 of 
the Higher Education Act of 1965 (20 U.S.C. 1001). 


(g) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated $1,000,000 for the 
period of fiscal years 2018 through 2022. 
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SEC. 9033. IMPROVING MENTAL HEALTH ON COLLEGE CAMPUSES. 


Part D of title V of the Public Health Service Act (42 U.S.C. 
290dd et seq.) is amended by adding at the end the following: 


‘‘SEC. 549. MENTAL AND BEHAVIORAL HEALTH OUTREACH AND EDU-
CATION ON COLLEGE CAMPUSES. 


‘‘(a) PURPOSE.—It is the purpose of this section to increase 
access to, and reduce the stigma associated with, mental health 
services to ensure that students at institutions of higher education 
have the support necessary to successfully complete their studies. 


‘‘(b) NATIONAL PUBLIC EDUCATION CAMPAIGN.—The Secretary, 
acting through the Assistant Secretary and in collaboration with 
the Director of the Centers for Disease Control and Prevention, 
shall convene an interagency, public-private sector working group 
to plan, establish, and begin coordinating and evaluating a targeted 
public education campaign that is designed to focus on mental 
and behavioral health on the campuses of institutions of higher 
education. Such campaign shall be designed to— 


‘‘(1) improve the general understanding of mental health 
and mental disorders; 


‘‘(2) encourage help-seeking behaviors relating to the pro-
motion of mental health, prevention of mental disorders, and 
treatment of such disorders; 


‘‘(3) make the connection between mental and behavioral 
health and academic success; and 


‘‘(4) assist the general public in identifying the early 
warning signs and reducing the stigma of mental illness. 
‘‘(c) COMPOSITION.—The working group convened under sub-


section (b) shall include— 
‘‘(1) mental health consumers, including students and 


family members; 
‘‘(2) representatives of institutions of higher education; 
‘‘(3) representatives of national mental and behavioral 


health associations and associations of institutions of higher 
education; 


‘‘(4) representatives of health promotion and prevention 
organizations at institutions of higher education; 


‘‘(5) representatives of mental health providers, including 
community mental health centers; and 


‘‘(6) representatives of private-sector and public-sector 
groups with experience in the development of effective public 
health education campaigns. 
‘‘(d) PLAN.—The working group under subsection (b) shall 


develop a plan that— 
‘‘(1) targets promotional and educational efforts to the age 


population of students at institutions of higher education and 
individuals who are employed in settings of institutions of 
higher education, including through the use of roundtables; 


‘‘(2) develops and proposes the implementation of research- 
based public health messages and activities; 


‘‘(3) provides support for local efforts to reduce stigma 
by using the National Health Information Center as a primary 
point of contact for information, publications, and service pro-
gram referrals; and 


42 USC 290ee–4. 
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‘‘(4) develops and proposes the implementation of a social 
marketing campaign that is targeted at the population of stu-
dents attending institutions of higher education and individuals 
who are employed in settings of institutions of higher education. 
‘‘(e) DEFINITION.—In this section, the term ‘institution of higher 


education’ has the meaning given such term in section 101 of 
the Higher Education Act of 1965 (20 U.S.C. 1001). 


‘‘(f) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated $1,000,000 for the 
period of fiscal years 2018 through 2022.’’. 


TITLE X—STRENGTHENING MENTAL 
AND SUBSTANCE USE DISORDER 
CARE FOR CHILDREN AND ADOLES-
CENTS 


SEC. 10001. PROGRAMS FOR CHILDREN WITH A SERIOUS EMOTIONAL 
DISTURBANCE. 


(a) COMPREHENSIVE COMMUNITY MENTAL HEALTH SERVICES FOR 
CHILDREN WITH A SERIOUS EMOTIONAL DISTURBANCE.—Section 
561(a)(1) of the Public Health Service Act (42 U.S.C. 290ff(a)(1)) 
is amended by inserting ‘‘, which may include efforts to identify 
and serve children at risk’’ before the period. 


(b) REQUIREMENTS WITH RESPECT TO CARRYING OUT PURPOSE 
OF GRANTS.—Section 562(b) of the Public Health Service Act (42 
U.S.C. 290ff–1(b)) is amended by striking ‘‘will not provide an 
individual with access to the system if the individual is more 
than 21 years of age’’ and inserting ‘‘will provide an individual 
with access to the system through the age of 21 years’’. 


(c) ADDITIONAL PROVISIONS.—Section 564(f) of the Public Health 
Service Act (42 U.S.C. 290ff–3(f)) is amended by inserting ‘‘(and 
provide a copy to the State involved)’’ after ‘‘to the Secretary’’. 


(d) GENERAL PROVISIONS.—Section 565 of the Public Health 
Service Act (42 U.S.C. 290ff–4) is amended— 


(1) in subsection (b)(1)— 
(A) in the matter preceding subparagraph (A), by 


striking ‘‘receiving a grant under section 561(a)’’ and 
inserting ‘‘, regardless of whether such public entity is 
receiving a grant under section 561(a)’’; and 


(B) in subparagraph (B), by striking ‘‘pursuant to’’ 
and inserting ‘‘described in’’; 
(2) in subsection (d)(1), by striking ‘‘not more than 21 


years of age’’ and inserting ‘‘through the age of 21 years’’; 
and 


(3) in subsection (f)(1), by striking ‘‘$100,000,000 for fiscal 
year 2001, and such sums as may be necessary for each of 
the fiscal years 2002 and 2003’’ and inserting ‘‘$119,026,000 
for each of fiscal years 2018 through 2022’’. 


SEC. 10002. INCREASING ACCESS TO PEDIATRIC MENTAL HEALTH 
CARE. 


Title III of the Public Health Service Act is amended by 
inserting after section 330L of such Act (42 U.S.C. 254c–18) the 
following new section: 
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‘‘SEC. 330M PEDIATRIC MENTAL HEALTH CARE ACCESS GRANTS. 


‘‘(a) IN GENERAL.—The Secretary, acting through the Adminis-
trator of the Health Resources and Services Administration and 
in coordination with other relevant Federal agencies, shall award 
grants to States, political subdivisions of States, and Indian tribes 
and tribal organizations (for purposes of this section, as such terms 
are defined in section 4 of the Indian Self-Determination and Edu-
cation Assistance Act (25 U.S.C. 450b)) to promote behavioral health 
integration in pediatric primary care by— 


‘‘(1) supporting the development of statewide or regional 
pediatric mental health care telehealth access programs; and 


‘‘(2) supporting the improvement of existing statewide or 
regional pediatric mental health care telehealth access pro-
grams. 
‘‘(b) PROGRAM REQUIREMENTS.— 


‘‘(1) IN GENERAL.—A pediatric mental health care telehealth 
access program referred to in subsection (a), with respect to 
which a grant under such subsection may be used, shall— 


‘‘(A) be a statewide or regional network of pediatric 
mental health teams that provide support to pediatric pri-
mary care sites as an integrated team; 


‘‘(B) support and further develop organized State or 
regional networks of pediatric mental health teams to pro-
vide consultative support to pediatric primary care sites; 


‘‘(C) conduct an assessment of critical behavioral con-
sultation needs among pediatric providers and such pro-
viders’ preferred mechanisms for receiving consultation, 
training, and technical assistance; 


‘‘(D) develop an online database and communication 
mechanisms, including telehealth, to facilitate consultation 
support to pediatric practices; 


‘‘(E) provide rapid statewide or regional clinical tele-
phone or telehealth consultations when requested between 
the pediatric mental health teams and pediatric primary 
care providers; 


‘‘(F) conduct training and provide technical assistance 
to pediatric primary care providers to support the early 
identification, diagnosis, treatment, and referral of children 
with behavioral health conditions; 


‘‘(G) provide information to pediatric providers about, 
and assist pediatric providers in accessing, pediatric mental 
health care providers, including child and adolescent 
psychiatrists, and licensed mental health professionals, 
such as psychologists, social workers, or mental health 
counselors and in scheduling and conducting technical 
assistance; 


‘‘(H) assist with referrals to specialty care and commu-
nity or behavioral health resources; and 


‘‘(I) establish mechanisms for measuring and moni-
toring increased access to pediatric mental health care 
services by pediatric primary care providers and expanded 
capacity of pediatric primary care providers to identify, 
treat, and refer children with mental health problems. 
‘‘(2) PEDIATRIC MENTAL HEALTH TEAMS.—In this subsection, 


the term ‘pediatric mental health team’ means a team con-
sisting of at least one case coordinator, at least one child 
and adolescent psychiatrist, and at least one licensed clinical 


42 USC 254c–19. 
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mental health professional, such as a psychologist, social 
worker, or mental health counselor. Such a team may be region-
ally based. 
‘‘(c) APPLICATION.—A State, political subdivision of a State, 


Indian tribe, or tribal organization seeking a grant under this 
section shall submit an application to the Secretary at such time, 
in such manner, and containing such information as the Secretary 
may require, including a plan for the comprehensive evaluation 
of activities that are carried out with funds received under such 
grant. 


‘‘(d) EVALUATION.—A State, political subdivision of a State, 
Indian tribe, or tribal organization that receives a grant under 
this section shall prepare and submit an evaluation of activities 
that are carried out with funds received under such grant to the 
Secretary at such time, in such manner, and containing such 
information as the Secretary may reasonably require, including 
a process and outcome evaluation. 


‘‘(e) ACCESS TO BROADBAND.—In administering grants under 
this section, the Secretary may coordinate with other agencies to 
ensure that funding opportunities are available to support access 
to reliable, high-speed Internet for providers. 


‘‘(f) MATCHING REQUIREMENT.—The Secretary may not award 
a grant under this section unless the State, political subdivision 
of a State, Indian tribe, or tribal organization involved agrees, 
with respect to the costs to be incurred by the State, political 
subdivision of a State, Indian tribe, or tribal organization in car-
rying out the purpose described in this section, to make available 
non-Federal contributions (in cash or in kind) toward such costs 
in an amount that is not less than 20 percent of Federal funds 
provided in the grant. 


‘‘(g) AUTHORIZATION OF APPROPRIATIONS.—To carry out this 
section, there are authorized to be appropriated, $9,000,000 for 
the period of fiscal years 2018 through 2022.’’. 


SEC. 10003. SUBSTANCE USE DISORDER TREATMENT AND EARLY 
INTERVENTION SERVICES FOR CHILDREN AND ADOLES-
CENTS. 


The first section 514 of the Public Health Service Act (42 
U.S.C. 290bb–7), relating to substance abuse treatment services 
for children and adolescents, is amended— 


(1) in the section heading, by striking ‘‘ABUSE TREATMENT’’ 
and inserting ‘‘USE DISORDER TREATMENT AND EARLY INTER-
VENTION’’; 


(2) by striking subsection (a) and inserting the following: 
‘‘(a) IN GENERAL.—The Secretary shall award grants, contracts, 


or cooperative agreements to public and private nonprofit entities, 
including Indian tribes or tribal organizations (as such terms are 
defined in section 4 of the Indian Self-Determination and Education 
Assistance Act), or health facilities or programs operated by or 
in accordance with a contract or grant with the Indian Health 
Service, for the purpose of— 


‘‘(1) providing early identification and services to meet the 
needs of children and adolescents who are at risk of substance 
use disorders; 


‘‘(2) providing substance use disorder treatment services 
for children, including children and adolescents with co-occur-
ring mental illness and substance use disorders; and 
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‘‘(3) providing assistance to pregnant women, and parenting 
women, with substance use disorders, in obtaining treatment 
services, linking mothers to community resources to support 
independent family lives, and staying in recovery so that chil-
dren are in safe, stable home environments and receive appro-
priate health care services.’’; 


(3) in subsection (b)— 
(A) by striking paragraph (1) and inserting the fol-


lowing: 
‘‘(1) apply evidence-based and cost-effective methods;’’; 


(B) in paragraph (2)— 
(i) by striking ‘‘treatment’’; and 
(ii) by inserting ‘‘substance abuse,’’ after ‘‘child wel-


fare,’’; 
(C) in paragraph (3), by striking ‘‘substance abuse dis-


orders’’ and inserting ‘‘substance use disorders, including 
children and adolescents with co-occurring mental illness 
and substance use disorders,’’; 


(D) in paragraph (5), by striking ‘‘treatment;’’ and 
inserting ‘‘services; and’’; 


(E) in paragraph (6), by striking ‘‘substance abuse 
treatment; and’’ and inserting ‘‘treatment.’’; and 


(F) by striking paragraph (7); and 
(4) in subsection (f), by striking ‘‘$40,000,000’’ and all that 


follows through the period and inserting ‘‘$29,605,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 10004. CHILDREN’S RECOVERY FROM TRAUMA. 


The first section 582 of the Public Health Service Act (42 
U.S.C. 290hh–1; relating to grants to address the problems of 
persons who experience violence related stress) is amended— 


(1) in subsection (a), by striking ‘‘developing programs’’ 
and all that follows through the period at the end and inserting 
the following: ‘‘developing and maintaining programs that pro-
vide for— 


‘‘(1) the continued operation of the National Child Trau-
matic Stress Initiative (referred to in this section as the 
‘NCTSI’), which includes a cooperative agreement with a coordi-
nating center, that focuses on the mental, behavioral, and 
biological aspects of psychological trauma response, prevention 
of the long-term consequences of child trauma, and early inter-
vention services and treatment to address the long-term con-
sequences of child trauma; and 


‘‘(2) the development of knowledge with regard to evidence- 
based practices for identifying and treating mental, behavioral, 
and biological disorders of children and youth resulting from 
witnessing or experiencing a traumatic event.’’; 


(2) in subsection (b)— 
(A) by striking ‘‘subsection (a) related’’ and inserting 


‘‘subsection (a)(2) (related’’; 
(B) by striking ‘‘treating disorders associated with 


psychological trauma’’ and inserting ‘‘treating mental, 
behavioral, and biological disorders associated with psycho-
logical trauma)’’; and 


(C) by striking ‘‘mental health agencies and programs 
that have established clinical and basic research’’ and 
inserting ‘‘universities, hospitals, mental health agencies, 
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and other programs that have established clinical expertise 
and research’’; 
(3) by redesignating subsections (c) through (g) as sub-


sections (g) through (k), respectively; 
(4) by inserting after subsection (b), the following: 


‘‘(c) CHILD OUTCOME DATA.—The NCTSI coordinating center 
described in subsection (a)(1) shall collect, analyze, report, and 
make publicly available, as appropriate, NCTSI-wide child treat-
ment process and outcome data regarding the early identification 
and delivery of evidence-based treatment and services for children 
and families served by the NCTSI grantees. 


‘‘(d) TRAINING.—The NCTSI coordinating center shall facilitate 
the coordination of training initiatives in evidence-based and 
trauma-informed treatments, interventions, and practices offered 
to NCTSI grantees, providers, and partners. 


‘‘(e) DISSEMINATION AND COLLABORATION.—The NCTSI coordi-
nating center shall, as appropriate, collaborate with— 


‘‘(1) the Secretary, in the dissemination of evidence-based 
and trauma-informed interventions, treatments, products, and 
other resources to appropriate stakeholders; and 


‘‘(2) appropriate agencies that conduct or fund research 
within the Department of Health and Human Services, for 
purposes of sharing NCTSI expertise, evaluation data, and 
other activities, as appropriate. 
‘‘(f) REVIEW.—The Secretary shall, consistent with the peer- 


review process, ensure that NCTSI applications are reviewed by 
appropriate experts in the field as part of a consensus-review 
process. The Secretary shall include review criteria related to exper-
tise and experience in child trauma and evidence-based practices.’’; 


(5) in subsection (g) (as so redesignated), by striking ‘‘with 
respect to centers of excellence are distributed equitably among 
the regions of the country’’ and inserting ‘‘are distributed equi-
tably among the regions of the United States’’; 


(6) in subsection (i) (as so redesignated), by striking 
‘‘recipient may not exceed 5 years’’ and inserting ‘‘recipient 
shall not be less than 4 years, but shall not exceed 5 years’’; 
and 


(7) in subsection (j) (as so redesignated), by striking 
‘‘$50,000,000’’ and all that follows through ‘‘2006’’ and inserting 
‘‘$46,887,000 for each of fiscal years 2018 through 2022’’. 


SEC. 10005. SCREENING AND TREATMENT FOR MATERNAL DEPRES-
SION. 


Part B of title III of the Public Health Service Act (42 U.S.C. 
243 et seq.) is amended by inserting after section 317L (42 U.S.C. 
247b–13) the following: 
‘‘SEC. 317L–1. SCREENING AND TREATMENT FOR MATERNAL DEPRES-


SION. 


‘‘(a) GRANTS.—The Secretary shall make grants to States to 
establish, improve, or maintain programs for screening, assessment, 
and treatment services, including culturally and linguistically 
appropriate services, as appropriate, for women who are pregnant, 
or who have given birth within the preceding 12 months, for 
maternal depression. 


‘‘(b) APPLICATION.—To seek a grant under this section, a State 
shall submit an application to the Secretary at such time, in such 
manner, and containing such information as the Secretary may 


42 USC 
247b–13a. 
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require. At a minimum, any such application shall include expla-
nations of— 


‘‘(1) how a program, or programs, will increase the percent-
age of women screened and treated, as appropriate, for 
maternal depression in 1 or more communities; and 


‘‘(2) how a program, or programs, if expanded, would 
increase access to screening and treatment services for 
maternal depression. 
‘‘(c) PRIORITY.—In awarding grants under this section, the Sec-


retary may give priority to States proposing to improve or enhance 
access to screening services for maternal depression in primary 
care settings. 


‘‘(d) USE OF FUNDS.—The activities eligible for funding through 
a grant under subsection (a)— 


‘‘(1) shall include— 
‘‘(A) providing appropriate training to health care pro-


viders; and 
‘‘(B) providing information to health care providers, 


including information on maternal depression screening, 
treatment, and followup support services, and linkages to 
community-based resources; and 
‘‘(2) may include— 


‘‘(A) enabling health care providers (including obstetri-
cian-gynecologists, pediatricians, psychiatrists, mental 
health care providers, and adult primary care clinicians) 
to provide or receive real-time psychiatric consultation (in- 
person or remotely) to aid in the treatment of pregnant 
and parenting women; 


‘‘(B) establishing linkages with and among community- 
based resources, including mental health resources, pri-
mary care resources, and support groups; and 


‘‘(C) utilizing telehealth services for rural areas and 
medically underserved areas (as defined in section 330I(a)). 


‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated $5,000,000 for each 
of fiscal years 2018 through 2022.’’. 


SEC. 10006. INFANT AND EARLY CHILDHOOD MENTAL HEALTH PRO-
MOTION, INTERVENTION, AND TREATMENT. 


Part Q of title III of the Public Health Service Act (42 U.S.C. 
280h et seq.) is amended by adding at the end the following: 


‘‘SEC. 399Z–2. INFANT AND EARLY CHILDHOOD MENTAL HEALTH PRO-
MOTION, INTERVENTION, AND TREATMENT. 


‘‘(a) GRANTS.—The Secretary shall— 
‘‘(1) award grants to eligible entities to develop, maintain, 


or enhance infant and early childhood mental health promotion, 
intervention, and treatment programs, including— 


‘‘(A) programs for infants and children at significant 
risk of developing, showing early signs of, or having been 
diagnosed with mental illness, including a serious emo-
tional disturbance; and 


‘‘(B) multigenerational therapy and other services that 
support the caregiving relationship; and 
‘‘(2) ensure that programs funded through grants under 


this section are evidence-informed or evidence-based models, 
practices, and methods that are, as appropriate, culturally and 


42 USC 280h–6. 
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linguistically appropriate, and can be replicated in other appro-
priate settings. 
‘‘(b) ELIGIBLE CHILDREN AND ENTITIES.—In this section: 


‘‘(1) ELIGIBLE CHILD.—The term ‘eligible child’ means a 
child from birth to not more than 12 years of age who— 


‘‘(A) is at risk for, shows early signs of, or has been 
diagnosed with a mental illness, including a serious emo-
tional disturbance; and 


‘‘(B) may benefit from infant and early childhood inter-
vention or treatment programs or specialized preschool or 
elementary school programs that are evidence-based or that 
have been scientifically demonstrated to show promise but 
would benefit from further applied development. 
‘‘(2) ELIGIBLE ENTITY.—The term ‘eligible entity’ means a 


human services agency or nonprofit institution that— 
‘‘(A) employs licensed mental health professionals who 


have specialized training and experience in infant and early 
childhood mental health assessment, diagnosis, and treat-
ment, or is accredited or approved by the appropriate State 
agency, as applicable, to provide for children from infancy 
to 12 years of age mental health promotion, intervention, 
or treatment services; and 


‘‘(B) provides services or programs described in sub-
section (a) that are evidence-based or that have been sci-
entifically demonstrated to show promise but would benefit 
from further applied development. 


‘‘(c) APPLICATION.—An eligible entity seeking a grant under 
subsection (a) shall submit to the Secretary an application at such 
time, in such manner, and containing such information as the 
Secretary may require. 


‘‘(d) USE OF FUNDS FOR EARLY INTERVENTION AND TREATMENT 
PROGRAMS.—An eligible entity may use amounts awarded under 
a grant under subsection (a)(1) to carry out the following: 


‘‘(1) Provide age-appropriate mental health promotion and 
early intervention services or mental illness treatment services, 
which may include specialized programs, for eligible children 
at significant risk of developing, showing early signs of, or 
having been diagnosed with a mental illness, including a serious 
emotional disturbance. Such services may include social and 
behavioral services as well as multigenerational therapy and 
other services that support the caregiving relationship. 


‘‘(2) Provide training for health care professionals with 
expertise in infant and early childhood mental health care 
with respect to appropriate and relevant integration with other 
disciplines such as primary care clinicians, early intervention 
specialists, child welfare staff, home visitors, early care and 
education providers, and others who work with young children 
and families. 


‘‘(3) Provide mental health consultation to personnel of 
early care and education programs (including licensed or regu-
lated center-based and home-based child care, home visiting, 
preschool special education, and early intervention programs) 
who work with children and families. 


‘‘(4) Provide training for mental health clinicians in infant 
and early childhood in promising and evidence-based practices 
and models for infant and early childhood mental health treat-
ment and early intervention, including with regard to practices 
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for identifying and treating mental illness and behavioral dis-
orders of infants and children resulting from exposure or 
repeated exposure to adverse childhood experiences or childhood 
trauma. 


‘‘(5) Provide age-appropriate assessment, diagnostic, and 
intervention services for eligible children, including early 
mental health promotion, intervention, and treatment services. 
‘‘(e) MATCHING FUNDS.—The Secretary may not award a grant 


under this section to an eligible entity unless the eligible entity 
agrees, with respect to the costs to be incurred by the eligible 
entity in carrying out the activities described in subsection (d), 
to make available non-Federal contributions (in cash or in kind) 
toward such costs in an amount that is not less than 10 percent 
of the total amount of Federal funds provided in the grant. 


‘‘(f) AUTHORIZATION OF APPROPRIATIONS.—To carry out this sec-
tion, there are authorized to be appropriated $20,000,000 for the 
period of fiscal years 2018 through 2022.’’. 


TITLE XI—COMPASSIONATE 
COMMUNICATION ON HIPAA 


SEC. 11001. SENSE OF CONGRESS. 


(a) FINDINGS.—Congress finds the following: 
(1) According to the National Survey on Drug Use and 


Health, in 2015, there were approximately 9,800,000 adults 
in the United States with serious mental illness. 


(2) The Substance Abuse and Mental Health Services 
Administration defines the term ‘‘serious mental illness’’ as 
an illness affecting individuals 18 years of age or older as 
having, at any time in the past year, a diagnosable mental, 
behavioral, or emotional disorder that results in serious func-
tional impairment and substantially interferes with or limits 
one or more major life activities. 


(3) In reporting on the incidence of serious mental illness, 
the Substance Abuse and Mental Health Services Administra-
tion includes major depression, schizophrenia, bipolar disorder, 
and other mental disorders that cause serious impairment. 


(4) Adults with a serious mental illness are at a higher 
risk for chronic physical illnesses and premature death. 


(5) According to the World Health Organization, adults 
with a serious mental illness have lifespans that are 10 to 
25 years shorter than those without serious mental illness. 
The vast majority of these deaths are due to chronic physical 
medical conditions, such as cardiovascular, respiratory, and 
infectious diseases, as well as diabetes and hypertension. 


(6) According to the World Health Organization, the 
majority of deaths of adults with a serious mental illness that 
are due to physical medical conditions are preventable. 


(7) Supported decision making can facilitate care decisions 
in areas where serious mental illness may impact the capacity 
of an individual to determine a course of treatment while 
still allowing the individual to make decisions independently. 


(8) Help should be provided to adults with a serious mental 
illness to address their acute or chronic physical illnesses, 
make informed choices about treatment, and understand and 
follow through with appropriate treatment. 
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(9) There is confusion in the health care community 
regarding permissible practices under the regulations promul-
gated under the Health Insurance Portability and Account-
ability Act of 1996 (commonly known as ‘‘HIPAA’’). This confu-
sion may hinder appropriate communication of health care 
information or treatment preferences with appropriate care-
givers. 
(b) SENSE OF CONGRESS.—It is the sense of Congress that 


clarification is needed regarding the privacy rule promulgated under 
section 264(c) of the Health Insurance Portability and Accountability 
Act of 1996 (42 U.S.C. 1320d–2 note) regarding existing permitted 
uses and disclosures of health information by health care profes-
sionals to communicate with caregivers of adults with a serious 
mental illness to facilitate treatment. 
SEC. 11002. CONFIDENTIALITY OF RECORDS. 


Not later than 1 year after the date on which the Secretary 
of Health and Human Services (in this title referred to as the 
‘‘Secretary’’) first finalizes regulations updating part 2 of title 42, 
Code of Federal Regulations, relating to confidentiality of alcohol 
and drug abuse patient records, after the date of enactment of 
this Act, the Secretary shall convene relevant stakeholders to deter-
mine the effect of such regulations on patient care, health outcomes, 
and patient privacy. 
SEC. 11003. CLARIFICATION ON PERMITTED USES AND DISCLOSURES 


OF PROTECTED HEALTH INFORMATION. 


(a) IN GENERAL.—The Secretary, acting through the Director 
of the Office for Civil Rights, shall ensure that health care providers, 
professionals, patients and their families, and others involved in 
mental or substance use disorder treatment have adequate, acces-
sible, and easily comprehensible resources relating to appropriate 
uses and disclosures of protected health information under the 
regulations promulgated under section 264(c) of the Health Insur-
ance Portability and Accountability Act of 1996 (42 U.S.C. 1320d– 
2 note). 


(b) GUIDANCE.— 
(1) ISSUANCE.—In carrying out subsection (a), not later 


than 1 year after the date of enactment of this section, the 
Secretary shall issue guidance clarifying the circumstances 
under which, consistent with regulations promulgated under 
section 264(c) of the Health Insurance Portability and Account-
ability Act of 1996, a health care provider or covered entity 
may use or disclose protected health information. 


(2) CIRCUMSTANCES ADDRESSED.—The guidance issued 
under this section shall address circumstances including those 
that— 


(A) require the consent of the patient; 
(B) require providing the patient with an opportunity 


to object; 
(C) are based on the exercise of professional judgment 


regarding whether the patient would object when the oppor-
tunity to object cannot practicably be provided because 
of the incapacity of the patient or an emergency treatment 
circumstance; and 


(D) are determined, based on the exercise of profes-
sional judgment, to be in the best interest of the patient 
when the patient is not present or otherwise incapacitated. 


42 USC 1320d–2 
note. 
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(3) COMMUNICATION WITH FAMILY MEMBERS AND CARE-
GIVERS.—In addressing the circumstances described in para-
graph (2), the guidance issued under this section shall clarify 
permitted uses or disclosures of protected health information 
for purposes of— 


(A) communicating with a family member of the 
patient, caregiver of the patient, or other individual, to 
the extent that such family member, caregiver, or indi-
vidual is involved in the care of the patient; 


(B) in the case that the patient is an adult, commu-
nicating with a family member of the patient, caregiver 
of the patient, or other individual involved in the care 
of the patient; 


(C) in the case that the patient is a minor, commu-
nicating with the parent or caregiver of the patient; 


(D) involving the family members or caregivers of the 
patient, or others involved in the patient’s care or care 
plan, including facilitating treatment and medication 
adherence; 


(E) listening to the patient, or receiving information 
with respect to the patient from the family or caregiver 
of the patient; 


(F) communicating with family members of the patient, 
caregivers of the patient, law enforcement, or others when 
the patient presents a serious and imminent threat of 
harm to self or others; and 


(G) communicating to law enforcement and family 
members or caregivers of the patient about the admission 
of the patient to receive care at, or the release of a patient 
from, a facility for an emergency psychiatric hold or invol-
untary treatment. 


SEC. 11004. DEVELOPMENT AND DISSEMINATION OF MODEL TRAINING 
PROGRAMS. 


(a) INITIAL PROGRAMS AND MATERIALS.—Not later than 1 year 
after the date of the enactment of this Act, the Secretary, in 
consultation with appropriate experts, shall identify the following 
model programs and materials, or (in the case that no such pro-
grams or materials exist) recognize private or public entities to 
develop and disseminate each of the following: 


(1) Model programs and materials for training health care 
providers (including physicians, emergency medical personnel, 
psychiatrists, including child and adolescent psychiatrists, 
psychologists, counselors, therapists, nurse practitioners, physi-
cian assistants, behavioral health facilities and clinics, care 
managers, and hospitals, including individuals such as general 
counsels or regulatory compliance staff who are responsible 
for establishing provider privacy policies) regarding the per-
mitted uses and disclosures, consistent with the standards gov-
erning the privacy and security of individually identifiable 
health information promulgated by the Secretary under part 
C of title XI of the Social Security Act (42 U.S.C. 1320d et 
seq.) and regulations promulgated under section 264(c) of the 
Health Insurance Portability and Accountability Act of 1996 
(42 U.S.C. 1320d–2 note) and such part C, of the protected 
health information of patients seeking or undergoing mental 
or substance use disorder treatment. 


42 USC 1320d–2 
note. 
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(2) A model program and materials for training patients 
and their families regarding their rights to protect and obtain 
information under the standards and regulations specified in 
paragraph (1). 
(b) PERIODIC UPDATES.—The Secretary shall— 


(1) periodically review and update the model programs 
and materials identified or developed under subsection (a); 
and 


(2) disseminate the updated model programs and materials 
to the individuals described in subsection (a). 
(c) COORDINATION.—The Secretary shall carry out this section 


in coordination with the Director of the Office for Civil Rights 
within the Department of Health and Human Services, the Assist-
ant Secretary for Mental Health and Substance Use, the Adminis-
trator of the Health Resources and Services Administration, and 
the heads of other relevant agencies within the Department of 
Health and Human Services. 


(d) INPUT OF CERTAIN ENTITIES.—In identifying, reviewing, or 
updating the model programs and materials under subsections (a) 
and (b), the Secretary shall solicit the input of relevant national, 
State, and local associations; medical societies; licensing boards; 
providers of mental and substance use disorder treatment; organiza-
tions with expertise on domestic violence, sexual assault, elder 
abuse, and child abuse; and organizations representing patients 
and consumers and the families of patients and consumers. 


(e) FUNDING.—There are authorized to be appropriated to carry 
out this section— 


(1) $4,000,000 for fiscal year 2018; 
(2) $2,000,000 for each of fiscal years 2019 and 2020; and 
(3) $1,000,000 for each of fiscal years 2021 and 2022. 


TITLE XII—MEDICAID MENTAL HEALTH 
COVERAGE 


SEC. 12001. RULE OF CONSTRUCTION RELATED TO MEDICAID COV-
ERAGE OF MENTAL HEALTH SERVICES AND PRIMARY 
CARE SERVICES FURNISHED ON THE SAME DAY. 


Nothing in title XIX of the Social Security Act (42 U.S.C. 
1396 et seq.) shall be construed as prohibiting separate payment 
under the State plan under such title (or under a waiver of the 
plan) for the provision of a mental health service or primary care 
service under such plan, with respect to an individual, because 
such service is— 


(1) a primary care service furnished to the individual by 
a provider at a facility on the same day a mental health 
service is furnished to such individual by such provider (or 
another provider) at the facility; or 


(2) a mental health service furnished to the individual 
by a provider at a facility on the same day a primary care 
service is furnished to such individual by such provider (or 
another provider) at the facility. 


SEC. 12002. STUDY AND REPORT RELATED TO MEDICAID MANAGED 
CARE REGULATION. 


(a) STUDY.—The Secretary of Health and Human Services, 
acting through the Administrator of the Centers for Medicare & 


42 USC 1396 
note. 
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Medicaid Services, shall conduct a study on coverage under the 
Medicaid program under title XIX of the Social Security Act (42 
U.S.C. 1396 et seq.) of services provided through a medicaid man-
aged care organization (as defined in section 1903(m) of such Act 
(42 U.S.C. 1396b(m)) or a prepaid inpatient health plan (as defined 
in section 438.2 of title 42, Code of Federal Regulations (or any 
successor regulation)) with respect to individuals over the age of 
21 and under the age of 65 for the treatment of a mental health 
disorder in institutions for mental diseases (as defined in section 
1905(i) of such Act (42 U.S.C. 1396d(i))). Such study shall include 
information on the following: 


(1) The extent to which States, including the District of 
Columbia and each territory or possession of the United States, 
are providing capitated payments to such organizations or plans 
for enrollees who are receiving services in institutions for 
mental diseases. 


(2) The number of individuals receiving medical assistance 
under a State plan under such title XIX, or a waiver of such 
plan, who receive services in institutions for mental diseases 
through such organizations and plans. 


(3) The range of and average number of months, and the 
length of stay during such months, that such individuals are 
receiving such services in such institutions. 


(4) How such organizations or plans determine when to 
provide for the furnishing of such services through an institu-
tion for mental diseases in lieu of other benefits (including 
the full range of community-based services) under their contract 
with the State agency administering the State plan under such 
title XIX, or a waiver of such plan, to address psychiatric 
or substance use disorder treatment. 


(5) The extent to which the provision of services within 
such institutions has affected the capitated payments for such 
organizations or plans. 
(b) REPORT.—Not later than 3 years after the date of the 


enactment of this Act, the Secretary shall submit to Congress 
a report on the study conducted under subsection (a). 


SEC. 12003. GUIDANCE ON OPPORTUNITIES FOR INNOVATION. 


Not later than 1 year after the date of the enactment of this 
Act, the Administrator of the Centers for Medicare & Medicaid 
Services shall issue a State Medicaid Director letter regarding 
opportunities to design innovative service delivery systems, 
including systems for providing community-based services, for 
adults with a serious mental illness or children with a serious 
emotional disturbance who are receiving medical assistance under 
title XIX of the Social Security Act (42 U.S.C. 1396 et seq.). The 
letter shall include opportunities for demonstration projects under 
section 1115 of such Act (42 U.S.C. 1315) to improve care for 
such adults and children. 


SEC. 12004. STUDY AND REPORT ON MEDICAID EMERGENCY PSY-
CHIATRIC DEMONSTRATION PROJECT. 


(a) COLLECTION OF INFORMATION.—The Secretary of Health 
and Human Services, acting through the Administrator of the Cen-
ters for Medicare & Medicaid Services, shall, to the extent practical 
and data is available, with respect to each State that has partici-
pated in the demonstration project established under section 2707 


42 USC 1315 
note. 
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of the Patient Protection and Affordable Care Act (42 U.S.C. 1396a 
note), collect from each such State information on the following: 


(1) The number of institutions for mental diseases (as 
defined in section 1905(i) of the Social Security Act (42 U.S.C. 
1396d(i))) and beds in such institutions that received payment 
for the provision of services to individuals who receive medical 
assistance under a State plan under the Medicaid program 
under title XIX of the Social Security Act (42 U.S.C. 1396 
et seq.) (or under a waiver of such plan) through the demonstra-
tion project in each such State as compared to the total number 
of institutions for mental diseases and beds in the State. 


(2) The extent to which there is a reduction in expenditures 
under the Medicaid program under title XIX of the Social 
Security Act (42 U.S.C. 1396 et seq.) or other spending on 
the full continuum of physical or mental health care for individ-
uals who receive treatment in an institution for mental diseases 
under the demonstration project, including outpatient, 
inpatient, emergency, and ambulatory care, that is attributable 
to such individuals receiving treatment in institutions for 
mental diseases under the demonstration project. 


(3) The number of forensic psychiatric hospitals, the 
number of beds in such hospitals, and the number of forensic 
psychiatric beds in other hospitals in such State, based on 
the most recent data available, to the extent practical, as deter-
mined by such Administrator. 


(4) The amount of any disproportionate share hospital pay-
ments under section 1923 of the Social Security Act (42 U.S.C. 
1396r–4) that institutions for mental diseases in the State 
received during the period beginning on July 1, 2012, and 
ending on June 30, 2015, and the extent to which the dem-
onstration project reduced the amount of such payments. 


(5) The most recent data regarding all facilities or sites 
in the State in which any adults with a serious mental illness 
who are receiving medical assistance under a State plan under 
the Medicaid program under title XIX of the Social Security 
Act (42 U.S.C. 1396 et seq.) (or under a waiver of such plan) 
are treated during the period referred to in paragraph (4), 
to the extent practical, as determined by the Administrator, 
including— 


(A) the types of such facilities or sites (such as an 
institution for mental diseases, a hospital emergency 
department, or other inpatient hospital); 


(B) the average length of stay in such a facility or 
site by such an individual, disaggregated by facility type; 
and 


(C) the payment rate under the State plan (or a waivers 
of such plan) for services furnished to such an individual 
for that treatment, disaggregated by facility type, during 
the period in which the demonstration project is in oper-
ation. 
(6) The extent to which the utilization of hospital emer-


gency departments during the period in which the demonstra-
tion project was is in operation differed, with respect to individ-
uals who are receiving medical assistance under a State plan 
under the Medicaid program under title XIX of the Social 
Security Act (42 U.S.C. 1396 et seq.) (or under a waiver of 
such plan), between— 
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(A) those individuals who received treatment in an 
institution for mental diseases under the demonstration 
project; 


(B) those individuals who met the eligibility require-
ments for the demonstration project but who did not receive 
treatment in an institution for mental diseases under the 
demonstration project; and 


(C) those adults with a serious mental illness who 
did not meet such eligibility requirements and did not 
receive treatment for such illness in an institution for 
mental diseases. 


(b) REPORT.—Not later than 2 years after the date of the 
enactment of this Act, the Secretary of Health and Human Services 
shall submit to Congress a report that summarizes and analyzes 
the information collected under subsection (a). Such report may 
be submitted as part of the report required under section 2707(f) 
of the Patient Protection and Affordable Care Act (42 U.S.C. 1396a 
note) or separately. 
SEC. 12005. PROVIDING EPSDT SERVICES TO CHILDREN IN IMDS. 


(a) IN GENERAL.—Section 1905(a)(16) of the Social Security 
Act (42 U.S.C. 1396d(a)(16)) is amended— 


(1) by striking ‘‘effective January 1, 1973’’ and inserting 
‘‘(A) effective January 1, 1973’’; and 


(2) by inserting before the semicolon at the end the fol-
lowing: ‘‘, and, (B) for individuals receiving services described 
in subparagraph (A), early and periodic screening, diagnostic, 
and treatment services (as defined in subsection (r)), whether 
or not such screening, diagnostic, and treatment services are 
furnished by the provider of the services described in such 
subparagraph’’. 
(b) EFFECTIVE DATE.—The amendments made by subsection 


(a) shall apply with respect to items and services furnished in 
calendar quarters beginning on or after January 1, 2019. 
SEC. 12006. ELECTRONIC VISIT VERIFICATION SYSTEM REQUIRED FOR 


PERSONAL CARE SERVICES AND HOME HEALTH CARE 
SERVICES UNDER MEDICAID. 


(a) IN GENERAL.—Section 1903 of the Social Security Act (42 
U.S.C. 1396b) is amended by inserting after subsection (k) the 
following new subsection: 


‘‘(l)(1) Subject to paragraphs (3) and (4), with respect to any 
amount expended for personal care services or home health care 
services requiring an in-home visit by a provider that are provided 
under a State plan under this title (or under a waiver of the 
plan) and furnished in a calendar quarter beginning on or after 
January 1, 2019 (or, in the case of home health care services, 
on or after January 1, 2023), unless a State requires the use 
of an electronic visit verification system for such services furnished 
in such quarter under the plan or such waiver, the Federal medical 
assistance percentage shall be reduced— 


‘‘(A) in the case of personal care services— 
‘‘(i) for calendar quarters in 2019 and 2020, by .25 


percentage points; 
‘‘(ii) for calendar quarters in 2021, by .5 percentage 


points; 
‘‘(iii) for calendar quarters in 2022, by .75 percentage 


points; and 


42 USC 1396d 
note. 
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‘‘(iv) for calendar quarters in 2023 and each year there-
after, by 1 percentage point; and 
‘‘(B) in the case of home health care services— 


‘‘(i) for calendar quarters in 2023 and 2024, by .25 
percentage points; 


‘‘(ii) for calendar quarters in 2025, by .5 percentage 
points; 


‘‘(iii) for calendar quarters in 2026, by .75 percentage 
points; and 


‘‘(iv) for calendar quarters in 2027 and each year there-
after, by 1 percentage point. 


‘‘(2) Subject to paragraphs (3) and (4), in implementing the 
requirement for the use of an electronic visit verification system 
under paragraph (1), a State shall— 


‘‘(A) consult with agencies and entities that provide per-
sonal care services, home health care services, or both under 
the State plan (or under a waiver of the plan) to ensure that 
such system— 


‘‘(i) is minimally burdensome; 
‘‘(ii) takes into account existing best practices and elec-


tronic visit verification systems in use in the State; and 
‘‘(iii) is conducted in accordance with the requirements 


of HIPAA privacy and security law (as defined in section 
3009 of the Public Health Service Act); 
‘‘(B) take into account a stakeholder process that includes 


input from beneficiaries, family caregivers, individuals who fur-
nish personal care services or home health care services, and 
other stakeholders, as determined by the State in accordance 
with guidance from the Secretary; and 


‘‘(C) ensure that individuals who furnish personal care 
services, home health care services, or both under the State 
plan (or under a waiver of the plan) are provided the oppor-
tunity for training on the use of such system. 
‘‘(3) Paragraphs (1) and (2) shall not apply in the case of 


a State that, as of the date of the enactment of this subsection, 
requires the use of any system for the electronic verification of 
visits conducted as part of both personal care services and home 
health care services, so long as the State continues to require 
the use of such system with respect to the electronic verification 
of such visits. 


‘‘(4)(A) In the case of a State described in subparagraph (B), 
the reduction under paragraph (1) shall not apply— 


‘‘(i) in the case of personal care services, for calendar quar-
ters in 2019; and 


‘‘(ii) in the case of home health care services, for calendar 
quarters in 2023. 
‘‘(B) For purposes of subparagraph (A), a State described in 


this subparagraph is a State that demonstrates to the Secretary 
that the State— 


‘‘(i) has made a good faith effort to comply with the require-
ments of paragraphs (1) and (2) (including by taking steps 
to adopt the technology used for an electronic visit verification 
system); and 


‘‘(ii) in implementing such a system, has encountered 
unavoidable system delays. 
‘‘(5) In this subsection: 
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‘‘(A) The term ‘electronic visit verification system’ means, 
with respect to personal care services or home health care 
services, a system under which visits conducted as part of 
such services are electronically verified with respect to— 


‘‘(i) the type of service performed; 
‘‘(ii) the individual receiving the service; 
‘‘(iii) the date of the service; 
‘‘(iv) the location of service delivery; 
‘‘(v) the individual providing the service; and 
‘‘(vi) the time the service begins and ends. 


‘‘(B) The term ‘home health care services’ means services 
described in section 1905(a)(7) provided under a State plan 
under this title (or under a waiver of the plan). 


‘‘(C) The term ‘personal care services’ means personal care 
services provided under a State plan under this title (or under 
a waiver of the plan), including services provided under section 
1905(a)(24), 1915(c), 1915(i), 1915(j), or 1915(k) or under a 
wavier under section 1115. 
‘‘(6)(A) In the case in which a State requires personal care 


service and home health care service providers to utilize an elec-
tronic visit verification system operated by the State or a contractor 
on behalf of the State, the Secretary shall pay to the State, for 
each quarter, an amount equal to 90 per centum of so much of 
the sums expended during such quarter as are attributable to 
the design, development, or installation of such system, and 75 
per centum of so much of the sums for the operation and mainte-
nance of such system. 


‘‘(B) Subparagraph (A) shall not apply in the case in which 
a State requires personal care service and home health care service 
providers to utilize an electronic visit verification system that is 
not operated by the State or a contractor on behalf of the State.’’. 


(b) COLLECTION AND DISSEMINATION OF BEST PRACTICES.—Not 
later than January 1, 2018, the Secretary of Health and Human 
Services shall, with respect to electronic visit verification systems 
(as defined in subsection (l)(5) of section 1903 of the Social Security 
Act (42 U.S.C. 1396b), as inserted by subsection (a)), collect and 
disseminate best practices to State Medicaid Directors with respect 
to— 


(1) training individuals who furnish personal care services, 
home health care services, or both under the State plan under 
title XIX of such Act (or under a waiver of the plan) on such 
systems and the operation of such systems and the prevention 
of fraud with respect to the provision of personal care services 
or home health care services (as defined in such subsection 
(l)(5)); and 


(2) the provision of notice and educational materials to 
family caregivers and beneficiaries with respect to the use 
of such electronic visit verification systems and other means 
to prevent such fraud. 
(c) RULES OF CONSTRUCTION.— 


(1) NO EMPLOYER-EMPLOYEE RELATIONSHIP ESTABLISHED.— 
Nothing in the amendment made by this section may be con-
strued as establishing an employer-employee relationship 
between the agency or entity that provides for personal care 
services or home health care services and the individuals who, 
under a contract with such an agency or entity, furnish such 


42 USC 1396b 
note. 


42 USC 1396b 
note. 
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services for purposes of part 552 of title 29, Code of Federal 
Regulations (or any successor regulations). 


(2) NO PARTICULAR OR UNIFORM ELECTRONIC VISIT 
VERIFICATION SYSTEM REQUIRED.—Nothing in the amendment 
made by this section shall be construed to require the use 
of a particular or uniform electronic visit verification system 
(as defined in subsection (l)(5) of section 1903 of the Social 
Security Act (42 U.S.C. 1396b), as inserted by subsection (a)) 
by all agencies or entities that provide personal care services 
or home health care under a State plan under title XIX of 
the Social Security Act (or under a waiver of the plan) (42 
U.S.C. 1396 et seq.). 


(3) NO LIMITS ON PROVISION OF CARE.—Nothing in the 
amendment made by this section may be construed to limit, 
with respect to personal care services or home health care 
services provided under a State plan under title XIX of the 
Social Security Act (or under a waiver of the plan) (42 U.S.C. 
1396 et seq.), provider selection, constrain beneficiaries’ selec-
tion of a caregiver, or impede the manner in which care is 
delivered. 


(4) NO PROHIBITION ON STATE QUALITY MEASURES REQUIRE-
MENTS.—Nothing in the amendment made by this section shall 
be construed as prohibiting a State, in implementing an elec-
tronic visit verification system (as defined in subsection (l)(5) 
of section 1903 of the Social Security Act (42 U.S.C. 1396b), 
as inserted by subsection (a)), from establishing requirements 
related to quality measures for such system. 


TITLE XIII—MENTAL HEALTH PARITY 


SEC. 13001. ENHANCED COMPLIANCE WITH MENTAL HEALTH AND SUB-
STANCE USE DISORDER COVERAGE REQUIREMENTS. 


(a) COMPLIANCE PROGRAM GUIDANCE DOCUMENT.—Section 
2726(a) of the Public Health Service Act (42 U.S.C. 300gg–26(a)) 
is amended by adding at the end the following: 


‘‘(6) COMPLIANCE PROGRAM GUIDANCE DOCUMENT.— 
‘‘(A) IN GENERAL.—Not later than 12 months after the 


date of enactment of the Helping Families in Mental Health 
Crisis Reform Act of 2016, the Secretary, the Secretary 
of Labor, and the Secretary of the Treasury, in consultation 
with the Inspector General of the Department of Health 
and Human Services, the Inspector General of the Depart-
ment of Labor, and the Inspector General of the Depart-
ment of the Treasury, shall issue a compliance program 
guidance document to help improve compliance with this 
section, section 712 of the Employee Retirement Income 
Security Act of 1974, and section 9812 of the Internal 
Revenue Code of 1986, as applicable. In carrying out this 
paragraph, the Secretaries may take into consideration 
the 2016 publication of the Department of Health and 
Human Services and the Department of Labor, entitled 
‘Warning Signs - Plan or Policy Non-Quantitative Treat-
ment Limitations (NQTLs) that Require Additional Anal-
ysis to Determine Mental Health Parity Compliance’. 


‘‘(B) EXAMPLES ILLUSTRATING COMPLIANCE AND NON-
COMPLIANCE.— 
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‘‘(i) IN GENERAL.—The compliance program guid-
ance document required under this paragraph shall 
provide illustrative, de-identified examples (that do not 
disclose any protected health information or individ-
ually identifiable information) of previous findings of 
compliance and noncompliance with this section, sec-
tion 712 of the Employee Retirement Income Security 
Act of 1974, or section 9812 of the Internal Revenue 
Code of 1986, as applicable, based on investigations 
of violations of such sections, including— 


‘‘(I) examples illustrating requirements for 
information disclosures and nonquantitative treat-
ment limitations; and 


‘‘(II) descriptions of the violations uncovered 
during the course of such investigations. 
‘‘(ii) NONQUANTITATIVE TREATMENT LIMITATIONS.— 


To the extent that any example described in clause 
(i) involves a finding of compliance or noncompliance 
with regard to any requirement for nonquantitative 
treatment limitations, the example shall provide suffi-
cient detail to fully explain such finding, including 
a full description of the criteria involved for approving 
medical and surgical benefits and the criteria involved 
for approving mental health and substance use dis-
order benefits. 


‘‘(iii) ACCESS TO ADDITIONAL INFORMATION 
REGARDING COMPLIANCE.—In developing and issuing 
the compliance program guidance document required 
under this paragraph, the Secretaries specified in 
subparagraph (A)— 


‘‘(I) shall enter into interagency agreements 
with the Inspector General of the Department of 
Health and Human Services, the Inspector General 
of the Department of Labor, and the Inspector 
General of the Department of the Treasury to 
share findings of compliance and noncompliance 
with this section, section 712 of the Employee 
Retirement Income Security Act of 1974, or section 
9812 of the Internal Revenue Code of 1986, as 
applicable; and 


‘‘(II) shall seek to enter into an agreement 
with a State to share information on findings of 
compliance and noncompliance with this section, 
section 712 of the Employee Retirement Income 
Security Act of 1974, or section 9812 of the Internal 
Revenue Code of 1986, as applicable. 


‘‘(C) RECOMMENDATIONS.—The compliance program 
guidance document shall include recommendations to 
advance compliance with this section, section 712 of the 
Employee Retirement Income Security Act of 1974, or sec-
tion 9812 of the Internal Revenue Code of 1986, as 
applicable, and encourage the development and use of 
internal controls to monitor adherence to applicable stat-
utes, regulations, and program requirements. Such internal 
controls may include illustrative examples of nonquantita-
tive treatment limitations on mental health and substance 
use disorder benefits, which may fail to comply with this 
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section, section 712 of the Employee Retirement Income 
Security Act of 1974, or section 9812 of the Internal Rev-
enue Code of 1986, as applicable, in relation to nonquantita-
tive treatment limitations on medical and surgical benefits. 


‘‘(D) UPDATING THE COMPLIANCE PROGRAM GUIDANCE 
DOCUMENT.—The Secretary, the Secretary of Labor, and 
the Secretary of the Treasury, in consultation with the 
Inspector General of the Department of Health and Human 
Services, the Inspector General of the Department of Labor, 
and the Inspector General of the Department of the 
Treasury, shall update the compliance program guidance 
document every 2 years to include illustrative, de-identified 
examples (that do not disclose any protected health 
information or individually identifiable information) of pre-
vious findings of compliance and noncompliance with this 
section, section 712 of the Employee Retirement Income 
Security Act of 1974, or section 9812 of the Internal Rev-
enue Code of 1986, as applicable.’’. 


(b) ADDITIONAL GUIDANCE.—Section 2726(a) of the Public 
Health Service Act (42 U.S.C. 300gg–26(a)), as amended by sub-
section (a), is further amended by adding at the end the following: 


‘‘(7) ADDITIONAL GUIDANCE.— 
‘‘(A) IN GENERAL.—Not later than 12 months after the 


date of enactment of the Helping Families in Mental Health 
Crisis Reform Act of 2016, the Secretary, the Secretary 
of Labor, and the Secretary of the Treasury shall issue 
guidance to group health plans and health insurance 
issuers offering group or individual health insurance cov-
erage to assist such plans and issuers in satisfying the 
requirements of this section, section 712 of the Employee 
Retirement Income Security Act of 1974, or section 9812 
of the Internal Revenue Code of 1986, as applicable. 


‘‘(B) DISCLOSURE.— 
‘‘(i) GUIDANCE FOR PLANS AND ISSUERS.—The guid-


ance issued under this paragraph shall include clari-
fying information and illustrative examples of methods 
that group health plans and health insurance issuers 
offering group or individual health insurance coverage 
may use for disclosing information to ensure compli-
ance with the requirements under this section, section 
712 of the Employee Retirement Income Security Act 
of 1974, or section 9812 of the Internal Revenue Code 
of 1986, as applicable, (and any regulations promul-
gated pursuant to such sections, as applicable). 


‘‘(ii) DOCUMENTS FOR PARTICIPANTS, BENEFICIARIES, 
CONTRACTING PROVIDERS, OR AUTHORIZED REPRESENTA-
TIVES.—The guidance issued under this paragraph 
shall include clarifying information and illustrative 
examples of methods that group health plans and 
health insurance issuers offering group or individual 
health insurance coverage may use to provide any 
participant, beneficiary, contracting provider, or 
authorized representative, as applicable, with docu-
ments containing information that the health plans 
or issuers are required to disclose to participants, bene-
ficiaries, contracting providers, or authorized rep-
resentatives to ensure compliance with this section, 
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section 712 of the Employee Retirement Income Secu-
rity Act of 1974, or section 9812 of the Internal Rev-
enue Code of 1986, as applicable, compliance with any 
regulation issued pursuant to such respective section, 
or compliance with any other applicable law or regula-
tion. Such guidance shall include information that is 
comparative in nature with respect to— 


‘‘(I) nonquantitative treatment limitations for 
both medical and surgical benefits and mental 
health and substance use disorder benefits; 


‘‘(II) the processes, strategies, evidentiary 
standards, and other factors used to apply the 
limitations described in subclause (I); and 


‘‘(III) the application of the limitations 
described in subclause (I) to ensure that such 
limitations are applied in parity with respect to 
both medical and surgical benefits and mental 
health and substance use disorder benefits. 


‘‘(C) NONQUANTITATIVE TREATMENT LIMITATIONS.—The 
guidance issued under this paragraph shall include clari-
fying information and illustrative examples of methods, 
processes, strategies, evidentiary standards, and other fac-
tors that group health plans and health insurance issuers 
offering group or individual health insurance coverage may 
use regarding the development and application of non-
quantitative treatment limitations to ensure compliance 
with this section, section 712 of the Employee Retirement 
Income Security Act of 1974, or section 9812 of the Internal 
Revenue Code of 1986, as applicable, (and any regulations 
promulgated pursuant to such respective section), 
including— 


‘‘(i) examples of methods of determining appro-
priate types of nonquantitative treatment limitations 
with respect to both medical and surgical benefits and 
mental health and substance use disorder benefits, 
including nonquantitative treatment limitations per-
taining to— 


‘‘(I) medical management standards based on 
medical necessity or appropriateness, or whether 
a treatment is experimental or investigative; 


‘‘(II) limitations with respect to prescription 
drug formulary design; and 


‘‘(III) use of fail-first or step therapy protocols; 
‘‘(ii) examples of methods of determining— 


‘‘(I) network admission standards (such as 
credentialing); and 


‘‘(II) factors used in provider reimbursement 
methodologies (such as service type, geographic 
market, demand for services, and provider supply, 
practice size, training, experience, and licensure) 
as such factors apply to network adequacy; 
‘‘(iii) examples of sources of information that may 


serve as evidentiary standards for the purposes of 
making determinations regarding the development and 
application of nonquantitative treatment limitations; 


‘‘(iv) examples of specific factors, and the evi-
dentiary standards used to evaluate such factors, used 
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by such plans or issuers in performing a nonquantita-
tive treatment limitation analysis; 


‘‘(v) examples of how specific evidentiary standards 
may be used to determine whether treatments are 
considered experimental or investigative; 


‘‘(vi) examples of how specific evidentiary stand-
ards may be applied to each service category or classi-
fication of benefits; 


‘‘(vii) examples of methods of reaching appropriate 
coverage determinations for new mental health or sub-
stance use disorder treatments, such as evidence-based 
early intervention programs for individuals with a 
serious mental illness and types of medical manage-
ment techniques; 


‘‘(viii) examples of methods of reaching appropriate 
coverage determinations for which there is an indirect 
relationship between the covered mental health or sub-
stance use disorder benefit and a traditional covered 
medical and surgical benefit, such as residential treat-
ment or hospitalizations involving voluntary or invol-
untary commitment; and 


‘‘(ix) additional illustrative examples of methods, 
processes, strategies, evidentiary standards, and other 
factors for which the Secretary determines that addi-
tional guidance is necessary to improve compliance 
with this section, section 712 of the Employee Retire-
ment Income Security Act of 1974, or section 9812 
of the Internal Revenue Code of 1986, as applicable. 
‘‘(D) PUBLIC COMMENT.—Prior to issuing any final guid-


ance under this paragraph, the Secretary shall provide 
a public comment period of not less than 60 days during 
which any member of the public may provide comments 
on a draft of the guidance.’’. 


(c) AVAILABILITY OF PLAN INFORMATION.— 
(1) SOLICITATION OF PUBLIC FEEDBACK.—Not later than 


6 months after the date of enactment of this Act, the Secretary 
of Health and Human Services, the Secretary of Labor, and 
the Secretary of the Treasury shall solicit feedback from the 
public on how the disclosure request process for documents 
containing information that health plans or health insurance 
issuers are required under Federal or State law to disclose 
to participants, beneficiaries, contracting providers, or author-
ized representatives to ensure compliance with existing mental 
health parity and addiction equity requirements can be 
improved while continuing to ensure consumers’ rights to access 
all information required by Federal or State law to be disclosed. 


(2) PUBLIC AVAILABILITY.—Not later than 12 months after 
the date of the enactment of this Act, the Secretary of Health 
and Human Services, the Secretary of Labor, and the Secretary 
of the Treasury shall make such feedback publicly available. 


(3) NAIC.—The Secretary of Health and Human Services, 
the Secretary of Labor, and the Secretary of the Treasury 
shall share feedback obtained pursuant to paragraph (1) 
directly with the National Association of Insurance Commis-
sioners to the extent such feedback includes recommendations 
for the development of simplified information disclosure tools 
to provide consistent information for consumers. Such feedback 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00250 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1283 PUBLIC LAW 114–255—DEC. 13, 2016 


may be taken into consideration by the National Association 
of Insurance Commissioners and other appropriate entities for 
the voluntary development and voluntary use of common tem-
plates and other sample standardized forms to improve con-
sumer access to plan information. 
(d) IMPROVING COMPLIANCE.— 


(1) IN GENERAL.—In the case that the Secretary of Health 
and Human Services, the Secretary of Labor, or the Secretary 
of the Treasury determines that a group health plan or health 
insurance issuer offering group or individual health insurance 
coverage has violated, at least 5 times, section 2726 of the 
Public Health Service Act (42 U.S.C. 300gg–26), section 712 
of the Employee Retirement Income Security Act of 1974 (29 
U.S.C. 1185a), or section 9812 of the Internal Revenue Code 
of 1986, respectively, the appropriate Secretary shall audit 
plan documents for such health plan or issuer in the plan 
year following the Secretary’s determination in order to help 
improve compliance with such section. 


(2) RULE OF CONSTRUCTION.—Nothing in this subsection 
shall be construed to limit the authority, as in effect on the 
day before the date of enactment of this Act, of the Secretary 
of Health and Human Services, the Secretary of Labor, or 
the Secretary of the Treasury to audit documents of health 
plans or health insurance issuers. 


SEC. 13002. ACTION PLAN FOR ENHANCED ENFORCEMENT OF MENTAL 
HEALTH AND SUBSTANCE USE DISORDER COVERAGE. 


(a) PUBLIC MEETING.— 
(1) IN GENERAL.—Not later than 6 months after the date 


of enactment of this Act, the Secretary of Health and Human 
Services shall convene a public meeting of stakeholders 
described in paragraph (2) to produce an action plan for 
improved Federal and State coordination related to the enforce-
ment of section 2726 of the Public Health Service Act (42 
U.S.C. 300gg–26), section 712 of the Employee Retirement 
Income Security Act of 1974 (29 U.S.C. 1185a), and section 
9812 of the Internal Revenue Code of 1986, and any comparable 
provisions of State law (in this section such sections and provi-
sions are collectively referred to as ‘‘mental health parity and 
addiction equity requirements’’). 


(2) STAKEHOLDERS.—The stakeholders described in this 
paragraph shall include each of the following: 


(A) The Federal Government, including representatives 
from— 


(i) the Department of Health and Human Services; 
(ii) the Department of the Treasury; 
(iii) the Department of Labor; and 
(iv) the Department of Justice. 


(B) State governments, including— 
(i) State health insurance commissioners; 
(ii) appropriate State agencies, including agencies 


on public health or mental health; and 
(iii) State attorneys general or other representa-


tives of State entities involved in the enforcement of 
mental health parity and addiction equity require-
ments. 


42 USC 
300gg–26 note. 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00251 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1284 PUBLIC LAW 114–255—DEC. 13, 2016 


(C) Representatives from key stakeholder groups, 
including— 


(i) the National Association of Insurance Commis-
sioners; 


(ii) health insurance issuers; 
(iii) providers of mental health and substance use 


disorder treatment; 
(iv) employers; and 
(v) patients or their advocates. 


(b) ACTION PLAN.—Not later than 6 months after the conclusion 
of the public meeting under subsection (a), the Secretary of Health 
and Human Services shall finalize the action plan described in 
such subsection and make it plainly available on the Internet 
website of the Department of Health and Human Services. 


(c) CONTENT.—The action plan under this section shall— 
(1) take into consideration the recommendations of the 


Mental Health and Substance Use Disorder Parity Task Force 
in its final report issued in October of 2016, and any subsequent 
Federal and State actions in relation to such recommendations; 


(2) reflect the input of the stakeholders participating in 
the public meeting under subsection (a); 


(3) identify specific strategic objectives regarding how the 
various Federal and State agencies charged with enforcement 
of mental health parity and addiction equity requirements will 
collaborate to improve enforcement of such requirements; 


(4) provide a timeline for implementing the action plan; 
and 


(5) provide specific examples of how such objectives may 
be met, which may include— 


(A) providing common educational information and 
documents, such as the Consumer Guide to Disclosure 
Rights, to patients about their rights under mental health 
parity and addiction equity requirements; 


(B) facilitating the centralized collection of, monitoring 
of, and response to patient complaints or inquiries relating 
to mental health parity and addiction equity requirements, 
which may be through the development and administration 
of— 


(i) a single, toll-free telephone number; and 
(ii) a new parity website— 


(I) to help consumers find the appropriate Fed-
eral or State agency to assist with their parity 
complaints, appeals, and other actions; and 


(II) that takes into consideration, but is not 
duplicative of, the parity beta site being tested, 
and released for public comment, by the Depart-
ment of Health and Human Services as of the 
date of the enactment of this Act; 


(C) Federal and State law enforcement agencies 
entering into memoranda of understanding to better coordi-
nate enforcement responsibilities and information 
sharing— 


(i) including whether such agencies should make 
the results of enforcement actions related to mental 
health parity and addiction equity requirements pub-
licly available; and 
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(ii) which may include State Policy Academies on 
Parity Implementation for State Officials and other 
forums to bring together national experts to provide 
technical assistance to teams of State officials on 
strategies to advance compliance with mental health 
parity and addiction equity requirements in both the 
commercial market, and in the Medicaid program 
under title XIX of the Social Security Act and the 
State Children’s Health Insurance Program under title 
XXI of such Act; and 
(D) recommendations to the Congress regarding the 


need for additional legal authority to improve enforcement 
of mental health parity and addiction equity requirements, 
including the need for additional legal authority to ensure 
that nonquantitative treatment limitations are applied, and 
the extent and frequency of the applications of such limita-
tions, both to medical and surgical benefits and to mental 
health and substance use disorder benefits in a comparable 
manner. 


SEC. 13003. REPORT ON INVESTIGATIONS REGARDING PARITY IN 
MENTAL HEALTH AND SUBSTANCE USE DISORDER BENE-
FITS. 


(a) IN GENERAL.—Not later than 1 year after the date of enact-
ment of this Act, and annually thereafter for the subsequent 5 
years, the Assistant Secretary of Labor of the Employee Benefits 
Security Administration, in collaboration with the Administrator 
of the Centers for Medicare & Medicaid Services and the Secretary 
of the Treasury, shall submit to the Committee on Energy and 
Commerce of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of the Senate a report 
summarizing the results of all closed Federal investigations com-
pleted during the preceding 12-month period with findings of any 
serious violation regarding compliance with mental health and sub-
stance use disorder coverage requirements under section 2726 of 
the Public Health Service Act (42 U.S.C. 300gg–26), section 712 
of the Employee Retirement Income Security Act of 1974 (29 U.S.C. 
1185a), and section 9812 of the Internal Revenue Code of 1986. 


(b) CONTENTS.—Subject to subsection (c), a report under sub-
section (a) shall, with respect to investigations described in such 
subsection, include each of the following: 


(1) The number of closed Federal investigations conducted 
during the covered reporting period. 


(2) Each benefit classification examined by any such inves-
tigation conducted during the covered reporting period. 


(3) Each subject matter, including compliance with require-
ments for quantitative and nonquantitative treatment limita-
tions, of any such investigation conducted during the covered 
reporting period. 


(4) A summary of the basis of the final decision rendered 
for each closed investigation conducted during the covered 
reporting period that resulted in a finding of a serious violation. 
(c) LIMITATION.—Any individually identifiable information shall 


be excluded from reports under subsection (a) consistent with 
protections under the health privacy and security rules promulgated 
under section 264(c) of the Health Insurance Portability and 
Accountability Act of 1996 (42 U.S.C. 1320d–2 note). 
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SEC. 13004. GAO STUDY ON PARITY IN MENTAL HEALTH AND SUB-
STANCE USE DISORDER BENEFITS. 


Not later than 3 years after the date of enactment of this 
Act, the Comptroller General of the United States, in consultation 
with the Secretary of Health and Human Services, the Secretary 
of Labor, and the Secretary of the Treasury, shall submit to the 
Committee on Energy and Commerce of the House of Representa-
tives and the Committee on Health, Education, Labor, and Pensions 
of the Senate a report detailing the extent to which group health 
plans or health insurance issuers offering group or individual health 
insurance coverage that provides both medical and surgical benefits 
and mental health or substance use disorder benefits, medicaid 
managed care organizations with a contract under section 1903(m) 
of the Social Security Act (42 U.S.C. 1396b(m)), and health plans 
provided under the State Children’s Health Insurance Program 
under title XXI of the Social Security Act (42 U.S.C. 1397aa et 
seq.) comply with section 2726 of the Public Health Service Act 
(42 U.S.C. 300gg–26), section 712 of the Employee Retirement 
Income Security Act of 1974 (29 U.S.C. 1185a), and section 9812 
of the Internal Revenue Code of 1986, including— 


(1) how nonquantitative treatment limitations, including 
medical necessity criteria, of such plans or issuers comply with 
such sections; 


(2) how the responsible Federal departments and agencies 
ensure that such plans or issuers comply with such sections, 
including an assessment of how the Secretary of Health and 
Human Services has used its authority to conduct audits of 
such plans to ensure compliance; 


(3) a review of how the various Federal and State agencies 
responsible for enforcing mental health parity requirements 
have improved enforcement of such requirements in accordance 
with the objectives and timeline described in the action plan 
under section 13002; and 


(4) recommendations for how additional enforcement, edu-
cation, and coordination activities by responsible Federal and 
State departments and agencies could better ensure compliance 
with such sections, including recommendations regarding the 
need for additional legal authority. 


SEC. 13005. INFORMATION AND AWARENESS ON EATING DISORDERS. 


(a) INFORMATION.—The Secretary of Health and Human Serv-
ices, acting through the Director of the Office on Women’s Health, 
may— 


(1) update information, related fact sheets, and resource 
lists related to eating disorders that are available on the public 
Internet website of the National Women’s Health Information 
Center sponsored by the Office on Women’s Health, to include— 


(A) updated findings and current research related to 
eating disorders, as appropriate; and 


(B) information about eating disorders, including 
information related to males and females; 
(2) incorporate, as appropriate, and in coordination with 


the Secretary of Education, information from publicly available 
resources into appropriate obesity prevention programs devel-
oped by the Office on Women’s Health; and 


(3) make publicly available (through a public Internet 
website or other method) information, related fact sheets, and 


42 USC 237a 
note. 
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resource lists, as updated under paragraph (1), and the informa-
tion incorporated into appropriate obesity prevention programs 
under paragraph (2). 
(b) AWARENESS.—The Secretary of Health and Human Services 


may advance public awareness on— 
(1) the types of eating disorders; 
(2) the seriousness of eating disorders, including preva-


lence, comorbidities, and physical and mental health con-
sequences; 


(3) methods to identify, intervene, refer for treatment, and 
prevent behaviors that may lead to the development of eating 
disorders; 


(4) discrimination and bullying based on body size; 
(5) the effects of media on self-esteem and body image; 


and 
(6) the signs and symptoms of eating disorders. 


SEC. 13006. EDUCATION AND TRAINING ON EATING DISORDERS. 


The Secretary of Health and Human Services may facilitate 
the identification of model programs and materials for educating 
and training health professionals in effective strategies to— 


(1) identify individuals with eating disorders; 
(2) provide early intervention services for individuals with 


eating disorders; 
(3) refer patients with eating disorders for appropriate 


treatment; 
(4) prevent the development of eating disorders; and 
(5) provide appropriate treatment services for individuals 


with eating disorders. 
SEC. 13007. CLARIFICATION OF EXISTING PARITY RULES. 


If a group health plan or a health insurance issuer offering 
group or individual health insurance coverage provides coverage 
for eating disorder benefits, including residential treatment, such 
group health plan or health insurance issuer shall provide such 
benefits consistent with the requirements of section 2726 of the 
Public Health Service Act (42 U.S.C. 300gg–26), section 712 of 
the Employee Retirement Income Security Act of 1974 (29 U.S.C. 
1185a), and section 9812 of the Internal Revenue Code of 1986. 


TITLE XIV—MENTAL HEALTH AND SAFE 
COMMUNITIES 


Subtitle A—Mental Health and Safe 
Communities 


SEC. 14001. LAW ENFORCEMENT GRANTS FOR CRISIS INTERVENTION 
TEAMS, MENTAL HEALTH PURPOSES. 


(a) EDWARD BYRNE MEMORIAL JUSTICE ASSISTANCE GRANT PRO-
GRAM.—Section 501(a)(1) of title I of the Omnibus Crime Control 
and Safe Streets Act of 1968 (42 U.S.C. 3751(a)(1)) is amended 
by adding at the end the following: 


‘‘(H) Mental health programs and related law enforce-
ment and corrections programs, including behavioral pro-
grams and crisis intervention teams.’’. 


42 USC 
300gg–26 note. 


42 USC 237a 
note. 
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(b) COMMUNITY ORIENTED POLICING SERVICES PROGRAM.—Sec-
tion 1701(b) of title I of the Omnibus Crime Control and Safe 
Streets Act of 1968 (42 U.S.C. 3796dd(b)) is amended— 


(1) in paragraph (17), by striking ‘‘and’’ at the end; 
(2) by redesignating paragraph (18) as paragraph (22); 
(3) by inserting after paragraph (17) the following: 
‘‘(18) to provide specialized training to law enforcement 


officers to— 
‘‘(A) recognize individuals who have a mental illness; 


and 
‘‘(B) properly interact with individuals who have a 


mental illness, including strategies for verbal de-escalation 
of crises; 
‘‘(19) to establish collaborative programs that enhance the 


ability of law enforcement agencies to address the mental 
health, behavioral, and substance abuse problems of individuals 
encountered by law enforcement officers in the line of duty; 


‘‘(20) to provide specialized training to corrections officers 
to recognize individuals who have a mental illness; 


‘‘(21) to enhance the ability of corrections officers to address 
the mental health of individuals under the care and custody 
of jails and prisons, including specialized training and strategies 
for verbal de-escalation of crises; and’’; and 


(4) in paragraph (22), as redesignated, by striking ‘‘through 
(17)’’ and inserting ‘‘through (21)’’. 
(c) MODIFICATIONS TO THE STAFFING FOR ADEQUATE FIRE AND 


EMERGENCY RESPONSE GRANTS.—Section 34(a)(1)(B) of the Federal 
Fire Prevention and Control Act of 1974 (15 U.S.C. 2229a(a)(1)(B)) 
is amended by inserting before the period at the end the following: 
‘‘and to provide specialized training to paramedics, emergency med-
ical services workers, and other first responders to recognize individ-
uals who have mental illness and how to properly intervene with 
individuals with mental illness, including strategies for verbal de- 
escalation of crises’’. 


SEC. 14002. ASSISTED OUTPATIENT TREATMENT PROGRAMS. 


(a) IN GENERAL.—Section 2201 of title I of the Omnibus Crime 
Control and Safe Streets Act of 1968 (42 U.S.C. 3796ii) is amended 
in paragraph (2)(B), by inserting before the semicolon the following: 
‘‘, or court-ordered assisted outpatient treatment when the court 
has determined such treatment to be necessary’’. 


(b) DEFINITIONS.—Section 2202 of title I of the Omnibus Crime 
Control and Safe Streets Act of 1968 (42 U.S.C. 3796ii—1) is 
amended— 


(1) in paragraph (1), by striking ‘‘and’’ at the end; 
(2) in paragraph (2), by striking the period at the end 


and inserting a semicolon; and 
(3) by adding at the end the following: 
‘‘(3) the term ‘court-ordered assisted outpatient treatment’ 


means a program through which a court may order a treatment 
plan for an eligible patient that— 


‘‘(A) requires such patient to obtain outpatient mental 
health treatment while the patient is not currently residing 
in a correctional facility or inpatient treatment facility; 
and 
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‘‘(B) is designed to improve access and adherence by 
such patient to intensive behavioral health services in order 
to— 


‘‘(i) avert relapse, repeated hospitalizations, arrest, 
incarceration, suicide, property destruction, and violent 
behavior; and 


‘‘(ii) provide such patient with the opportunity to 
live in a less restrictive alternative to incarceration 
or involuntary hospitalization; and 


‘‘(4) the term ‘eligible patient’ means an adult, mentally 
ill person who, as determined by a court— 


‘‘(A) has a history of violence, incarceration, or medi-
cally unnecessary hospitalizations; 


‘‘(B) without supervision and treatment, may be a 
danger to self or others in the community; 


‘‘(C) is substantially unlikely to voluntarily participate 
in treatment; 


‘‘(D) may be unable, for reasons other than indigence, 
to provide for any of his or her basic needs, such as food, 
clothing, shelter, health, or safety; 


‘‘(E) has a history of mental illness or a condition 
that is likely to substantially deteriorate if the person 
is not provided with timely treatment; or 


‘‘(F) due to mental illness, lacks capacity to fully under-
stand or lacks judgment to make informed decisions 
regarding his or her need for treatment, care, or super-
vision.’’. 


SEC. 14003. FEDERAL DRUG AND MENTAL HEALTH COURTS. 


(a) DEFINITIONS.—In this section— 
(1) the term ‘‘eligible offender’’ means a person who— 


(A)(i) previously or currently has been diagnosed by 
a qualified mental health professional as having a mental 
illness, mental retardation, or co-occurring mental illness 
and substance abuse disorders; or 


(ii) manifests obvious signs of mental illness, mental 
retardation, or co-occurring mental illness and substance 
abuse disorders during arrest or confinement or before 
any court; 


(B) comes into contact with the criminal justice system 
or is arrested or charged with an offense that is not— 


(i) a crime of violence, as defined under applicable 
State law or in section 3156 of title 18, United States 
Code; or 


(ii) a serious drug offense, as defined in section 
924(e)(2)(A) of title 18, United States Code; and 
(C) is determined by a judge to be eligible; and 


(2) the term ‘‘mental illness’’ means a diagnosable mental, 
behavioral, or emotional disorder— 


(A) of sufficient duration to meet diagnostic criteria 
within the most recent edition of the Diagnostic and Statis-
tical Manual of Mental Disorders published by the Amer-
ican Psychiatric Association; and 


(B) that has resulted in functional impairment that 
substantially interferes with or limits 1 or more major 
life activities. 


42 USC 3796ii 
note. 
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(b) ESTABLISHMENT OF PROGRAM.—Not later than 1 year after 
the date of enactment of this Act, the Attorney General shall 
establish a pilot program to determine the effectiveness of diverting 
eligible offenders from Federal prosecution, Federal probation, or 
a Bureau of Prisons facility, and placing such eligible offenders 
in drug or mental health courts. 


(c) PROGRAM SPECIFICATIONS.—The pilot program established 
under subsection (b) shall involve— 


(1) continuing judicial supervision, including periodic 
review, of program participants who have a substance abuse 
problem or mental illness; and 


(2) the integrated administration of services and sanctions, 
which shall include— 


(A) mandatory periodic testing, as appropriate, for the 
use of controlled substances or other addictive substances 
during any period of supervised release or probation for 
each program participant; 


(B) substance abuse treatment for each program 
participant who requires such services; 


(C) diversion, probation, or other supervised release 
with the possibility of prosecution, confinement, or incarcer-
ation based on noncompliance with program requirements 
or failure to show satisfactory progress toward completing 
program requirements; 


(D) programmatic offender management, including case 
management, and aftercare services, such as relapse 
prevention, health care, education, vocational training, job 
placement, housing placement, and child care or other 
family support services for each program participant who 
requires such services; 


(E) outpatient or inpatient mental health treatment, 
as ordered by the court, that carries with it the possibility 
of dismissal of charges or reduced sentencing upon success-
ful completion of such treatment; 


(F) centralized case management, including— 
(i) the consolidation of all cases, including viola-


tions of probations, of the program participant; and 
(ii) coordination of all mental health treatment 


plans and social services, including life skills and voca-
tional training, housing and job placement, education, 
health care, and relapse prevention for each program 
participant who requires such services; and 
(G) continuing supervision of treatment plan compli-


ance by the program participant for a term not to exceed 
the maximum allowable sentence or probation period for 
the charged or relevant offense and, to the extent prac-
ticable, continuity of psychiatric care at the end of the 
supervised period. 


(d) IMPLEMENTATION; DURATION.—The pilot program estab-
lished under subsection (b) shall be conducted— 


(1) in not less than 1 United States judicial district, des-
ignated by the Attorney General in consultation with the 
Director of the Administrative Office of the United States 
Courts, as appropriate for the pilot program; and 


(2) during fiscal year 2017 through fiscal year 2021. 
(e) CRITERIA FOR DESIGNATION.—Before making a designation 


under subsection (d)(1), the Attorney General shall— 
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(1) obtain the approval, in writing, of the United States 
Attorney for the United States judicial district being designated; 


(2) obtain the approval, in writing, of the chief judge for 
the United States judicial district being designated; and 


(3) determine that the United States judicial district being 
designated has adequate behavioral health systems for treat-
ment, including substance abuse and mental health treatment. 
(f) ASSISTANCE FROM OTHER FEDERAL ENTITIES.—The Adminis-


trative Office of the United States Courts and the United States 
Probation Offices shall provide such assistance and carry out such 
functions as the Attorney General may request in monitoring, super-
vising, providing services to, and evaluating eligible offenders placed 
in a drug or mental health court under this section. 


(g) REPORTS.—The Attorney General, in consultation with the 
Director of the Administrative Office of the United States Courts, 
shall monitor the drug and mental health courts under this section, 
and shall submit a report to Congress on the outcomes of the 
program at the end of the period described in subsection (d)(2). 
SEC. 14004. MENTAL HEALTH IN THE JUDICIAL SYSTEM. 


Part V of title I of the Omnibus Crime Control and Safe 
Streets Act of 1968 (42 U.S.C. 3796ii et seq.) is amended by inserting 
at the end the following: 
‘‘SEC. 2209. MENTAL HEALTH RESPONSES IN THE JUDICIAL SYSTEM. 


‘‘(a) PRETRIAL SCREENING AND SUPERVISION.— 
‘‘(1) IN GENERAL.—The Attorney General may award grants 


to States, units of local government, territories, Indian Tribes, 
nonprofit agencies, or any combination thereof, to develop, 
implement, or expand pretrial services programs to improve 
the identification and outcomes of individuals with mental ill-
ness. 


‘‘(2) ALLOWABLE USES.—Grants awarded under this sub-
section may be may be used for— 


‘‘(A) behavioral health needs and risk screening of 
defendants, including verification of interview information, 
mental health evaluation, and criminal history screening; 


‘‘(B) assessment of risk of pretrial misconduct through 
objective, statistically validated means, and presentation 
to the court of recommendations based on such assessment, 
including services that will reduce the risk of pre-trial 
misconduct; 


‘‘(C) followup review of defendants unable to meet the 
conditions of pretrial release; 


‘‘(D) evaluation of process and results of pre-trial 
service programs; 


‘‘(E) supervision of defendants who are on pretrial 
release, including reminders to defendants of scheduled 
court dates; 


‘‘(F) reporting on process and results of pretrial services 
programs to relevant public and private mental health 
stakeholders; and 


‘‘(G) data collection and analysis necessary to make 
available information required for assessment of risk. 


‘‘(b) BEHAVIORAL HEALTH ASSESSMENTS AND INTERVENTION.— 
‘‘(1) IN GENERAL.—The Attorney General may award grants 


to States, units of local government, territories, Indian Tribes, 
nonprofit agencies, or any combination thereof, to develop, 


42 USC 3796ii–8. 
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implement, or expand a behavioral health screening and assess-
ment program framework for State or local criminal justice 
systems. 


‘‘(2) ALLOWABLE USES.—Grants awarded under this sub-
section may be used for— 


‘‘(A) promotion of the use of validated assessment tools 
to gauge the criminogenic risk, substance abuse needs, 
and mental health needs of individuals; 


‘‘(B) initiatives to match the risk factors and needs 
of individuals to programs and practices associated with 
research-based, positive outcomes; 


‘‘(C) implementing methods for identifying and treating 
individuals who are most likely to benefit from coordinated 
supervision and treatment strategies, and identifying 
individuals who can do well with fewer interventions; and 


‘‘(D) collaborative decision-making among the heads 
of criminal justice agencies, mental health systems, judicial 
systems, substance abuse systems, and other relevant sys-
tems or agencies for determining how treatment and inten-
sive supervision services should be allocated in order to 
maximize benefits, and developing and utilizing capacity 
accordingly. 


‘‘(c) USE OF GRANT FUNDS.—A State, unit of local government, 
territory, Indian Tribe, or nonprofit agency that receives a grant 
under this section shall, in accordance with subsection (b)(2), use 
grant funds for the expenses of a treatment program, including— 


‘‘(1) salaries, personnel costs, equipment costs, and other 
costs directly related to the operation of the program, including 
costs relating to enforcement; 


‘‘(2) payments for treatment providers that are approved 
by the State or Indian Tribe and licensed, if necessary, to 
provide needed treatment to program participants, including 
aftercare supervision, vocational training, education, and job 
placement; and 


‘‘(3) payments to public and nonprofit private entities that 
are approved by the State or Indian Tribe and licensed, if 
necessary, to provide alcohol and drug addiction treatment 
to offenders participating in the program. 
‘‘(d) SUPPLEMENT OF NON-FEDERAL FUNDS.— 


‘‘(1) IN GENERAL.—Grants awarded under this section shall 
be used to supplement, and not supplant, non-Federal funds 
that would otherwise be available for programs described in 
this section. 


‘‘(2) FEDERAL SHARE.—The Federal share of a grant made 
under this section may not exceed 50 percent of the total 
costs of the program described in an application under sub-
section (e). 
‘‘(e) APPLICATIONS.—To request a grant under this section, a 


State, unit of local government, territory, Indian Tribe, or nonprofit 
agency shall submit an application to the Attorney General in 
such form and containing such information as the Attorney General 
may reasonably require. 


‘‘(f) GEOGRAPHIC DISTRIBUTION.—The Attorney General shall 
ensure that, to the extent practicable, the distribution of grants 
under this section is equitable and includes— 


‘‘(1) each State; and 
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‘‘(2) a unit of local government, territory, Indian Tribe, 
or nonprofit agency— 


‘‘(A) in each State; and 
‘‘(B) in rural, suburban, Tribal, and urban jurisdictions. 


‘‘(g) REPORTS AND EVALUATIONS.—For each fiscal year, each 
grantee under this section during that fiscal year shall submit 
to the Attorney General a report on the effectiveness of activities 
carried out using such grant. Each report shall include an evalua-
tion in such form and containing such information as the Attorney 
General may reasonably require. The Attorney General shall specify 
the dates on which such reports shall be submitted. 


‘‘(h) ACCOUNTABILITY.—Grants awarded under this section shall 
be subject to the following accountability provisions: 


‘‘(1) AUDIT REQUIREMENT.— 
‘‘(A) DEFINITION.—In this paragraph, the term ‘unre-


solved audit finding’ means a finding in the final audit 
report of the Inspector General of the Department of Justice 
under subparagraph (C) that the audited grantee has used 
grant funds for an unauthorized expenditure or otherwise 
unallowable cost that is not closed or resolved within 1 
year after the date on which final audit report is issued. 


‘‘(B) AUDITS.—Beginning in the first fiscal year begin-
ning after the date of enactment of this section, and in 
each fiscal year thereafter, the Inspector General of the 
Department of Justice shall conduct audits of grantees 
under this section to prevent waste, fraud, and abuse of 
funds by grantees. The Inspector General shall determine 
the appropriate number of grantees to be audited each 
year. 


‘‘(C) FINAL AUDIT REPORT.—The Inspector General of 
the Department of Justice shall submit to the Attorney 
General a final report on each audit conducted under 
subparagraph (B). 


‘‘(D) MANDATORY EXCLUSION.—Grantees under this sec-
tion about which there is an unresolved audit finding shall 
not be eligible to receive a grant under this section during 
the 2 fiscal years beginning after the end of the 1-year 
period described in subparagraph (A). 


‘‘(E) PRIORITY.—In making grants under this section, 
the Attorney General shall give priority to applicants that 
did not have an unresolved audit finding during the 3 
fiscal years before submitting an application for a grant 
under this section. 


‘‘(F) REIMBURSEMENT.—If an entity receives a grant 
under this section during the 2-fiscal-year period during 
which the entity is prohibited from receiving grants under 
subparagraph (D), the Attorney General shall— 


‘‘(i) deposit an amount equal to the amount of 
the grant that was improperly awarded to the grantee 
into the General Fund of the Treasury; and 


‘‘(ii) seek to recoup the costs of the repayment 
under clause (i) from the grantee that was erroneously 
awarded grant funds. 


‘‘(2) NONPROFIT AGENCY REQUIREMENTS.— 
‘‘(A) DEFINITION.—For purposes of this paragraph and 


the grant program under this section, the term ‘nonprofit 
agency’ means an organization that is described in section 
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501(c)(3) of the Internal Revenue Code of 1986 (26 U.S.C. 
501(c)(3)) and is exempt from taxation under section 501(a) 
of the Internal Revenue Code of 1986 (26 U.S.C. 501(a)). 


‘‘(B) PROHIBITION.—The Attorney General may not 
award a grant under this section to a nonprofit agency 
that holds money in an offshore account for the purpose 
of avoiding paying the tax described in section 511(a) of 
the Internal Revenue Code of 1986 (26 U.S.C. 511(a)). 


‘‘(C) DISCLOSURE.—Each nonprofit agency that is 
awarded a grant under this section and uses the procedures 
prescribed in regulations to create a rebuttable presump-
tion of reasonableness for the compensation of its officers, 
directors, trustees, and key employees, shall disclose to 
the Attorney General, in the application for the grant, 
the process for determining such compensation, including 
the independent persons involved in reviewing and 
approving such compensation, the comparability data used, 
and contemporaneous substantiation of the deliberation 
and decision. Upon request, the Attorney General shall 
make the information disclosed under this subparagraph 
available for public inspection. 
‘‘(3) CONFERENCE EXPENDITURES.— 


‘‘(A) LIMITATION.—Not more than $20,000 of the 
amounts made available to the Department of Justice to 
carry out this section may be used by the Attorney General, 
or by any individual or entity awarded a grant under 
this section to host, or make any expenditures relating 
to, a conference unless the Deputy Attorney General pro-
vides prior written authorization that the funds may be 
expended to host the conference or make such expenditure. 


‘‘(B) WRITTEN APPROVAL.—Written approval under 
subparagraph (A) shall include a written estimate of all 
costs associated with the conference, including the cost 
of all food, beverages, audio-visual equipment, honoraria 
for speakers, and entertainment. 


‘‘(C) REPORT.—The Deputy Attorney General shall 
submit an annual report to the Committee on the Judiciary 
of the Senate and the Committee on the Judiciary of the 
House of Representatives on all conference expenditures 
approved under this paragraph. 
‘‘(4) ANNUAL CERTIFICATION.—Beginning in the first fiscal 


year beginning after the date of enactment of this subsection, 
the Attorney General shall submit to the Committee on the 
Judiciary and the Committee on Appropriations of the Senate 
and the Committee on the Judiciary and the Committee on 
Appropriations of the House of Representatives an annual cer-
tification— 


‘‘(A) indicating whether— 
‘‘(i) all final audit reports issued by the Office 


of the Inspector General under paragraph (1) have 
been completed and reviewed by the appropriate 
Assistant Attorney General or Director; 


‘‘(ii) all mandatory exclusions required under para-
graph (1)(D) have been issued; and 


‘‘(iii) any reimbursements required under para-
graph (1)(F) have been made; and 
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‘‘(B) that includes a list of any grantees excluded under 
paragraph (1)(D) from the previous year. 


‘‘(i) PREVENTING DUPLICATIVE GRANTS.— 
‘‘(1) IN GENERAL.—Before the Attorney General awards a 


grant to an applicant under this section, the Attorney General 
shall compare the possible grant with any other grants awarded 
to the applicant under this Act to determine whether the grants 
are for the same purpose. 


‘‘(2) REPORT.—If the Attorney General awards multiple 
grants to the same applicant for the same purpose, the Attorney 
General shall submit to the Committee on the Judiciary of 
the Senate and the Committee on the Judiciary of the House 
of Representatives a report that includes— 


‘‘(A) a list of all duplicate grants awarded, including 
the total dollar amount of any such grants awarded; and 


‘‘(B) the reason the Attorney General awarded the 
duplicate grants.’’. 


SEC. 14005. FORENSIC ASSERTIVE COMMUNITY TREATMENT INITIA-
TIVES. 


Section 2991 of the Omnibus Crime Control and Safe Streets 
Act of 1968 (42 U.S.C. 3797aa) is amended by— 


(1) redesignating subsection (j) as subsection (o); and 
(2) inserting after subsection (i) the following: 


‘‘(j) FORENSIC ASSERTIVE COMMUNITY TREATMENT (FACT) INI-
TIATIVE PROGRAM.— 


‘‘(1) IN GENERAL.—The Attorney General may make grants 
to States, units of local government, territories, Indian Tribes, 
nonprofit agencies, or any combination thereof, to develop, 
implement, or expand Assertive Community Treatment initia-
tives to develop forensic assertive community treatment 
(referred to in this subsection as ‘FACT’) programs that provide 
high intensity services in the community for individuals with 
mental illness with involvement in the criminal justice system 
to prevent future incarcerations. 


‘‘(2) ALLOWABLE USES.—Grant funds awarded under this 
subsection may be used for— 


‘‘(A) multidisciplinary team initiatives for individuals 
with mental illnesses with criminal justice involvement 
that address criminal justice involvement as part of treat-
ment protocols; 


‘‘(B) FACT programs that involve mental health profes-
sionals, criminal justice agencies, chemical dependency 
specialists, nurses, psychiatrists, vocational specialists, 
forensic peer specialists, forensic specialists, and dedicated 
administrative support staff who work together to provide 
recovery oriented, 24/7 wraparound services; 


‘‘(C) services such as integrated evidence-based prac-
tices for the treatment of co-occurring mental health and 
substance-related disorders, assertive outreach and engage-
ment, community-based service provision at participants’ 
residence or in the community, psychiatric rehabilitation, 
recovery oriented services, services to address criminogenic 
risk factors, and community tenure; 


‘‘(D) payments for treatment providers that are 
approved by the State or Indian Tribe and licensed, if 
necessary, to provide needed treatment to eligible offenders 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00263 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1296 PUBLIC LAW 114–255—DEC. 13, 2016 


participating in the program, including behavioral health 
services and aftercare supervision; and 


‘‘(E) training for all FACT teams to promote high- 
fidelity practice principles and technical assistance to sup-
port effective and continuing integration with criminal jus-
tice agency partners. 
‘‘(3) SUPPLEMENT AND NOT SUPPLANT.—Grants made under 


this subsection shall be used to supplement, and not supplant, 
non-Federal funds that would otherwise be available for pro-
grams described in this subsection. 


‘‘(4) APPLICATIONS.—To request a grant under this sub-
section, a State, unit of local government, territory, Indian 
Tribe, or nonprofit agency shall submit an application to the 
Attorney General in such form and containing such information 
as the Attorney General may reasonably require.’’. 


SEC. 14006. ASSISTANCE FOR INDIVIDUALS TRANSITIONING OUT OF 
SYSTEMS. 


Section 2976(f) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797w(f)) is amended— 


(1) in paragraph (5), by striking ‘‘and’’ at the end; 
(2) in paragraph (6), by striking the period at the end 


and inserting a semicolon; and 
(3) by adding at the end the following: 
‘‘(7) provide mental health treatment and transitional serv-


ices for those with mental illnesses or with co-occurring dis-
orders, including housing placement or assistance; and’’. 


SEC. 14007. CO-OCCURRING SUBSTANCE ABUSE AND MENTAL HEALTH 
CHALLENGES IN DRUG COURTS. 


Part EE of title I of the Omnibus Crime Control and Safe 
Streets Act of 1968 (42 U.S.C. 3797u et seq.) is amended— 


(1) in section 2951(a)(1) (42 U.S.C. 3797u(a)(1)), by 
inserting ‘‘, including co-occurring substance abuse and mental 
health problems,’’ after ‘‘problems’’; and 


(2) in section 2959(a) (42 U.S.C. 3797u–8(a)), by inserting 
‘‘, including training for drug court personnel and officials on 
identifying and addressing co-occurring substance abuse and 
mental health problems’’ after ‘‘part’’. 


SEC. 14008. MENTAL HEALTH TRAINING FOR FEDERAL UNIFORMED 
SERVICES. 


(a) IN GENERAL.—Not later than 180 days after the date of 
enactment of this Act, the Secretary of Defense, the Secretary 
of Homeland Security, the Secretary of Health and Human Services, 
and the Secretary of Commerce shall provide the following to each 
of the uniformed services (as that term is defined in section 101 
of title 10, United States Code) under their direction: 


(1) TRAINING PROGRAMS.—Programs that offer specialized 
and comprehensive training in procedures to identify and 
respond appropriately to incidents in which the unique needs 
of individuals with mental illnesses are involved. 


(2) IMPROVED TECHNOLOGY.—Computerized information 
systems or technological improvements to provide timely 
information to Federal law enforcement personnel, other 
branches of the uniformed services, and criminal justice system 
personnel to improve the Federal response to mentally ill 
individuals. 


42 USC 
3797aa–1 note. 
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(3) COOPERATIVE PROGRAMS.—The establishment and 
expansion of cooperative efforts to promote public safety 
through the use of effective intervention with respect to men-
tally ill individuals encountered by members of the uniformed 
services. 


SEC. 14009. ADVANCING MENTAL HEALTH AS PART OF OFFENDER 
REENTRY. 


(a) REENTRY DEMONSTRATION PROJECTS.—Section 2976(f) of 
title I of the Omnibus Crime Control and Safe Streets Act of 
1968 (42 U.S.C. 3797w(f)), as amended by section 14006, is 
amended— 


(1) in paragraph (3)(C), by inserting ‘‘mental health serv-
ices,’’ before ‘‘drug treatment’’; and 


(2) by adding at the end the following: 
‘‘(8) target offenders with histories of homelessness, sub-


stance abuse, or mental illness, including a prerelease assess-
ment of the housing status of the offender and behavioral 
health needs of the offender with clear coordination with mental 
health, substance abuse, and homelessness services systems 
to achieve stable and permanent housing outcomes with appro-
priate support service.’’. 
(b) MENTORING GRANTS.—Section 211(b)(2) of the Second 


Chance Act of 2007 (42 U.S.C. 17531(b)(2)) is amended by inserting 
‘‘, including mental health care’’ after ‘‘community’’. 


SEC. 14010. SCHOOL MENTAL HEALTH CRISIS INTERVENTION TEAMS. 


Section 2701(b) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797a(b)) is amended— 


(1) by redesignating paragraphs (4) and (5) as paragraphs 
(5) and (6), respectively; and 


(2) by inserting after paragraph (3) the following: 
‘‘(4) The development and operation of crisis intervention 


teams that may include coordination with law enforcement 
agencies and specialized training for school officials in 
responding to mental health crises.’’. 


SEC. 14011. ACTIVE-SHOOTER TRAINING FOR LAW ENFORCEMENT. 


The Attorney General, as part of the Preventing Violence 
Against Law Enforcement and Ensuring Officer Resilience and 
Survivability Initiative (VALOR) of the Department of Justice, may 
provide safety training and technical assistance to local law enforce-
ment agencies, including active-shooter response training. 


SEC. 14012. CO-OCCURRING SUBSTANCE ABUSE AND MENTAL HEALTH 
CHALLENGES IN RESIDENTIAL SUBSTANCE ABUSE 
TREATMENT PROGRAMS. 


Section 1901(a) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3796ff(a)) is amended— 


(1) in paragraph (1), by striking ‘‘and’’ at the end; 
(2) in paragraph (2), by striking the period at the end 


and inserting ‘‘; and’’; and 
(3) by adding at the end the following: 
‘‘(3) developing and implementing specialized residential 


substance abuse treatment programs that identify and provide 
appropriate treatment to inmates with co-occurring mental 
health and substance abuse disorders or challenges.’’. 


42 USC 3752 
note. 
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SEC. 14013. MENTAL HEALTH AND DRUG TREATMENT ALTERNATIVES 
TO INCARCERATION PROGRAMS. 


Title I of the Omnibus Crime Control and Safe Streets Act 
of 1968 (42 U.S.C. 3711 et seq.) is amended by striking part CC 
and inserting the following: 


‘‘PART CC—MENTAL HEALTH AND DRUG 
TREATMENT ALTERNATIVES TO INCARCER-
ATION PROGRAMS 


‘‘SEC. 2901. MENTAL HEALTH AND DRUG TREATMENT ALTERNATIVES 
TO INCARCERATION PROGRAMS. 


‘‘(a) DEFINITIONS.—In this section— 
‘‘(1) the term ‘eligible entity’ means a State, unit of local 


government, Indian tribe, or nonprofit organization; and 
‘‘(2) the term ‘eligible participant’ means an individual 


who— 
‘‘(A) comes into contact with the criminal justice system 


or is arrested or charged with an offense that is not— 
‘‘(i) a crime of violence, as defined under applicable 


State law or in section 3156 of title 18, United States 
Code; or 


‘‘(ii) a serious drug offense, as defined in section 
924(e)(2)(A) of title 18, United States Code; 
‘‘(B) has a history of, or a current— 


‘‘(i) substance use disorder; 
‘‘(ii) mental illness; or 
‘‘(iii) co-occurring mental illness and substance use 


disorder; and 
‘‘(C) has been approved for participation in a program 


funded under this section by the relevant law enforcement 
agency, prosecuting attorney, defense attorney, probation 
official, corrections official, judge, representative of a 
mental health agency, or representative of a substance 
abuse agency, as required by law. 


‘‘(b) PROGRAM AUTHORIZED.—The Attorney General may make 
grants to eligible entities to develop, implement, or expand a treat-
ment alternative to incarceration program for eligible participants, 
including— 


‘‘(1) pre-booking treatment alternative to incarceration pro-
grams, including— 


‘‘(A) law enforcement training on substance use dis-
orders, mental illness, and co-occurring mental illness and 
substance use disorders; 


‘‘(B) receiving centers as alternatives to incarceration 
of eligible participants; 


‘‘(C) specialized response units for calls related to sub-
stance use disorders, mental illness, or co-occurring mental 
illness and substance use disorders; and 


‘‘(D) other arrest and pre-booking treatment alter-
natives to incarceration models; or 
‘‘(2) post-booking treatment alternative to incarceration pro-


grams, including— 
‘‘(A) specialized clinical case management; 


42 USC 3797q. 
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‘‘(B) pre-trial services related to substances use dis-
orders, mental illness, and co-occurring mental illness and 
substance use disorders; 


‘‘(C) prosecutor and defender based programs; 
‘‘(D) specialized probation; 
‘‘(E) treatment and rehabilitation programs; and 
‘‘(F) problem-solving courts, including mental health 


courts, drug courts, co-occurring mental health and sub-
stance abuse courts, DWI courts, and veterans treatment 
courts. 


‘‘(c) APPLICATION.— 
‘‘(1) IN GENERAL.—An eligible entity desiring a grant under 


this section shall submit an application to the Attorney Gen-
eral— 


‘‘(A) that meets the criteria under paragraph (2); and 
‘‘(B) at such time, in such manner, and accompanied 


by such information as the Attorney General may require. 
‘‘(2) CRITERIA.—An eligible entity, in submitting an applica-


tion under paragraph (1), shall— 
‘‘(A) provide extensive evidence of collaboration with 


State and local government agencies overseeing health, 
community corrections, courts, prosecution, substance 
abuse, mental health, victims services, and employment 
services, and with local law enforcement agencies; 


‘‘(B) demonstrate consultation with the Single State 
Authority for Substance Abuse of the State (as that term 
is defined in section 201(e) of the Second Chance Act of 
2007); 


‘‘(C) demonstrate that evidence-based treatment prac-
tices will be utilized; and 


‘‘(D) demonstrate that evidence-based screening and 
assessment tools will be used to place participants in the 
treatment alternative to incarceration program. 


‘‘(d) REQUIREMENTS.—Each eligible entity awarded a grant for 
a treatment alternative to incarceration program under this section 
shall— 


‘‘(1) determine the terms and conditions of participation 
in the program by eligible participants, taking into consider-
ation the collateral consequences of an arrest, prosecution or 
criminal conviction; 


‘‘(2) ensure that each substance abuse and mental health 
treatment component is licensed and qualified by the relevant 
jurisdiction; 


‘‘(3) for programs described in subsection (b)(2), organize 
an enforcement unit comprised of appropriately trained law 
enforcement professionals under the supervision of the State, 
Tribal, or local criminal justice agency involved, the duties 
of which shall include— 


‘‘(A) the verification of addresses and other contact 
information of each eligible participant who participates 
or desires to participate in the program; and 


‘‘(B) if necessary, the location, apprehension, arrest, 
and return to custody of an eligible participant in the 
program who has absconded from the facility of a treatment 
provider or has otherwise significantly violated the terms 
and conditions of the program, consistent with Federal 
and State confidentiality requirements; 
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‘‘(4) notify the relevant criminal justice entity if any eligible 
participant in the program absconds from the facility of the 
treatment provider or otherwise violates the terms and condi-
tions of the program, consistent with Federal and State con-
fidentiality requirements; 


‘‘(5) submit periodic reports on the progress of treatment 
or other measured outcomes from participation in the program 
of each eligible participant in the program to the relevant 
State, Tribal, or local criminal justice agency, including mental 
health courts, drug courts, co-occurring mental health and sub-
stance abuse courts, DWI courts, and veterans treatment courts; 


‘‘(6) describe the evidence-based methodology and outcome 
measurements that will be used to evaluate the program, and 
specifically explain how such measurements will provide valid 
measures of the impact of the program; and 


‘‘(7) describe how the program could be broadly replicated 
if demonstrated to be effective. 
‘‘(e) USE OF FUNDS.—An eligible entity shall use a grant 


received under this section for expenses of a treatment alternative 
to incarceration program, including— 


‘‘(1) salaries, personnel costs, equipment costs, and other 
costs directly related to the operation of the program, including 
the enforcement unit; 


‘‘(2) payments for treatment providers that are approved 
by the relevant State or Tribal jurisdiction and licensed, if 
necessary, to provide needed treatment to eligible offenders 
participating in the program, including aftercare supervision, 
vocational training, education, and job placement; and 


‘‘(3) payments to public and nonprofit private entities that 
are approved by the State or Tribal jurisdiction and licensed, 
if necessary, to provide alcohol and drug addiction treatment 
to eligible offenders participating in the program. 
‘‘(f) SUPPLEMENT NOT SUPPLANT.—An eligible entity shall use 


Federal funds received under this section only to supplement the 
funds that would, in the absence of those Federal funds, be made 
available from other Federal and non-Federal sources for the activi-
ties described in this section, and not to supplant those funds. 
The Federal share of a grant made under this section may not 
exceed 50 percent of the total costs of the program described in 
an application under subsection (d). 


‘‘(g) GEOGRAPHIC DISTRIBUTION.—The Attorney General shall 
ensure that, to the extent practicable, the geographical distribution 
of grants under this section is equitable and includes a grant 
to an eligible entity in— 


‘‘(1) each State; 
‘‘(2) rural, suburban, and urban areas; and 
‘‘(3) Tribal jurisdictions. 


‘‘(h) REPORTS AND EVALUATIONS.—Each fiscal year, each 
recipient of a grant under this section during that fiscal year 
shall submit to the Attorney General a report on the outcomes 
of activities carried out using that grant in such form, containing 
such information, and on such dates as the Attorney General shall 
specify. 


‘‘(i) ACCOUNTABILITY.—All grants awarded by the Attorney Gen-
eral under this section shall be subject to the following account-
ability provisions: 


‘‘(1) AUDIT REQUIREMENT.— 
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‘‘(A) DEFINITION.—In this paragraph, the term ‘unre-
solved audit finding’ means a finding in the final audit 
report of the Inspector General of the Department of Justice 
that the audited grantee has utilized grant funds for an 
unauthorized expenditure or otherwise unallowable cost 
that is not closed or resolved within 12 months from the 
date on which the final audit report is issued. 


‘‘(B) AUDITS.—Beginning in the first fiscal year begin-
ning after the date of enactment of this subsection, and 
in each fiscal year thereafter, the Inspector General of 
the Department of Justice shall conduct audits of recipients 
of grants under this section to prevent waste, fraud, and 
abuse of funds by grantees. The Inspector General shall 
determine the appropriate number of grantees to be audited 
each year. 


‘‘(C) MANDATORY EXCLUSION.—A recipient of grant 
funds under this section that is found to have an unresolved 
audit finding shall not be eligible to receive grant funds 
under this section during the first 2 fiscal years beginning 
after the end of the 12-month period described in subpara-
graph (A). 


‘‘(D) PRIORITY.—In awarding grants under this section, 
the Attorney General shall give priority to eligible 
applicants that did not have an unresolved audit finding 
during the 3 fiscal years before submitting an application 
for a grant under this section. 


‘‘(E) REIMBURSEMENT.—If an entity is awarded grant 
funds under this section during the 2-fiscal-year period 
during which the entity is barred from receiving grants 
under subparagraph (C), the Attorney General shall— 


‘‘(i) deposit an amount equal to the amount of 
the grant funds that were improperly awarded to the 
grantee into the General Fund of the Treasury; and 


‘‘(ii) seek to recoup the costs of the repayment 
to the fund from the grant recipient that was erro-
neously awarded grant funds. 


‘‘(2) NONPROFIT ORGANIZATION REQUIREMENTS.— 
‘‘(A) DEFINITION.—For purposes of this paragraph and 


the grant programs under this part, the term ‘nonprofit 
organization’ means an organization that is described in 
section 501(c)(3) of the Internal Revenue Code of 1986 
and is exempt from taxation under section 501(a) of such 
Code. 


‘‘(B) PROHIBITION.—The Attorney General may not 
award a grant under this part to a nonprofit organization 
that holds money in offshore accounts for the purpose of 
avoiding paying the tax described in section 511(a) of the 
Internal Revenue Code of 1986. 


‘‘(C) DISCLOSURE.—Each nonprofit organization that is 
awarded a grant under this section and uses the procedures 
prescribed in regulations to create a rebuttable presump-
tion of reasonableness for the compensation of its officers, 
directors, trustees, and key employees, shall disclose to 
the Attorney General, in the application for the grant, 
the process for determining such compensation, including 
the independent persons involved in reviewing and 
approving such compensation, the comparability data used, 
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and contemporaneous substantiation of the deliberation 
and decision. Upon request, the Attorney General shall 
make the information disclosed under this subparagraph 
available for public inspection. 
‘‘(3) CONFERENCE EXPENDITURES.— 


‘‘(A) LIMITATION.—No amounts made available to the 
Department of Justice under this section may be used 
by the Attorney General, or by any individual or entity 
awarded discretionary funds through a cooperative agree-
ment under this section, to host or support any expenditure 
for conferences that uses more than $20,000 in funds made 
available by the Department of Justice, unless the head 
of the relevant agency or department, provides prior writ-
ten authorization that the funds may be expended to host 
the conference. 


‘‘(B) WRITTEN APPROVAL.—Written approval under 
subparagraph (A) shall include a written estimate of all 
costs associated with the conference, including the cost 
of all food, beverages, audio-visual equipment, honoraria 
for speakers, and entertainment. 


‘‘(C) REPORT.—The Deputy Attorney General shall 
submit an annual report to the Committee on the Judiciary 
of the Senate and the Committee on the Judiciary of the 
House of Representatives on all conference expenditures 
approved under this paragraph. 
‘‘(4) ANNUAL CERTIFICATION.—Beginning in the first fiscal 


year beginning after the date of enactment of this subsection, 
the Attorney General shall submit, to the Committee on the 
Judiciary and the Committee on Appropriations of the Senate 
and the Committee on the Judiciary and the Committee on 
Appropriations of the House of Representatives, an annual 
certification— 


‘‘(A) indicating whether— 
‘‘(i) all audits issued by the Office of the Inspector 


General under paragraph (1) have been completed and 
reviewed by the appropriate Assistant Attorney Gen-
eral or Director; 


‘‘(ii) all mandatory exclusions required under para-
graph (1)(C) have been issued; and 


‘‘(iii) all reimbursements required under paragraph 
(1)(E) have been made; and 
‘‘(B) that includes a list of any grant recipients excluded 


under paragraph (1) from the previous year. 
‘‘(5) PREVENTING DUPLICATIVE GRANTS.— 


‘‘(A) IN GENERAL.—Before the Attorney General awards 
a grant to an applicant under this section, the Attorney 
General shall compare potential grant awards with other 
grants awarded under this Act to determine if duplicate 
grant awards are awarded for the same purpose. 


‘‘(B) REPORT.—If the Attorney General awards dupli-
cate grants to the same applicant for the same purpose 
the Attorney General shall submit to the Committee on 
the Judiciary of the Senate and the Committee on the 
Judiciary of the House of Representatives a report that 
includes— 
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‘‘(i) a list of all duplicate grants awarded, including 
the total dollar amount of any duplicate grants 
awarded; and 


‘‘(ii) the reason the Attorney General awarded the 
duplicate grants.’’. 


SEC. 14014. NATIONAL CRIMINAL JUSTICE AND MENTAL HEALTH 
TRAINING AND TECHNICAL ASSISTANCE. 


Part HH of title I of the Omnibus Crime Control and Safe 
Streets Act of 1968 (42 U.S.C. 3797aa et seq.) is amended by 
adding at the end the following: 


‘‘SEC. 2992. NATIONAL CRIMINAL JUSTICE AND MENTAL HEALTH 
TRAINING AND TECHNICAL ASSISTANCE. 


‘‘(a) AUTHORITY.—The Attorney General may make grants to 
eligible organizations to provide for the establishment of a National 
Criminal Justice and Mental Health Training and Technical Assist-
ance Center. 


‘‘(b) ELIGIBLE ORGANIZATION.—For purposes of subsection (a), 
the term ‘eligible organization’ means a national nonprofit organiza-
tion that provides technical assistance and training to, and has 
special expertise and broad, national-level experience in, mental 
health, crisis intervention, criminal justice systems, law enforce-
ment, translating evidence into practice, training, and research, 
and education and support of people with mental illness and the 
families of such individuals. 


‘‘(c) USE OF FUNDS.—Any organization that receives a grant 
under subsection (a) shall collaborate with other grant recipients 
to establish and operate a National Criminal Justice and Mental 
Health Training and Technical Assistance Center to— 


‘‘(1) provide law enforcement officer training regarding 
mental health and working with individuals with mental ill-
nesses, with an emphasis on de-escalation of encounters 
between law enforcement officers and those with mental dis-
orders or in crisis, which shall include support the development 
of in-person and technical information exchanges between sys-
tems and the individuals working in those systems in support 
of the concepts identified in the training; 


‘‘(2) provide education, training, and technical assistance 
for States, Indian tribes, territories, units of local government, 
service providers, nonprofit organizations, probation or parole 
officers, prosecutors, defense attorneys, emergency response 
providers, and corrections institutions to advance practice and 
knowledge relating to mental health crisis and approaches to 
mental health and criminal justice across systems; 


‘‘(3) provide training and best practices to mental health 
providers and criminal justice agencies relating to diversion 
initiatives, jail and prison strategies, reentry of individuals 
with mental illnesses into the community, and dispatch proto-
cols and triage capabilities, including the establishment of 
learning sites; 


‘‘(4) develop suicide prevention and crisis intervention 
training and technical assistance for criminal justice agencies; 


‘‘(5) develop a receiving center system and pilot strategy 
that provides, for a jurisdiction, a single point of entry into 
the mental health and substance abuse system for assessments 
and appropriate placement of individuals experiencing a crisis; 


42 USC 
3797aa–1. 
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‘‘(6) collect data and best practices in mental health and 
criminal health and criminal justice initiatives and policies 
from grantees under this part, other recipients of grants under 
this section, Federal, State, and local agencies involved in the 
provision of mental health services, and nongovernmental 
organizations involved in the provision of mental health serv-
ices; 


‘‘(7) develop and disseminate to mental health providers 
and criminal justice agencies evaluation tools, mechanisms, 
and measures to better assess and document performance meas-
ures and outcomes relating to the provision of mental health 
services; 


‘‘(8) disseminate information to States, units of local govern-
ment, criminal justice agencies, law enforcement agencies, and 
other relevant entities about best practices, policy standards, 
and research findings relating to the provision of mental health 
services; and 


‘‘(9) provide education and support to individuals with 
mental illness involved with, or at risk of involvement with, 
the criminal justice system, including the families of such 
individuals. 
‘‘(d) ACCOUNTABILITY.—Grants awarded under this section shall 


be subject to the following accountability provisions: 
‘‘(1) AUDIT REQUIREMENT.— 


‘‘(A) DEFINITION.—In this paragraph, the term ‘unre-
solved audit finding’ means a finding in the final audit 
report of the Inspector General of the Department of Justice 
under subparagraph (C) that the audited grantee has used 
grant funds for an unauthorized expenditure or otherwise 
unallowable cost that is not closed or resolved within 1 
year after the date on which the final audit report is 
issued. 


‘‘(B) AUDITS.—Beginning in the first fiscal year begin-
ning after the date of enactment of this section, and in 
each fiscal year thereafter, the Inspector General of the 
Department of Justice shall conduct audits of grantees 
under this section to prevent waste, fraud, and abuse of 
funds by grantees. The Inspector General shall determine 
the appropriate number of grantees to be audited each 
year. 


‘‘(C) FINAL AUDIT REPORT.—The Inspector General of 
the Department of Justice shall submit to the Attorney 
General a final report on each audit conducted under 
subparagraph (B). 


‘‘(D) MANDATORY EXCLUSION.—Grantees under this sec-
tion about which there is an unresolved audit finding shall 
not be eligible to receive a grant under this section during 
the 2 fiscal years beginning after the end of the 1-year 
period described in subparagraph (A). 


‘‘(E) PRIORITY.—In making grants under this section, 
the Attorney General shall give priority to applicants that 
did not have an unresolved audit finding during the 3 
fiscal years before submitting an application for a grant 
under this section. 


‘‘(F) REIMBURSEMENT.—If an entity receives a grant 
under this section during the 2-fiscal-year period during 
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which the entity is prohibited from receiving grants under 
subparagraph (D), the Attorney General shall— 


‘‘(i) deposit an amount equal to the amount of 
the grant that was improperly awarded to the grantee 
into the General Fund of the Treasury; and 


‘‘(ii) seek to recoup the costs of the repayment 
under clause (i) from the grantee that was erroneously 
awarded grant funds. 


‘‘(2) NONPROFIT AGENCY REQUIREMENTS.— 
‘‘(A) DEFINITION.—For purposes of this paragraph and 


the grant program under this section, the term ‘nonprofit 
agency’ means an organization that is described in section 
501(c)(3) of the Internal Revenue Code of 1986 (26 U.S.C. 
501(c)(3)) and is exempt from taxation under section 501(a) 
of the Internal Revenue Code of 1986 (26 U.S.C. 501(a)). 


‘‘(B) PROHIBITION.—The Attorney General may not 
award a grant under this section to a nonprofit agency 
that holds money in an offshore account for the purpose 
of avoiding paying the tax described in section 511(a) of 
the Internal Revenue Code of 1986 (26 U.S.C. 511(a)). 


‘‘(C) DISCLOSURE.—Each nonprofit agency that is 
awarded a grant under this section and uses the procedures 
prescribed in regulations to create a rebuttable presump-
tion of reasonableness for the compensation of its officers, 
directors, trustees, and key employees, shall disclose to 
the Attorney General, in the application for the grant, 
the process for determining such compensation, including 
the independent persons involved in reviewing and 
approving such compensation, the comparability data used, 
and contemporaneous substantiation of the deliberation 
and decision. Upon request, the Attorney General shall 
make the information disclosed under this subparagraph 
available for public inspection. 
‘‘(3) CONFERENCE EXPENDITURES.— 


‘‘(A) LIMITATION.—No amounts made available to the 
Department of Justice under this section may be used 
by the Attorney General, or by any individual or entity 
awarded discretionary funds through a cooperative agree-
ment under this section, to host or support any expenditure 
for conferences that uses more than $20,000 in funds made 
available by the Department of Justice, unless the head 
of the relevant agency or department, provides prior writ-
ten authorization that the funds may be expended to host 
the conference. 


‘‘(B) WRITTEN APPROVAL.—Written approval under 
subparagraph (A) shall include a written estimate of all 
costs associated with the conference, including the cost 
of all food, beverages, audio-visual equipment, honoraria 
for speakers, and entertainment. 


‘‘(C) REPORT.—The Deputy Attorney General shall 
submit an annual report to the Committee on the Judiciary 
of the Senate and the Committee on the Judiciary of the 
House of Representatives on all conference expenditures 
approved under this paragraph. 
‘‘(4) ANNUAL CERTIFICATION.—Beginning in the first fiscal 


year beginning after the date of enactment of this subsection, 
the Attorney General shall submit to the Committee on the 
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Judiciary and the Committee on Appropriations of the Senate 
and the Committee on the Judiciary and the Committee on 
Appropriations of the House of Representatives an annual cer-
tification— 


‘‘(A) indicating whether— 
‘‘(i) all final audit reports issued by the Office 


of the Inspector General under paragraph (1) have 
been completed and reviewed by the appropriate 
Assistant Attorney General or Director; 


‘‘(ii) all mandatory exclusions required under para-
graph (1)(D) have been issued; and 


‘‘(iii) any reimbursements required under para-
graph (1)(F) have been made; and 
‘‘(B) that includes a list of any grantees excluded under 


paragraph (1)(D) from the previous year. 
‘‘(5) PREVENTING DUPLICATIVE GRANTS.— 


‘‘(A) IN GENERAL.—Before the Attorney General awards 
a grant to an applicant under this section, the Attorney 
General shall compare potential grant awards with other 
grants awarded under this Act to determine if duplicate 
grant awards are awarded for the same purpose. 


‘‘(B) REPORT.—If the Attorney General awards dupli-
cate grants to the same applicant for the same purpose 
the Attorney General shall submit to the Committee on 
the Judiciary of the Senate and the Committee on the 
Judiciary of the House of Representatives a report that 
includes— 


‘‘(i) a list of all duplicate grants awarded, including 
the total dollar amount of any duplicate grants 
awarded; and 


‘‘(ii) the reason the Attorney General awarded the 
duplicate grants.’’. 


SEC. 14015. IMPROVING DEPARTMENT OF JUSTICE DATA COLLECTION 
ON MENTAL ILLNESS INVOLVED IN CRIME. 


(a) IN GENERAL.—Notwithstanding any other provision of law, 
on or after the date that is 90 days after the date on which 
the Attorney General promulgates regulations under subsection 
(b), any data prepared by, or submitted to, the Attorney General 
or the Director of the Federal Bureau of Investigation with respect 
to the incidences of homicides, law enforcement officers killed, seri-
ously injured, and assaulted, or individuals killed or seriously 
injured by law enforcement officers shall include data with respect 
to the involvement of mental illness in such incidences, if any. 


(b) REGULATIONS.—Not later than 90 days after the date of 
the enactment of this Act, the Attorney General shall promulgate 
or revise regulations as necessary to carry out subsection (a). 


SEC. 14016. REPORTS ON THE NUMBER OF MENTALLY ILL OFFENDERS 
IN PRISON. 


(a) REPORT ON THE COST OF TREATING THE MENTALLY ILL 
IN THE CRIMINAL JUSTICE SYSTEM.—Not later than 12 months after 
the date of enactment of this Act, the Comptroller General of 
the United States shall submit to Congress a report detailing the 
cost of imprisonment for individuals who have serious mental illness 
by the Federal Government or a State or unit of local government, 
which shall include— 


28 USC 534 note. 
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(1) the number and type of crimes committed by individuals 
with serious mental illness each year; and 


(2) detail strategies or ideas for preventing crimes by those 
individuals with serious mental illness from occurring. 
(b) DEFINITION.—For purposes of this section, the Attorney 


General, in consultation with the Assistant Secretary of Mental 
Health and Substance Use Disorders, shall define ‘‘serious mental 
illness’’ based on the ‘‘Health Care Reform for Americans with 
Severe Mental Illnesses: Report’’ of the National Advisory Mental 
Health Council, American Journal of Psychiatry 1993; 150:1447– 
1465. 
SEC. 14017. CODIFICATION OF DUE PROCESS FOR DETERMINATIONS 


BY SECRETARY OF VETERANS AFFAIRS OF MENTAL 
CAPACITY OF BENEFICIARIES. 


(a) IN GENERAL.—Chapter 55 of title 38, United States Code, 
is amended by inserting after section 5501 the following new section: 


‘‘§ 5501A. Beneficiaries’ rights in mental competence deter-
minations 


‘‘The Secretary may not make an adverse determination con-
cerning the mental capacity of a beneficiary to manage monetary 
benefits paid to or for the beneficiary by the Secretary under this 
title unless such beneficiary has been provided all of the following, 
subject to the procedures and timelines prescribed by the Secretary 
for determinations of incompetency: 


‘‘(1) Notice of the proposed adverse determination and the 
supporting evidence. 


‘‘(2) An opportunity to request a hearing. 
‘‘(3) An opportunity to present evidence, including an 


opinion from a medical professional or other person, on the 
capacity of the beneficiary to manage monetary benefits paid 
to or for the beneficiary by the Secretary under this title. 


‘‘(4) An opportunity to be represented at no expense to 
the Government (including by counsel) at any such hearing 
and to bring a medical professional or other person to provide 
relevant testimony at any such hearing.’’. 
(b) CLERICAL AMENDMENT.—The table of sections at the begin-


ning of such chapter 55 is amended by inserting after the item 
relating to section 5501 the following new item: 


‘‘5501A. Beneficiaries’ rights in mental competence determinations’’. 


(c) EFFECTIVE DATE.—Section 5501A of title 38, United States 
Code, as added by subsection (a), shall apply to determinations 
made by the Secretary of Veterans Affairs on or after the date 
of the enactment of this Act. 
SEC. 14018. REAUTHORIZATION OF APPROPRIATIONS. 


Subsection (o) of section 2991 of the Omnibus Crime Control 
and Safe Streets Act of 1968 (42 U.S.C. 3797aa), as redesignated 
by section 14006, is amended— 


(1) in paragraph (1)(C), by striking ‘‘2009 through 2014’’ 
and inserting ‘‘2017 through 2021’’; and 


(2) by adding at the end the following: 
‘‘(3) LIMITATION.—Not more than 20 percent of the funds 


authorized to be appropriated under this section may be used for 
purposes described in subsection (i) (relating to veterans).’’. 


38 USC 5501A 
note. 


38 USC 
5501 prec. 


38 USC 5501A. 
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Subtitle B—Comprehensive Justice and 
Mental Health 


SEC. 14021. SEQUENTIAL INTERCEPT MODEL. 


Section 2991 of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa), as amended by section 
14005, is amended by inserting after subsection (j), the following: 


‘‘(k) SEQUENTIAL INTERCEPT GRANTS.— 
‘‘(1) DEFINITION.—In this subsection, the term ‘eligible 


entity’ means a State, unit of local government, Indian tribe, 
or tribal organization. 


‘‘(2) AUTHORIZATION.—The Attorney General may make 
grants under this subsection to an eligible entity for sequential 
intercept mapping and implementation in accordance with para-
graph (3). 


‘‘(3) SEQUENTIAL INTERCEPT MAPPING; IMPLEMENTATION.— 
An eligible entity that receives a grant under this subsection 
may use funds for— 


‘‘(A) sequential intercept mapping, which— 
‘‘(i) shall consist of— 


‘‘(I) convening mental health and criminal jus-
tice stakeholders to— 


‘‘(aa) develop a shared understanding of 
the flow of justice-involved individuals with 
mental illnesses through the criminal justice 
system; and 


‘‘(bb) identify opportunities for improved 
collaborative responses to the risks and needs 
of individuals described in item (aa); and 
‘‘(II) developing strategies to address gaps in 


services and bring innovative and effective pro-
grams to scale along multiple intercepts, 
including— 


‘‘(aa) emergency and crisis services; 
‘‘(bb) specialized police-based responses; 
‘‘(cc) court hearings and disposition alter-


natives; 
‘‘(dd) reentry from jails and prisons; and 
‘‘(ee) community supervision, treatment 


and support services; and 
‘‘(ii) may serve as a starting point for the develop-


ment of strategic plans to achieve positive public health 
and safety outcomes; and 
‘‘(B) implementation, which shall— 


‘‘(i) be derived from the strategic plans described 
in subparagraph (A)(ii); and 


‘‘(ii) consist of— 
‘‘(I) hiring and training personnel; 
‘‘(II) identifying the eligible entity’s target 


population; 
‘‘(III) providing services and supports to reduce 


unnecessary penetration into the criminal justice 
system; 


‘‘(IV) reducing recidivism; 
‘‘(V) evaluating the impact of the eligible 


entity’s approach; and 
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‘‘(VI) planning for the sustainability of effec-
tive interventions.’’. 


SEC. 14022. PRISON AND JAILS. 


Section 2991 of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa) is amended by inserting 
after subsection (k), as added by section 14021, the following: 


‘‘(l) CORRECTIONAL FACILITIES.— 
‘‘(1) DEFINITIONS.— 


‘‘(A) CORRECTIONAL FACILITY.—The term ‘correctional 
facility’ means a jail, prison, or other detention facility 
used to house people who have been arrested, detained, 
held, or convicted by a criminal justice agency or a court. 


‘‘(B) ELIGIBLE INMATE.—The term ‘eligible inmate’ 
means an individual who— 


‘‘(i) is being held, detained, or incarcerated in a 
correctional facility; and 


‘‘(ii) manifests obvious signs of a mental illness 
or has been diagnosed by a qualified mental health 
professional as having a mental illness. 


‘‘(2) CORRECTIONAL FACILITY GRANTS.—The Attorney Gen-
eral may award grants to applicants to enhance the capabilities 
of a correctional facility— 


‘‘(A) to identify and screen for eligible inmates; 
‘‘(B) to plan and provide— 


‘‘(i) initial and periodic assessments of the clinical, 
medical, and social needs of inmates; and 


‘‘(ii) appropriate treatment and services that 
address the mental health and substance abuse needs 
of inmates; 
‘‘(C) to develop, implement, and enhance— 


‘‘(i) post-release transition plans for eligible 
inmates that, in a comprehensive manner, coordinate 
health, housing, medical, employment, and other 
appropriate services and public benefits; 


‘‘(ii) the availability of mental health care services 
and substance abuse treatment services; and 


‘‘(iii) alternatives to solitary confinement and seg-
regated housing and mental health screening and 
treatment for inmates placed in solitary confinement 
or segregated housing; and 
‘‘(D) to train each employee of the correctional facility 


to identify and appropriately respond to incidents involving 
inmates with mental health or co-occurring mental health 
and substance abuse disorders.’’. 


SEC. 14023. ALLOWABLE USES. 


Section 2991(b)(5)(I) of title I of the Omnibus Crime Control 
and Safe Streets Act of 1968 (42 U.S.C. 3797aa(b)(5)(I)) is amended 
by adding at the end the following: 


‘‘(v) TEAMS ADDRESSING FREQUENT USERS OF CRISIS 
SERVICES.—Multidisciplinary teams that— 


‘‘(I) coordinate, implement, and administer 
community-based crisis responses and long-term 
plans for frequent users of crisis services; 


‘‘(II) provide training on how to respond appro-
priately to the unique issues involving frequent 
users of crisis services for public service personnel, 
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including criminal justice, mental health, sub-
stance abuse, emergency room, healthcare, law 
enforcement, corrections, and housing personnel; 


‘‘(III) develop or support alternatives to hos-
pital and jail admissions for frequent users of crisis 
services that provide treatment, stabilization, and 
other appropriate supports in the least restrictive, 
yet appropriate, environment; and 


‘‘(IV) develop protocols and systems among law 
enforcement, mental health, substance abuse, 
housing, corrections, and emergency medical 
service operations to provide coordinated assist-
ance to frequent users of crisis services.’’. 


SEC. 14024. LAW ENFORCEMENT TRAINING. 


Section 2991(h) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa(h)) is amended— 


(1) in paragraph (1), by adding at the end the following: 
‘‘(F) ACADEMY TRAINING.—To provide support for 


academy curricula, law enforcement officer orientation pro-
grams, continuing education training, and other programs 
that teach law enforcement personnel how to identify and 
respond to incidents involving persons with mental health 
disorders or co-occurring mental health and substance 
abuse disorders.’’; and 
(2) by adding at the end the following: 
‘‘(4) PRIORITY CONSIDERATION.—The Attorney General, in 


awarding grants under this subsection, shall give priority to 
programs that law enforcement personnel and members of the 
mental health and substance abuse professions develop and 
administer cooperatively.’’. 


SEC. 14025. FEDERAL LAW ENFORCEMENT TRAINING. 


Not later than 1 year after the date of enactment of this 
Act, the Attorney General shall provide direction and guidance 
for the following: 


(1) TRAINING PROGRAMS.—Programs that offer specialized 
and comprehensive training, in procedures to identify and 
appropriately respond to incidents in which the unique needs 
of individuals who have a mental illness are involved, to first 
responders and tactical units of— 


(A) Federal law enforcement agencies; and 
(B) other Federal criminal justice agencies such as 


the Bureau of Prisons, the Administrative Office of the 
United States Courts, and other agencies that the Attorney 
General determines appropriate. 
(2) IMPROVED TECHNOLOGY.—The establishment of, or 


improvement of existing, computerized information systems to 
provide timely information to employees of Federal law enforce-
ment agencies, and Federal criminal justice agencies to improve 
the response of such employees to situations involving individ-
uals who have a mental illness. 


SEC. 14026. GAO REPORT. 


No later than 1 year after the date of enactment of this Act, 
the Comptroller General of the United States, in coordination with 
the Attorney General, shall submit to Congress a report on— 


42 USC 
3797aa–1 note. 
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(1) the practices that Federal first responders, tactical 
units, and corrections officers are trained to use in responding 
to individuals with mental illness; 


(2) procedures to identify and appropriately respond to 
incidents in which the unique needs of individuals who have 
a mental illness are involved, to Federal first responders and 
tactical units; 


(3) the application of evidence-based practices in criminal 
justice settings to better address individuals with mental ill-
nesses; and 


(4) recommendations on how the Department of Justice 
can expand and improve information sharing and dissemination 
of best practices. 


SEC. 14027. EVIDENCE BASED PRACTICES. 


Section 2991(c) of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa(c)) is amended— 


(1) in paragraph (3), by striking ‘‘or’’ at the end; 
(2) by redesignating paragraph (4) as paragraph (6); and 
(3) by inserting after paragraph (3), the following: 
‘‘(4) propose interventions that have been shown by empir-


ical evidence to reduce recidivism; 
‘‘(5) when appropriate, use validated assessment tools to 


target preliminarily qualified offenders with a moderate or 
high risk of recidivism and a need for treatment and services; 
or’’. 


SEC. 14028. TRANSPARENCY, PROGRAM ACCOUNTABILITY, AND 
ENHANCEMENT OF LOCAL AUTHORITY. 


(a) IN GENERAL.—Section 2991(a) of title I of the Omnibus 
Crime Control and Safe Streets Act of 1968 (42 U.S.C. 3797aa(a)) 
is amended— 


(1) in paragraph (7)— 
(A) in the heading, by striking ‘‘MENTAL ILLNESS’’ and 


inserting ‘‘MENTAL ILLNESS; MENTAL HEALTH DISORDER’’; 
and 


(B) by striking ‘‘term ‘mental illness’ means’’ and 
inserting ‘‘terms ‘mental illness’ and ‘mental health dis-
order’ mean’’; and 
(2) by striking paragraph (9) and inserting the following: 
‘‘(9) PRELIMINARILY QUALIFIED OFFENDER.— 


‘‘(A) IN GENERAL.—The term ‘preliminarily qualified 
offender’ means an adult or juvenile accused of an offense 
who— 


‘‘(i)(I) previously or currently has been diagnosed 
by a qualified mental health professional as having 
a mental illness or co-occurring mental illness and 
substance abuse disorders; 


‘‘(II) manifests obvious signs of mental illness or 
co-occurring mental illness and substance abuse dis-
orders during arrest or confinement or before any court; 
or 


‘‘(III) in the case of a veterans treatment court 
provided under subsection (i), has been diagnosed with, 
or manifests obvious signs of, mental illness or a sub-
stance abuse disorder or co-occurring mental illness 
and substance abuse disorder; 
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‘‘(ii) has been unanimously approved for participa-
tion in a program funded under this section by, when 
appropriate— 


‘‘(I) the relevant— 
‘‘(aa) prosecuting attorney; 
‘‘(bb) defense attorney; 
‘‘(cc) probation or corrections official; and 
‘‘(dd) judge; and 


‘‘(II) a representative from the relevant mental 
health agency described in subsection (b)(5)(B)(i); 
‘‘(iii) has been determined, by each person 


described in clause (ii) who is involved in approving 
the adult or juvenile for participation in a program 
funded under this section, to not pose a risk of violence 
to any person in the program, or the public, if selected 
to participate in the program; and 


‘‘(iv) has not been charged with or convicted of— 
‘‘(I) any sex offense (as defined in section 111 


of the Sex Offender Registration and Notification 
Act (42 U.S.C. 16911)) or any offense relating to 
the sexual exploitation of children; or 


‘‘(II) murder or assault with intent to commit 
murder. 


‘‘(B) DETERMINATION.—In determining whether to des-
ignate a defendant as a preliminarily qualified offender, 
the relevant prosecuting attorney, defense attorney, proba-
tion or corrections official, judge, and mental health or 
substance abuse agency representative shall take into 
account— 


‘‘(i) whether the participation of the defendant in 
the program would pose a substantial risk of violence 
to the community; 


‘‘(ii) the criminal history of the defendant and the 
nature and severity of the offense for which the defend-
ant is charged; 


‘‘(iii) the views of any relevant victims to the 
offense; 


‘‘(iv) the extent to which the defendant would ben-
efit from participation in the program; 


‘‘(v) the extent to which the community would 
realize cost savings because of the defendant’s partici-
pation in the program; and 


‘‘(vi) whether the defendant satisfies the eligibility 
criteria for program participation unanimously estab-
lished by the relevant prosecuting attorney, defense 
attorney, probation or corrections official, judge and 
mental health or substance abuse agency representa-
tive.’’. 


(b) TECHNICAL AND CONFORMING AMENDMENT.—Section 2927(2) 
of title I of the Omnibus Crime Control and Safe Streets Act 
of 1968 (42 U.S.C. 3797s–6(2)) is amended by striking ‘‘has the 
meaning given that term in section 2991(a).’’ and inserting ‘‘means 
an offense that— 


‘‘(A) does not have as an element the use, attempted 
use, or threatened use of physical force against the person 
or property of another; or 
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‘‘(B) is not a felony that by its nature involves a 
substantial risk that physical force against the person or 
property of another may be used in the course of commit-
ting the offense.’’. 


SEC. 14029. GRANT ACCOUNTABILITY. 


Section 2991 of title I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3797aa) is amended by inserting 
after subsection (l), as added by section 14022, the following: 


‘‘(m) ACCOUNTABILITY.—All grants awarded by the Attorney 
General under this section shall be subject to the following account-
ability provisions: 


‘‘(1) AUDIT REQUIREMENT.— 
‘‘(A) DEFINITION.—In this paragraph, the term ‘unre-


solved audit finding’ means a finding in the final audit 
report of the Inspector General of the Department of Justice 
that the audited grantee has utilized grant funds for an 
unauthorized expenditure or otherwise unallowable cost 
that is not closed or resolved within 12 months from the 
date when the final audit report is issued. 


‘‘(B) AUDITS.—Beginning in the first fiscal year begin-
ning after the date of enactment of this subsection, and 
in each fiscal year thereafter, the Inspector General of 
the Department of Justice shall conduct audits of recipients 
of grants under this section to prevent waste, fraud, and 
abuse of funds by grantees. The Inspector General shall 
determine the appropriate number of grantees to be audited 
each year. 


‘‘(C) MANDATORY EXCLUSION.—A recipient of grant 
funds under this section that is found to have an unresolved 
audit finding shall not be eligible to receive grant funds 
under this section during the first 2 fiscal years beginning 
after the end of the 12-month period described in subpara-
graph (A). 


‘‘(D) PRIORITY.—In awarding grants under this section, 
the Attorney General shall give priority to eligible 
applicants that did not have an unresolved audit finding 
during the 3 fiscal years before submitting an application 
for a grant under this section. 


‘‘(E) REIMBURSEMENT.—If an entity is awarded grant 
funds under this section during the 2-fiscal-year period 
during which the entity is barred from receiving grants 
under subparagraph (C), the Attorney General shall— 


‘‘(i) deposit an amount equal to the amount of 
the grant funds that were improperly awarded to the 
grantee into the General Fund of the Treasury; and 


‘‘(ii) seek to recoup the costs of the repayment 
to the fund from the grant recipient that was erro-
neously awarded grant funds. 


‘‘(2) NONPROFIT ORGANIZATION REQUIREMENTS.— 
‘‘(A) DEFINITION.—For purposes of this paragraph and 


the grant programs under this part, the term ‘nonprofit 
organization’ means an organization that is described in 
section 501(c)(3) of the Internal Revenue Code of 1986 
and is exempt from taxation under section 501(a) of such 
Code. 
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‘‘(B) PROHIBITION.—The Attorney General may not 
award a grant under this part to a nonprofit organization 
that holds money in offshore accounts for the purpose of 
avoiding paying the tax described in section 511(a) of the 
Internal Revenue Code of 1986. 


‘‘(C) DISCLOSURE.—Each nonprofit organization that is 
awarded a grant under this section and uses the procedures 
prescribed in regulations to create a rebuttable presump-
tion of reasonableness for the compensation of its officers, 
directors, trustees, and key employees, shall disclose to 
the Attorney General, in the application for the grant, 
the process for determining such compensation, including 
the independent persons involved in reviewing and 
approving such compensation, the comparability data used, 
and contemporaneous substantiation of the deliberation 
and decision. Upon request, the Attorney General shall 
make the information disclosed under this subparagraph 
available for public inspection. 
‘‘(3) CONFERENCE EXPENDITURES.— 


‘‘(A) LIMITATION.—No amounts made available to the 
Department of Justice under this section may be used 
by the Attorney General, or by any individual or entity 
awarded discretionary funds through a cooperative agree-
ment under this section, to host or support any expenditure 
for conferences that uses more than $20,000 in funds made 
available by the Department of Justice, unless the head 
of the relevant agency or department, provides prior writ-
ten authorization that the funds may be expended to host 
the conference. 


‘‘(B) WRITTEN APPROVAL.—Written approval under 
subparagraph (A) shall include a written estimate of all 
costs associated with the conference, including the cost 
of all food, beverages, audio-visual equipment, honoraria 
for speakers, and entertainment. 


‘‘(C) REPORT.—The Deputy Attorney General shall 
submit an annual report to the Committee on the Judiciary 
of the Senate and the Committee on the Judiciary of the 
House of Representatives on all conference expenditures 
approved under this paragraph. 
‘‘(4) ANNUAL CERTIFICATION.—Beginning in the first fiscal 


year beginning after the date of enactment of this subsection, 
the Attorney General shall submit, to the Committee on the 
Judiciary and the Committee on Appropriations of the Senate 
and the Committee on the Judiciary and the Committee on 
Appropriations of the House of Representatives, an annual 
certification— 


‘‘(A) indicating whether— 
‘‘(i) all audits issued by the Office of the Inspector 


General under paragraph (1) have been completed and 
reviewed by the appropriate Assistant Attorney Gen-
eral or Director; 


‘‘(ii) all mandatory exclusions required under para-
graph (1)(C) have been issued; and 


‘‘(iii) all reimbursements required under paragraph 
(1)(E) have been made; and 
‘‘(B) that includes a list of any grant recipients excluded 


under paragraph (1) from the previous year. 
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‘‘(n) PREVENTING DUPLICATIVE GRANTS.— 
‘‘(1) IN GENERAL.—Before the Attorney General awards a 


grant to an applicant under this section, the Attorney General 
shall compare potential grant awards with other grants 
awarded under this Act to determine if duplicate grant awards 
are awarded for the same purpose. 


‘‘(2) REPORT.—If the Attorney General awards duplicate 
grants to the same applicant for the same purpose the Attorney 
General shall submit to the Committee on the Judiciary of 
the Senate and the Committee on the Judiciary of the House 
of Representatives a report that includes— 


‘‘(A) a list of all duplicate grants awarded, including 
the total dollar amount of any duplicate grants awarded; 
and 


‘‘(B) the reason the Attorney General awarded the 
duplicate grants.’’. 


DIVISION C—INCREASING CHOICE, AC-
CESS, AND QUALITY IN HEALTH CARE 
FOR AMERICANS 


SEC. 15000. SHORT TITLE. 


This division may be cited as the ‘‘Increasing Choice, Access, 
and Quality in Health Care for Americans Act’’. 


TITLE XV—PROVISIONS RELATING TO 
MEDICARE PART A 


SEC. 15001. DEVELOPMENT OF MEDICARE HCPCS VERSION OF MS– 
DRG CODES FOR SIMILAR HOSPITAL SERVICES. 


Section 1886 of the Social Security Act (42 U.S.C. 1395ww) 
is amended by adding at the end the following new subsection: 


‘‘(t) RELATING SIMILAR INPATIENT AND OUTPATIENT HOSPITAL 
SERVICES.— 


‘‘(1) DEVELOPMENT OF HCPCS VERSION OF MS–DRG CODES.— 
Not later than January 1, 2018, the Secretary shall develop 
HCPCS versions for MS–DRGs that are similar to the ICD– 
10–PCS for such MS–DRGs such that, to the extent possible, 
the MS–DRG assignment shall be similar for a claim coded 
with the HCPCS version as an identical claim coded with 
a ICD–10–PCS code. 


‘‘(2) COVERAGE OF SURGICAL MS–DRGS.—In carrying out 
paragraph (1), the Secretary shall develop HCPCS versions 
of MS–DRG codes for not fewer than 10 surgical MS–DRGs. 


‘‘(3) PUBLICATION AND DISSEMINATION OF THE HCPCS 
VERSIONS OF MS–DRGS.— 


‘‘(A) IN GENERAL.—The Secretary shall develop a 
HCPCS MS–DRG definitions manual and software that 
is similar to the definitions manual and software for ICD– 
10–PCS codes for such MS–DRGs. The Secretary shall 
post the HCPCS MS–DRG definitions manual and software 
on the Internet website of the Centers for Medicare & 
Medicaid Services. The HCPCS MS–DRG definitions 


42 USC 1305 
note. 


Increasing 
Choice, Access, 
and Quality in 
Health Care for 
Americans Act. 
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manual and software shall be in the public domain and 
available for use and redistribution without charge. 


‘‘(B) USE OF PREVIOUS ANALYSIS DONE BY MEDPAC.— 
In developing the HCPCS MS–DRG definitions manual 
and software under subparagraph (A), the Secretary shall 
consult with the Medicare Payment Advisory Commission 
and shall consider the analysis done by such Commission 
in translating outpatient surgical claims into inpatient sur-
gical MS–DRGs in preparing chapter 7 (relating to hospital 
short-stay policy issues) of its ‘Medicare and the Health 
Care Delivery System’ report submitted to Congress in 
June 2015. 
‘‘(4) DEFINITION AND REFERENCE.—In this subsection: 


‘‘(A) HCPCS.—The term ‘HCPCS’ means, with respect 
to hospital items and services, the code under the 
Healthcare Common Procedure Coding System (HCPCS) 
(or a successor code) for such items and services. 


‘‘(B) ICD–10–PCS.—The term ‘ICD–10–PCS’ means the 
International Classification of Diseases, 10th Revision, 
Procedure Coding System, and includes any subsequent 
revision of such International Classification of Diseases, 
Procedure Coding System.’’. 


SEC. 15002. ESTABLISHING BENEFICIARY EQUITY IN THE MEDICARE 
HOSPITAL READMISSION PROGRAM. 


(a) TRANSITIONAL ADJUSTMENT FOR DUAL ELIGIBLE POPU-
LATION.—Section 1886(q)(3) of the Social Security Act (42 U.S.C. 
1395ww(q)(3)) is amended— 


(1) in subparagraph (A), by inserting ‘‘subject to subpara-
graph (D),’’ after ‘‘purposes of paragraph (1),’’; and 


(2) by adding at the end the following new subparagraph: 
‘‘(D) TRANSITIONAL ADJUSTMENT FOR DUAL ELIGIBLES.— 


‘‘(i) IN GENERAL.—In determining a hospital’s 
adjustment factor under this paragraph for purposes 
of making payments for discharges occurring during 
and after fiscal year 2019, and before the application 
of clause (i) of subparagraph (E), the Secretary shall 
assign hospitals to groups (as defined by the Secretary 
under clause (ii)) and apply the applicable provisions 
of this subsection using a methodology in a manner 
that allows for separate comparison of hospitals within 
each such group, as determined by the Secretary. 


‘‘(ii) DEFINING GROUPS.—For purposes of this 
subparagraph, the Secretary shall define groups of hos-
pitals, based on their overall proportion, of the 
inpatients who are entitled to, or enrolled for, benefits 
under part A, and who are full-benefit dual eligible 
individuals (as defined in section 1935(c)(6)). In 
defining groups, the Secretary shall consult the Medi-
care Payment Advisory Commission and may consider 
the analysis done by such Commission in preparing 
the portion of its report submitted to Congress in June 
2013 relating to readmissions. 


‘‘(iii) MINIMIZING REPORTING BURDEN ON HOS-
PITALS.—In carrying out this subparagraph, the Sec-
retary shall not impose any additional reporting 
requirements on hospitals. 
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‘‘(iv) BUDGET NEUTRAL DESIGN METHODOLOGY.— 
The Secretary shall design the methodology to imple-
ment this subparagraph so that the estimated total 
amount of reductions in payments under this sub-
section equals the estimated total amount of reductions 
in payments that would otherwise occur under this 
subsection if this subparagraph did not apply.’’. 


(b) CHANGES IN RISK ADJUSTMENT.—Section 1886(q)(3) of the 
Social Security Act (42 U.S.C. 1395ww(q)(3)), as amended by sub-
section (a), is further amended by adding at the end the following 
new subparagraph: 


‘‘(E) CHANGES IN RISK ADJUSTMENT.— 
‘‘(i) CONSIDERATION OF RECOMMENDATIONS IN 


IMPACT REPORTS.—The Secretary may take into account 
the studies conducted and the recommendations made 
by the Secretary under section 2(d)(1) of the IMPACT 
Act of 2014 (Public Law 113–185; 42 U.S.C. 1395lll 
note) with respect to the application under this sub-
section of risk adjustment methodologies. Nothing in 
this clause shall be construed as precluding consider-
ation of the use of groupings of hospitals. 


‘‘(ii) CONSIDERATION OF EXCLUSION OF PATIENT 
CASES BASED ON V OR OTHER APPROPRIATE CODES.— 
In promulgating regulations to carry out this sub-
section with respect to discharges occurring after fiscal 
year 2018, the Secretary may consider the use of V 
or other ICD-related codes for removal of a readmis-
sion. The Secretary may consider modifying measures 
under this subsection to incorporate V or other ICD- 
related codes at the same time as other changes are 
being made under this subparagraph. 


‘‘(iii) REMOVAL OF CERTAIN READMISSIONS.—In 
promulgating regulations to carry out this subsection, 
with respect to discharges occurring after fiscal year 
2018, the Secretary may consider removal as a 
readmission of an admission that is classified within 
one or more of the following: transplants, end-stage 
renal disease, burns, trauma, psychosis, or substance 
abuse. The Secretary may consider modifying measures 
under this subsection to remove readmissions at the 
same time as other changes are being made under 
this subparagraph.’’. 


(c) MEDPAC STUDY ON READMISSIONS PROGRAM.—The Medicare 
Payment Advisory Commission shall conduct a study to review 
overall hospital readmissions described in section 1886(q)(5)(E) of 
the Social Security Act (42 U.S.C. 1395ww(q)(5)(E)) and whether 
such readmissions are related to any changes in outpatient and 
emergency services furnished. The Commission shall submit to 
Congress a report on such study in its report to Congress in June 
2018. 


SEC. 15003. FIVE-YEAR EXTENSION OF THE RURAL COMMUNITY HOS-
PITAL DEMONSTRATION PROGRAM. 


(a) EXTENSION.—Section 410A of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003 (Public Law 
108–173; 42 U.S.C. 1395ww note) is amended— 
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(1) in subsection (a)(5), by striking ‘‘5-year extension period’’ 
and inserting ‘‘10-year extension period’’; and 


(2) in subsection (g)— 
(A) in the subsection heading, by striking ‘‘FIVE-YEAR’’ 


and inserting ‘‘TEN-YEAR’’; 
(B) in paragraph (1), by striking ‘‘additional 5-year’’ 


and inserting ‘‘additional 10-year’’; 
(C) by striking ‘‘5-year extension period’’ and inserting 


‘‘10-year extension period’’ each place it appears; 
(D) in paragraph (4)(B)— 


(i) in the matter preceding clause (i), by inserting 
‘‘each 5-year period in’’ after ‘‘hospital during’’; and 


(ii) in clause (i), by inserting ‘‘each applicable 5- 
year period in’’ after ‘‘the first day of’’; and 
(E) by adding at the end the following new paragraphs: 


‘‘(5) OTHER HOSPITALS IN DEMONSTRATION PROGRAM.— 
During the second 5 years of the 10-year extension period, 
the Secretary shall apply the provisions of paragraph (4) to 
rural community hospitals that are not described in paragraph 
(4) but are participating in the demonstration program under 
this section as of December 30, 2014, in a similar manner 
as such provisions apply to rural community hospitals described 
in paragraph (4). 


‘‘(6) EXPANSION OF DEMONSTRATION PROGRAM TO RURAL 
AREAS IN ANY STATE.— 


‘‘(A) IN GENERAL.—The Secretary shall, notwith-
standing subsection (a)(2) or paragraph (2) of this sub-
section, not later than 120 days after the date of the 
enactment of this paragraph, issue a solicitation for applica-
tions to select up to the maximum number of additional 
rural community hospitals located in any State to partici-
pate in the demonstration program under this section for 
the second 5 years of the 10-year extension period without 
exceeding the limitation under paragraph (3) of this sub-
section. 


‘‘(B) PRIORITY.—In determining which rural community 
hospitals that submitted an application pursuant to the 
solicitation under subparagraph (A) to select for participa-
tion in the demonstration program, the Secretary— 


‘‘(i) shall give priority to rural community hospitals 
located in one of the 20 States with the lowest popu-
lation densities (as determined by the Secretary using 
the 2015 Statistical Abstract of the United States); 
and 


‘‘(ii) may consider— 
‘‘(I) closures of hospitals located in rural areas 


in the State in which the rural community hospital 
is located during the 5-year period immediately 
preceding the date of the enactment of this para-
graph; and 


‘‘(II) the population density of the State in 
which the rural community hospital is located.’’. 


(b) CHANGE IN TIMING FOR REPORT.—Subsection (e) of such 
section 410A is amended— 


(1) by striking ‘‘Not later than 6 months after the comple-
tion of the demonstration program under this section’’ and 
inserting ‘‘Not later than August 1, 2018’’; and 
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(2) by striking ‘‘such program’’ and inserting ‘‘the dem-
onstration program under this section’’. 


SEC. 15004. REGULATORY RELIEF FOR LTCHS. 


(a) TECHNICAL CHANGE TO THE MEDICARE LONG-TERM CARE 
HOSPITAL MORATORIUM EXCEPTION.— 


(1) IN GENERAL.—Section 114(d)(7) of the Medicare, Med-
icaid, and SCHIP Extension Act of 2007 (42 U.S.C. 1395ww 
note), as amended by sections 3106(b) and 10312(b) of Public 
Law 111–148, section 1206(b)(2) of the Pathway for SGR Reform 
Act of 2013 (division B of Public Law 113–67), and section 
112 of the Protecting Access to Medicare Act of 2014 (Public 
Law 113–93), is amended by striking ‘‘The moratorium under 
paragraph (1)(A)’’ and inserting ‘‘Any moratorium under para-
graph (1)’’. 


(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect as if included in the enactment of section 
112 of the Protecting Access to Medicare Act of 2014. 
(b) MODIFICATION TO MEDICARE LONG-TERM CARE HOSPITAL 


HIGH COST OUTLIER PAYMENTS.—Section 1886(m) of the Social 
Security Act (42 U.S.C. 1395ww(m)) is amended by adding at the 
end the following new paragraph: 


‘‘(7) TREATMENT OF HIGH COST OUTLIER PAYMENTS.— 
‘‘(A) ADJUSTMENT TO THE STANDARD FEDERAL PAYMENT 


RATE FOR ESTIMATED HIGH COST OUTLIER PAYMENTS.— 
Under the system described in paragraph (1), for fiscal 
years beginning on or after October 1, 2017, the Secretary 
shall reduce the standard Federal payment rate as if the 
estimated aggregate amount of high cost outlier payments 
for standard Federal payment rate discharges for each 
such fiscal year would be equal to 8 percent of estimated 
aggregate payments for standard Federal payment rate 
discharges for each such fiscal year. 


‘‘(B) LIMITATION ON HIGH COST OUTLIER PAYMENT 
AMOUNTS.—Notwithstanding subparagraph (A), the Sec-
retary shall set the fixed loss amount for high cost outlier 
payments such that the estimated aggregate amount of 
high cost outlier payments made for standard Federal pay-
ment rate discharges for fiscal years beginning on or after 
October 1, 2017, shall be equal to 99.6875 percent of 8 
percent of estimated aggregate payments for standard Fed-
eral payment rate discharges for each such fiscal year. 


‘‘(C) WAIVER OF BUDGET NEUTRALITY.—Any reduction 
in payments resulting from the application of subparagraph 
(B) shall not be taken into account in applying any budget 
neutrality provision under such system. 


‘‘(D) NO EFFECT ON SITE NEUTRAL HIGH COST OUTLIER 
PAYMENT RATE.—This paragraph shall not apply with 
respect to the computation of the applicable site neutral 
payment rate under paragraph (6).’’. 


SEC. 15005. SAVINGS FROM IPPS MACRA PAY-FOR THROUGH NOT 
APPLYING DOCUMENTATION AND CODING ADJUST-
MENTS. 


Section 7(b)(1)(B) of the TMA, Abstinence Education, and QI 
Programs Extension Act of 2007 (Public Law 110–90), as amended 
by section 631(b) of the American Taxpayer Relief Act of 2012 
(Public Law 112–240) and section 414(1)(B)(iii) of the Medicare 


42 USC 1395ww 
note. 


VerDate Sep 11 2014 13:11 Mar 29, 2017 Jkt 069139 PO 00255 Frm 00287 Fmt 6580 Sfmt 6581 E:\PUBLAW\PUBL255.114 PUBL255dk
ra


us
e 


on
 D


S
K


H
T


7X
V


N
1P


R
O


D
 w


ith
 P


U
B


LA
W


S







130 STAT. 1320 PUBLIC LAW 114–255—DEC. 13, 2016 


Access and CHIP Reauthorization Act of 2015 (Public Law 114– 
10), is amended in clause (iii) by striking ‘‘an increase of 0.5 percent-
age points for discharges occurring during each of fiscal years 
2018 through 2023’’ and inserting ‘‘an increase of 0.4588 percentage 
points for discharges occurring during fiscal year 2018 and 0.5 
percentage points for discharges occurring during each of fiscal 
years 2019 through 2023’’. 


SEC. 15006. EXTENSION OF CERTAIN LTCH MEDICARE PAYMENT 
RULES. 


(a) 25–PERCENT PATIENT THRESHOLD PAYMENT ADJUSTMENT.— 
Section 114(c)(1)(A) of the Medicare, Medicaid, and SCHIP Exten-
sion Act of 2007 (42 U.S.C. 1395ww note), as amended by section 
4302(a) of division B of the American Recovery and Reinvestment 
Act (Public Law 111–5), sections 3106(a) and 10312(a) of Public 
Law 111–148, and section 1206(b)(1)(B) of the Pathway for SGR 
Reform Act of 2013 (division B of Public Law 113–67), is amended 
by striking ‘‘for a 9-year period’’ and inserting ‘‘through June 30, 
2016, and for discharges occurring on or after October 1, 2016, 
and before October 1, 2017’’. 


(b) PAYMENT FOR HOSPITALS-WITHIN-HOSPITALS.—Section 
114(c)(2) of the Medicare, Medicaid, and SCHIP Extension Act 
of 2007 (42 U.S.C. 1395ww note), as amended by section 4302(a) 
of division B of the American Recovery and Reinvestment Act 
(Public Law 111–5), sections 3106(a) and 10312(a) of Public Law 
111–148, and section 1206(b)(1)(A) of the Pathway for SGR Reform 
Act of 2013 (division B of Public Law 113–67), is amended— 


(1) in subparagraph (A), by inserting ‘‘or any similar provi-
sion,’’ after ‘‘Regulations,’’; 


(2) in subparagraph (B)— 
(A) in clause (i), by inserting ‘‘or any similar provision,’’ 


after ‘‘Regulations,’’; and 
(B) in clause (ii), by inserting ‘‘, or any similar provi-


sion,’’ after ‘‘Regulations’’; and 
(3) in subparagraph (C), by striking ‘‘for a 9-year period’’ 


and inserting ‘‘through June 30, 2016, and for discharges occur-
ring on or after October 1, 2016, and before October 1, 2017’’. 


SEC. 15007. APPLICATION OF RULES ON THE CALCULATION OF HOS-
PITAL LENGTH OF STAY TO ALL LTCHS. 


(a) IN GENERAL.—Section 1206(a)(3) of the Pathway for SGR 
Reform Act of 2013 (division B of Public Law 113–67; 42 U.S.C. 
1395ww note) is amended— 


(1) by striking subparagraph (B); 
(2) by striking ‘‘SITE NEUTRAL BASIS.—’’ and all that follows 


through ‘‘For discharges occurring’’ and inserting ‘‘SITE NEUTRAL 
BASIS.—For discharges occurring’’; 


(3) by striking ‘‘subject to subparagraph (B),’’; and 
(4) by redesignating clauses (i) and (ii) as subparagraphs 


(A) and (B), respectively, and moving each of such subpara-
graphs (as so redesignated) 2 ems to the left. 
(b) EFFECTIVE DATE.—The amendments made by subsection 


(a) shall be effective as if included in the enactment of section 
1206(a)(3) of the Pathway for SGR Reform Act of 2013 (division 
B of Public Law 113–67; 42 U.S.C. 1395ww note). 


42 USC 1395ww 
note. 
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SEC. 15008. CHANGE IN MEDICARE CLASSIFICATION FOR CERTAIN 
HOSPITALS. 


(a) IN GENERAL.—Subsection (d)(1)(B)(iv) of section 1886 of 
the Social Security Act (42 U.S.C. 1395ww) is amended— 


(1) in subclause (I), by striking ‘‘or’’ at the end; 
(2) in subclause (II)— 


(A) by striking ‘‘, or’’ at the end and inserting a semi-
colon; 


(B) by redesignating such subclause as clause (vi) and 
by moving it to immediately follow clause (v); and 


(C) in clause (v), by striking the semicolon at the 
end and inserting ‘‘, or’’; and 
(3) by striking ‘‘(iv)(I) a hospital’’ and inserting ‘‘(iv) a 


hospital’’. 
(b) CONFORMING PAYMENT REFERENCES.—The second sentence 


of subsection (d)(1)(B) of such section is amended— 
(1) by inserting ‘‘(as in effect as of such date)’’ after ‘‘clause 


(iv)’’; and 
(2) by inserting ‘‘(or, in the case of a hospital described 


in clause (iv)(II), as so in effect, shall be classified under clause 
(vi) on and after the effective date of such clause (vi) and 
for cost reporting periods beginning on or after January 1, 
2015, shall not be subject to subsection (m) as of the date 
of such classification)’’ after ‘‘so classified’’. 
(c) APPLICATION.— 


(1) IN GENERAL.—For cost reporting periods beginning on 
or after January 1, 2015, in the case of an applicable hospital 
(as defined in paragraph (3)), the following shall apply: 


(A) Payment for inpatient operating costs shall be made 
on a reasonable cost basis in the manner provided in section 
412.526(c)(3) of title 42, Code of Federal Regulations (as 
in effect on January 1, 2015) and in any subsequent modi-
fications. 


(B) Payment for capital costs shall be made in the 
manner provided by section 412.526(c)(4) of title 42, Code 
of Federal Regulations (as in effect on such date). 


(C) Claims for payment for Medicare beneficiaries who 
are discharged on or after January 1, 2017, shall be proc-
essed as claims which are paid on a reasonable cost basis 
as described in section 412.526(c) of title 42, Code of Fed-
eral Regulations (as in effect on such date). 
(2) APPLICABLE HOSPITAL DEFINED.—In this subsection, the 


term ‘‘applicable hospital’’ means a hospital that is classified 
under clause (iv)(II) of section 1886(d)(1)(B) of the Social Secu-
rity Act (42 U.S.C. 1395ww(d)(1)(B)) on the day before the 
date of the enactment of this Act and which is classified under 
clause (vi) of such section, as redesignated and moved by sub-
section (a), on or after such date of enactment. 
(d) CONFORMING TECHNICAL AMENDMENTS.— 


(1) Section 1899B(a)(2)(A)(iv) of the Social Security Act 
(42 U.S.C. 1395lll(a)(2)(A)(iv)) is amended by striking 
‘‘1886(d)(1)(B)(iv)(II)’’ and inserting ‘‘1886(d)(1)(B)(vi)’’. 


(2) Section 1886(m)(5)(F) of such Act (42 U.S.C. 
1395ww(m)(5)(F)) is amended in each of clauses (i) and (ii) 
by striking ‘‘(d)(1)(B)(iv)(II)’’ and inserting ‘‘(d)(1)(B)(vi)’’. 


42 USC 1395ww 
note. 
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SEC. 15009. TEMPORARY EXCEPTION TO THE APPLICATION OF THE 
MEDICARE LTCH SITE NEUTRAL PROVISIONS FOR CER-
TAIN SPINAL CORD SPECIALTY HOSPITALS. 


(a) EXCEPTION.—Section 1886(m)(6) of the Social Security Act 
(42 U.S.C. 1395ww(m)(6)) is amended— 


(1) in subparagraph (A)(i), by striking ‘‘and (E)’’ and 
inserting ‘‘, (E), and (F)’’; and 


(2) by adding at the end the following new subparagraph: 
‘‘(F) TEMPORARY EXCEPTION FOR CERTAIN SPINAL CORD 


SPECIALTY HOSPITALS.—For discharges in cost reporting 
periods beginning during fiscal years 2018 and 2019, 
subparagraph (A)(i) shall not apply (and payment shall 
be made to a long-term care hospital without regard to 
this paragraph) if such discharge is from a long-term care 
hospital that meets each of the following requirements: 


‘‘(i) NOT-FOR-PROFIT.—The long-term care hospital 
was a not-for-profit long-term care hospital on June 
1, 2014, as determined by cost report data. 


‘‘(ii) PRIMARILY PROVIDING TREATMENT FOR CATA-
STROPHIC SPINAL CORD OR ACQUIRED BRAIN INJURIES 
OR OTHER PARALYZING NEUROMUSCULAR CONDITIONS.— 
Of the discharges in calendar year 2013 from the long- 
term care hospital for which payment was made under 
this section, at least 50 percent were classified under 
MS–LTCH–DRGs 28, 29, 52, 57, 551, 573, and 963. 


‘‘(iii) SIGNIFICANT OUT-OF-STATE ADMISSIONS.— 
‘‘(I) IN GENERAL.—The long-term care hospital 


discharged inpatients (including both individuals 
entitled to, or enrolled for, benefits under this 
title and individuals not so entitled or enrolled) 
during fiscal year 2014 who had been admitted 
from at least 20 of the 50 States, determined by 
the States of residency of such inpatients and 
based on such data submitted by the hospital to 
the Secretary as the Secretary may require. 


‘‘(II) IMPLEMENTATION.—Notwithstanding any 
other provision of law, the Secretary may imple-
ment subclause (I) by program instruction or other-
wise. 


‘‘(III) NON-APPLICATION OF PAPERWORK REDUC-
TION ACT.—Chapter 35 of title 44, United States 
Code, shall not apply to data collected under this 
clause.’’. 


(b) STUDY AND REPORT ON THE STATUS AND VIABILITY OF CER-
TAIN SPINAL CORD SPECIALTY LONG-TERM CARE HOSPITALS.— 


(1) STUDY.—The Comptroller General of the United States 
shall conduct a study on long-term care hospitals described 
in section 1886(m)(6)(F) of the Social Security Act, as added 
by subsection (a). Such report shall include an analysis of 
the following: 


(A) The impact on such hospitals of the classification 
and facility licensure by State agencies of such hospitals. 


(B) The Medicare payment rates for such hospitals. 
(C) Data on the number and health care needs of 


Medicare beneficiaries who have been diagnosed with cata-
strophic spinal cord or acquired brain injuries or other 
paralyzing neuromuscular conditions (as described within 
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130 STAT. 1323 PUBLIC LAW 114–255—DEC. 13, 2016 


the discharge classifications specified in clause (ii) of such 
section) who are receiving services from such hospitals. 
(2) REPORT.—Not later than October 1, 2018, the Comp-


troller General shall submit to Congress a report on the study 
conducted under paragraph (1), including recommendations for 
such legislation and administrative action as the Comptroller 
General determines appropriate. 


SEC. 15010. TEMPORARY EXTENSION TO THE APPLICATION OF THE 
MEDICARE LTCH SITE NEUTRAL PROVISIONS FOR CER-
TAIN DISCHARGES WITH SEVERE WOUNDS. 


(a) IN GENERAL.—Section 1886(m)(6) of the Social Security 
Act (42 U.S.C. 1395ww(m)(6)), as amended by section 15009, is 
further amended— 


(1) in subparagraph (A)(i) by striking ‘‘and (F)’’ and 
inserting ‘‘(F), and (G)’’; 


(2) in subparagraph (E)(i)(I)(aa), by striking ‘‘the amend-
ment made’’ and all that follows before the semicolon and 
inserting ‘‘the last sentence of subsection (d)(1)(B)’’; and 


(3) by adding at the end the following new subparagraph: 
‘‘(G) ADDITIONAL TEMPORARY EXCEPTION FOR CERTAIN 


SEVERE WOUND DISCHARGES FROM CERTAIN LONG-TERM CARE 
HOSPITALS.— 


‘‘(i) IN GENERAL.—For a discharge occurring in a 
cost reporting period beginning during fiscal year 2018, 
subparagraph (A)(i) shall not apply (and payment shall 
be made to a long-term care hospital without regard 
to this paragraph) if such discharge— 


‘‘(I) is from a long-term care hospital identified 
by the last sentence of subsection (d)(1)(B); 


‘‘(II) is classified under MS–LTCH–DRG 602, 
603, 539, or 540; and 


‘‘(III) is with respect to an individual treated 
by a long-term care hospital for a severe wound. 
‘‘(ii) SEVERE WOUND DEFINED.—In this subpara-


graph, the term ‘severe wound’ means a wound which 
is a stage 3 wound, stage 4 wound, unstageable wound, 
non-healing surgical wound, or fistula as identified 
in the claim from the long-term care hospital. 


‘‘(iii) WOUND DEFINED.—In this subparagraph, the 
term ‘wound’ means an injury involving division of 
tissue or rupture of the integument or mucous mem-
brane with exposure to the external environment.’’. 


(c) STUDY AND REPORT TO CONGRESS.— 
(1) STUDY.—The Comptroller General of the United States 


shall, in consultation with relevant stakeholders, conduct a 
study on the treatment needs of individuals entitled to benefits 
under part A of title XVIII of the Social Security Act or enrolled 
under part B of such title who require specialized wound care, 
and the cost, for such individuals and the Medicare program 
under such title, of treating severe wounds in rural and urban 
areas. Such study shall include an assessment of— 


(A) access of such individuals to appropriate levels 
of care for such cases; 


(B) the potential impact that section 1886(m)(6)(A)(i) 
of such Act (42 U.S.C. 1395ww(m)(6)(A)(i)) will have on 
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the access, quality, and cost of care for such individuals; 
and 


(C) how to appropriately pay for such care under the 
Medicare program under such title. 
(2) REPORT.—Not later than October 1, 2020, the Comp-


troller General shall submit to Congress a report on the study 
conducted under paragraph (1), including recommendations for 
such legislation and administrative action as the Comptroller 
General determines appropriate. 


TITLE XVI—PROVISIONS RELATING TO 
MEDICARE PART B 


SEC. 16001. CONTINUING MEDICARE PAYMENT UNDER HOPD PROSPEC-
TIVE PAYMENT SYSTEM FOR SERVICES FURNISHED BY 
MID-BUILD OFF-CAMPUS OUTPATIENT DEPARTMENTS 
OF PROVIDERS. 


(a) IN GENERAL.—Section 1833(t)(21) of the Social Security 
Act (42 U.S.C. 1395l(t)(21)) is amended— 


(1) in subparagraph (B)— 
(A) in clause (i), by striking ‘‘clause (ii)’’ and inserting 


‘‘the subsequent provisions of this subparagraph’’; and 
(B) by adding at the end the following new clauses: 


‘‘(iii) DEEMED TREATMENT FOR 2017.—For purposes 
of applying clause (ii) with respect to applicable items 
and services furnished during 2017, a department of 
a provider (as so defined) not described in such clause 
is deemed to be billing under this subsection with 
respect to covered OPD services furnished prior to 
November 2, 2015, if the Secretary received from the 
provider prior to December 2, 2015, an attestation 
(pursuant to section 413.65(b)(3) of title 42 of the Code 
of Federal Regulations) that such department was a 
department of a provider (as so defined). 


‘‘(iv) ALTERNATIVE EXCEPTION BEGINNING WITH 
2018.—For purposes of paragraph (1)(B)(v) and this 
paragraph with respect to applicable items and services 
furnished during 2018 or a subsequent year, the term 
‘off-campus outpatient department of a provider’ also 
shall not include a department of a provider (as so 
defined) that is not described in clause (ii) if— 


‘‘(I) the Secretary receives from the provider 
an attestation (pursuant to such section 
413.65(b)(3)) not later than December 31, 2016 
(or, if later, 60 days after the date of the enactment 
of this clause), that such department met the 
requirements of a department of a provider speci-
fied in section 413.65 of title 42 of the Code of 
Federal Regulations; 


‘‘(II) the provider includes such department 
as part of the provider on its enrollment form 
in accordance with the enrollment process under 
section 1866(j); and 


‘‘(III) the department met the mid-build 
requirement of clause (v) and the Secretary 
receives, not later than 60 days after the date 
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of the enactment of this clause, from the chief 
executive officer or chief operating officer of the 
provider a written certification that the depart-
ment met such requirement. 
‘‘(v) MID-BUILD REQUIREMENT DESCRIBED.—The 


mid-build requirement of this clause is, with respect 
to a department of a provider, that before November 
2, 2015, the provider had a binding written agreement 
with an outside unrelated party for the actual construc-
tion of such department. 


‘‘(vii) AUDIT.—Not later than December 31, 2018, 
the Secretary shall audit the compliance with require-
ments of clause (iv) with respect to each department 
of a provider to which such clause applies. If the Sec-
retary finds as a result of an audit under this clause 
that the applicable requirements were not met with 
respect to such department, the department shall not 
be excluded from the term ‘off-campus outpatient 
department of a provider’ under such clause. 


‘‘(viii) IMPLEMENTATION.—For purposes of imple-
menting clauses (iii) through (vii): 


‘‘(I) Notwithstanding any other provision of 
law, the Secretary may implement such clauses 
by program instruction or otherwise. 


‘‘(II) Subchapter I of chapter 35 of title 44, 
United States Code, shall not apply. 


‘‘(III) For purposes of carrying out this 
subparagraph with respect to clauses (iii) and (iv) 
(and clause (vii) insofar as it relates to clause 
(iv)), $10,000,000 shall be available from the Fed-
eral Supplementary Medical Insurance Trust Fund 
under section 1841, to remain available until 
December 31, 2018.’’; and 


(2) in subparagraph (E), by adding at the end the following 
new clause: 


‘‘(iv) The determination of an audit under subpara-
graph (B)(vii).’’. 


(b) EFFECTIVE DATE.—The amendments made by this section 
shall be effective as if included in the enactment of section 603 
of the Bipartisan Budget Act of 2015 (Public Law 114–74). 


SEC. 16002. TREATMENT OF CANCER HOSPITALS IN OFF-CAMPUS OUT-
PATIENT DEPARTMENT OF A PROVIDER POLICY. 


(a) IN GENERAL.—Section 1833(t)(21)(B) of the Social Security 
Act (42 U.S.C. 1395l(t)(21)(B)), as amended by section 16001(a), 
is amended— 


(1) by inserting after clause (v) the following new clause: 
‘‘(vi) EXCLUSION FOR CERTAIN CANCER HOSPITALS.— 


For purposes of paragraph (1)(B)(v) and this paragraph 
with respect to applicable items and services furnished 
during 2017 or a subsequent year, the term ‘off-campus 
outpatient department of a provider’ also shall not 
include a department of a provider (as so defined) 
that is not described in clause (ii) if the provider is 
a hospital described in section 1886(d)(1)(B)(v) and— 


‘‘(I) in the case of a department that met the 
requirements of section 413.65 of title 42 of the 


42 USC 1395l 
note. 
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Code of Federal Regulations after November 1, 
2015, and before the date of the enactment of 
this clause, the Secretary receives from the pro-
vider an attestation that such department met 
such requirements not later than 60 days after 
such date of enactment; or 


‘‘(II) in the case of a department that meets 
such requirements after such date of enactment, 
the Secretary receives from the provider an 
attestation that such department meets such 
requirements not later than 60 days after the date 
such requirements are first met with respect to 
such department.’’; 


(2) in clause (vii), by inserting after the first sentence 
the following: ‘‘Not later than 2 years after the date the Sec-
retary receives an attestation under clause (vi) relating to 
compliance of a department of a provider with requirements 
referred to in such clause, the Secretary shall audit the compli-
ance with such requirements with respect to the department.’’; 
and 


(3) in clause (viii)(III), by adding at the end the following: 
‘‘For purposes of carrying out this subparagraph with respect 
to clause (vi) (and clause (vii) insofar as it relates to such 
clause), $2,000,000 shall be available from the Federal Supple-
mentary Medical Insurance Trust Fund under section 1841, 
to remain available until expended.’’. 
(b) OFFSETTING SAVINGS.—Section 1833(t)(18) of the Social 


Security Act (42 U.S.C. 1395l(t)(18)) is amended— 
(1) in subparagraph (B), by inserting ‘‘, subject to subpara-


graph (C),’’ after ‘‘shall’’; and 
(2) by adding at the end the following new subparagraph: 


‘‘(C) TARGET PCR ADJUSTMENT.—In applying section 
419.43(i) of title 42 of the Code of Federal Regulations 
to implement the appropriate adjustment under this para-
graph for services furnished on or after January 1, 2018, 
the Secretary shall use a target PCR that is 1.0 percentage 
points less than the target PCR that would otherwise apply. 
In addition to the percentage point reduction under the 
previous sentence, the Secretary may consider making an 
additional percentage point reduction to such target PCR 
that takes into account payment rates for applicable items 
and services described in paragraph (21)(C) other than 
for services furnished by hospitals described in section 
1886(d)(1)(B)(v). In making any budget neutrality adjust-
ments under this subsection for 2018 or a subsequent year, 
the Secretary shall not take into account the reduced 
expenditures that result from the application of this 
subparagraph.’’. 


(c) EFFECTIVE DATE.—The amendments made by this section 
shall be effective as if included in the enactment of section 603 
of the Bipartisan Budget Act of 2015 (Public Law 114–74). 


SEC. 16003. TREATMENT OF ELIGIBLE PROFESSIONALS IN AMBULA-
TORY SURGICAL CENTERS FOR MEANINGFUL USE AND 
MIPS. 


Section 1848(a)(7)(D) of the Social Security Act (42 U.S.C. 
1395w–4(a)(7)(D)) is amended— 


42 USC 1395l 
note. 
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(1) by striking ‘‘HOSPITAL-BASED ELIGIBLE PROFESSIONALS’’ 
and all that follows through ‘‘No payment’’ and inserting the 
following: ‘‘HOSPITAL-BASED AND AMBULATORY SURGICAL CENTER- 
BASED ELIGIBLE PROFESSIONALS.— 


‘‘(i) HOSPITAL-BASED.—No payment’’; and 
(2) by adding at the end the following new clauses: 


‘‘(ii) AMBULATORY SURGICAL CENTER-BASED.—Sub-
ject to clause (iv), no payment adjustment may be 
made under subparagraph (A) for 2017 and 2018 in 
the case of an eligible professional with respect to 
whom substantially all of the covered professional serv-
ices furnished by such professional are furnished in 
an ambulatory surgical center. 


‘‘(iii) DETERMINATION.—The determination of 
whether an eligible professional is an eligible profes-
sional described in clause (ii) may be made on the 
basis of— 


‘‘(I) the site of service (as defined by the Sec-
retary); or 


‘‘(II) an attestation submitted by the eligible 
professional. 


Determinations made under subclauses (I) and (II) 
shall be made without regard to any employment or 
billing arrangement between the eligible professional 
and any other supplier or provider of services. 


‘‘(iv) SUNSET.—Clause (ii) shall no longer apply 
as of the first year that begins more than 3 years 
after the date on which the Secretary determines, 
through notice and comment rulemaking, that certified 
EHR technology applicable to the ambulatory surgical 
center setting is available.’’. 


SEC. 16004. CONTINUING ACCESS TO HOSPITALS ACT OF 2016. 


(a) EXTENSION OF ENFORCEMENT INSTRUCTION ON SUPERVISION 
REQUIREMENTS FOR OUTPATIENT THERAPEUTIC SERVICES IN CRIT-
ICAL ACCESS AND SMALL RURAL HOSPITALS THROUGH 2016.—Section 
1 of Public Law 113–198, as amended by section 1 of Public Law 
114–112, is amended— 


(1) in the heading, by striking ‘‘2014 AND 2015’’ and inserting 
‘‘2016’’; and 


(2) by striking ‘‘and 2015’’ and inserting ‘‘, 2015, and 2016’’. 
(b) REPORT.—Not later than 1 year after the date of the enact-


ment of this Act, the Medicare Payment Advisory Commission 
(established under section 1805 of the Social Security Act (42 U.S.C. 
1395b–6)) shall submit to Congress a report analyzing the effect 
of the extension of the enforcement instruction under section 1 
of Public Law 113–198, as amended by section 1 of Public Law 
114–112 and subsection (a) of this section, on the access to health 
care by Medicare beneficiaries, on the economic impact and the 
impact upon hospital staffing needs, and on the quality of health 
care furnished to such beneficiaries. 
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SEC. 16005. DELAY OF IMPLEMENTATION OF MEDICARE FEE 
SCHEDULE ADJUSTMENTS FOR WHEELCHAIR ACCES-
SORIES AND SEATING SYSTEMS WHEN USED IN 
CONJUNCTION WITH COMPLEX REHABILITATION TECH-
NOLOGY (CRT) WHEELCHAIRS. 


Section 2(a) of the Patient Access and Medicare Protection 
Act (42 U.S.C. 1305 note) is amended by striking ‘‘January 1, 
2017’’ and inserting ‘‘July 1, 2017’’. 


SEC. 16006. ALLOWING PHYSICAL THERAPISTS TO UTILIZE LOCUM 
TENENS ARRANGEMENTS UNDER MEDICARE. 


(a) IN GENERAL.—The first sentence of section 1842(b)(6) of 
the Social Security Act (42 U.S.C. 1395u(b)(6)), as amended by 
section 5012, is further amended— 


(1) by striking ‘‘and’’ before ‘‘(I)’’; and 
(2) by inserting before the period at the end the following: 


‘‘, and (J) in the case of outpatient physical therapy services 
furnished by physical therapists in a health professional short-
age area (as defined in section 332(a)(1)(A) of the Public Health 
Service Act), a medically underserved area (as designated 
pursuant to section 330(b)(3)(A) of such Act), or a rural area 
(as defined in section 1886(d)(2)(D)), subparagraph (D) of this 
sentence shall apply to such services and therapists in the 
same manner as such subparagraph applies to physicians’ serv-
ices furnished by physicians’’. 
(b) EFFECTIVE DATE; IMPLEMENTATION.— 


(1) EFFECTIVE DATE.—The amendments made by subsection 
(a) shall apply to services furnished beginning not later than 
six months after the date of the enactment of this Act. 


(2) IMPLEMENTATION.—The Secretary of Health and Human 
Services may implement subparagraph (J) of section 1842(b)(6) 
of the Social Security Act (42 U.S.C. 1395u(b)(6)), as added 
by subsection (a)(2), by program instruction or otherwise. 


SEC. 16007. EXTENSION OF THE TRANSITION TO NEW PAYMENT RATES 
FOR DURABLE MEDICAL EQUIPMENT UNDER THE MEDI-
CARE PROGRAM. 


(a) IN GENERAL.—The Secretary of Health and Human Services 
shall extend the transition period described in clause (i) of section 
414.210(g)(9) of title 42, Code of Federal Regulations, from June 
30, 2016, to December 31, 2016 (with the full implementation 
described in clause (ii) of such section applying to items and services 
furnished with dates of service on or after January 1, 2017). 


(b) STUDY AND REPORT.— 
(1) STUDY.— 


(A) IN GENERAL.—The Secretary of Health and Human 
Services shall conduct a study that examines the impact 
of applicable payment adjustments upon— 


(i) the number of suppliers of durable medical 
equipment that, on a date that is not before January 
1, 2016, and not later than December 31, 2016, ceased 
to conduct business as such suppliers; and 


(ii) the availability of durable medical equipment, 
during the period beginning on January 1, 2016, and 
ending on December 31, 2016, to individuals entitled 
to benefits under part A of title XVIII of the Social 


42 USC 1395u 
note. 
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Security Act (42 U.S.C. 1395 et seq.) or enrolled under 
part B of such title. 
(B) DEFINITIONS.—For purposes of this subsection, the 


following definitions apply: 
(i) SUPPLIER; DURABLE MEDICAL EQUIPMENT.—The 


terms ‘‘supplier’’ and ‘‘durable medical equipment’’ have 
the meanings given such terms by section 1861 of 
the Social Security Act (42 U.S.C. 1395x). 


(ii) APPLICABLE PAYMENT ADJUSTMENT.—The term 
‘‘applicable payment adjustment’’ means a payment 
adjustment described in section 414.210(g) of title 42, 
Code of Federal Regulations, that is phased in by para-
graph (9)(i) of such section. For purposes of the pre-
ceding sentence, a payment adjustment that is phased 
in pursuant to the extension under subsection (a) shall 
be considered a payment adjustment that is phased 
in by such paragraph (9)(i). 


(2) REPORT.—The Secretary of Health and Human Services 
shall, not later than January 12, 2017, submit to the Commit-
tees on Ways and Means and on Energy and Commerce of 
the House of Representatives, and to the Committee on Finance 
of the Senate, a report on the findings of the study conducted 
under paragraph (1). 


SEC. 16008. REQUIREMENTS IN DETERMINING ADJUSTMENTS USING 
INFORMATION FROM COMPETITIVE BIDDING PRO-
GRAMS. 


(a) IN GENERAL.—Section 1834(a)(1)(G) of the Social Security 
Act (42 U.S.C. 1395m(a)(1)(G)) is amended by adding at the end 
the following new sentence: ‘‘In the case of items and services 
furnished on or after January 1, 2019, in making any adjustments 
under clause (ii) or (iii) of subparagraph (F), under subsection 
(h)(1)(H)(ii), or under section 1842(s)(3)(B), the Secretary shall— 


‘‘(i) solicit and take into account stakeholder input; 
and 


‘‘(ii) take into account the highest amount bid by 
a winning supplier in a competitive acquisition area 
and a comparison of each of the following with respect 
to non-competitive acquisition areas and competitive 
acquisition areas: 


‘‘(I) The average travel distance and cost asso-
ciated with furnishing items and services in the 
area. 


‘‘(II) The average volume of items and services 
furnished by suppliers in the area. 


‘‘(III) The number of suppliers in the area.’’. 
(b) CONFORMING AMENDMENTS.—(1) Section 1834(h)(1)(H)(ii) of 


the Social Security Act (42 U.S.C. 1395m(h)(1)(H)(ii)) is amended 
by striking ‘‘the Secretary’’ and inserting ‘‘subject to subsection 
(a)(1)(G), the Secretary’’. 


(2) Section 1842(s)(3)(B) of the Social Security Act (42 U.S.C. 
1395m(s)(3)(B)) is amended by striking ‘‘the Secretary’’ and inserting 
‘‘subject to section 1834(a)(1)(G), the Secretary’’. 
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130 STAT. 1330 PUBLIC LAW 114–255—DEC. 13, 2016 


TITLE XVII—OTHER MEDICARE 
PROVISIONS 


SEC. 17001. DELAY IN AUTHORITY TO TERMINATE CONTRACTS FOR 
MEDICARE ADVANTAGE PLANS FAILING TO ACHIEVE 
MINIMUM QUALITY RATINGS. 


(a) FINDINGS.—Consistent with the studies provided under the 
IMPACT Act of 2014 (Public Law 113–185), it is the intent of 
Congress— 


(1) to continue to study and request input on the effects 
of socioeconomic status and dual-eligible populations on the 
Medicare Advantage STARS rating system before reforming 
such system with the input of stakeholders; and 


(2) pending the results of such studies and input, to provide 
for a temporary delay in authority of the Centers for Medicare 
& Medicaid Services (CMS) to terminate Medicare Advantage 
plan contracts solely on the basis of performance of plans 
under the STARS rating system. 
(b) DELAY IN MA CONTRACT TERMINATION AUTHORITY FOR 


PLANS FAILING TO ACHIEVE MINIMUM QUALITY RATINGS.—Section 
1857(h) of the Social Security Act (42 U.S.C. 1395w–27(h)) is 
amended by adding at the end the following new paragraph: 


‘‘(3) DELAY IN CONTRACT TERMINATION AUTHORITY FOR 
PLANS FAILING TO ACHIEVE MINIMUM QUALITY RATING.—During 
the period beginning on the date of the enactment of this 
paragraph and through the end of plan year 2018, the Secretary 
may not terminate a contract under this section with respect 
to the offering of an MA plan by a Medicare Advantage 
organization solely because the MA plan has failed to achieve 
a minimum quality rating under the 5-star rating system under 
section 1853(o)(4).’’. 


SEC. 17002. REQUIREMENT FOR ENROLLMENT DATA REPORTING FOR 
MEDICARE. 


Section 1874 of the Social Security Act (42 U.S.C. 1395kk) 
is amended by adding at the end the following new subsection: 


‘‘(g) REQUIREMENT FOR ENROLLMENT DATA REPORTING.— 
‘‘(1) IN GENERAL.—Each year (beginning with 2016), the 


Secretary shall submit to the Committees on Ways and Means 
and Energy and Commerce of the House of Representatives 
and the Committee on Finance of the Senate a report on Medi-
care enrollment data (and, in the case of part A, on data 
on individuals receiving benefits under such part) as of a date 
in such year specified by the Secretary. Such data shall be 
presented— 


‘‘(A) by Congressional district and State; and 
‘‘(B) in a manner that provides for such data based 


on— 
‘‘(i) fee-for-service enrollment (as defined in para-


graph (2)); 
‘‘(ii) enrollment under part C (including separate 


for aggregate enrollment in MA–PD plans and aggre-
gate enrollment in MA plans that are not MA–PD 
plans); and 


‘‘(iii) enrollment under part D. 


42 USC 
1395w–27 note. 
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130 STAT. 1331 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(2) FEE-FOR-SERVICE ENROLLMENT DEFINED.—For purpose 
of paragraph (1)(B)(i), the term ‘fee-for-service enrollment’ 
means aggregate enrollment (including receipt of benefits other 
than through enrollment) under— 


‘‘(A) part A only; 
‘‘(B) part B only; and 
‘‘(C) both part A and part B.’’. 


SEC. 17003. UPDATING THE WELCOME TO MEDICARE PACKAGE. 


(a) IN GENERAL.—Not later than 12 months after the last 
day of the period for the request of information described in sub-
section (b), the Secretary of Health and Human Services shall, 
taking into consideration information collected pursuant to sub-
section (b), update the information included in the Welcome to 
Medicare package to include information, presented in a clear and 
simple manner, about options for receiving benefits under the Medi-
care program under title XVIII of the Social Security Act (42 U.S.C. 
1395 et seq.), including through the original medicare fee-for-service 
program under parts A and B of such title (42 U.S.C. 1395c et 
seq., 42 U.S.C. 1395j et seq.), Medicare Advantage plans under 
part C of such title (42 U.S.C. 1395w–21 et seq.), and prescription 
drug plans under part D of such title (42 U.S.C. 1395w–101 et 
seq.)). The Secretary shall make subsequent updates to the informa-
tion included in the Welcome to Medicare package as appropriate. 


(b) REQUEST FOR INFORMATION.—Not later than 6 months after 
the date of the enactment of this Act, the Secretary of Health 
and Human Services shall request information, including rec-
ommendations, from stakeholders (including patient advocates, 
issuers, and employers) on information included in the Welcome 
to Medicare package, including pertinent data and information 
regarding enrollment and coverage for Medicare eligible individuals. 
SEC. 17004. NO PAYMENT FOR ITEMS AND SERVICES FURNISHED BY 


NEWLY ENROLLED PROVIDERS OR SUPPLIERS WITHIN 
A TEMPORARY MORATORIUM AREA. 


(a) MEDICARE.—Section 1866(j)(7) of the Social Security Act 
(42 U.S.C. 1395cc(j)(7)) is amended— 


(1) in the paragraph heading, by inserting ‘‘; NONPAYMENT’’ 
before the period; and 


(2) by adding at the end the following new subparagraph: 
‘‘(C) NONPAYMENT.— 


‘‘(i) IN GENERAL.—No payment may be made under 
this title or under a program described in subpara-
graph (A) with respect to an item or service described 
in clause (ii) furnished on or after October 1, 2017. 


‘‘(ii) ITEM OR SERVICE DESCRIBED.—An item or 
service described in this clause is an item or service 
furnished— 


‘‘(I) within a geographic area with respect to 
which a temporary moratorium imposed under 
subparagraph (A) is in effect; and 


‘‘(II) by a provider of services or supplier that 
meets the requirements of clause (iii). 
‘‘(iii) REQUIREMENTS.—For purposes of clause (ii), 


the requirements of this clause are that a provider 
of services or supplier— 


‘‘(I) enrolls under this title on or after the 
effective date of such temporary moratorium; and 


42 USC 1395a 
note. 
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130 STAT. 1332 PUBLIC LAW 114–255—DEC. 13, 2016 


‘‘(II) is within a category of providers of serv-
ices and suppliers (as described in subparagraph 
(A)) subject to such temporary moratorium. 
‘‘(iv) PROHIBITION ON CHARGES FOR SPECIFIED 


ITEMS OR SERVICES.—In no case shall a provider of 
services or supplier described in clause (ii)(II) charge 
an individual or other person for an item or service 
described in clause (ii) furnished on or after October 
1, 2017, to an individual entitled to benefits under 
part A or enrolled under part B or an individual under 
a program specified in subparagraph (A).’’. 


(b) CONFORMING AMENDMENTS.— 
(1) MEDICAID.— 


(A) IN GENERAL.—Section 1903(i)(2) of the Social Secu-
rity Act (42 U.S.C. 1396b(i)(2)), as amended by section 
5005(a)(4), is further amended— 


(i) in subparagraph (C), by striking ‘‘or’’ at the 
end; and 


(ii) by adding at the end the following new 
subparagraph: 
‘‘(E) with respect to any amount expended for such 


an item or service furnished during calendar quarters 
beginning on or after October 1, 2017, subject to section 
1902(kk)(4)(A)(ii)(II), within a geographic area that is sub-
ject to a moratorium imposed under section 1866(j)(7) by 
a provider or supplier that meets the requirements specified 
in subparagraph (C)(iii) of such section, during the period 
of such moratorium; or’’. 


(B) EXCEPTION WITH RESPECT TO ACCESS.—Section 
1902(kk)(4)(A)(ii) of the Social Security Act (42 U.S.C. 
1396a(kk)(4)(A)(ii)) is amended to read as follows: 


‘‘(ii) EXCEPTIONS.— 
‘‘(I) COMPLIANCE WITH MORATORIUM.—A State 


shall not be required to comply with a temporary 
moratorium described in clause (i) if the State 
determines that the imposition of such temporary 
moratorium would adversely impact beneficiaries’ 
access to medical assistance. 


‘‘(II) FFP AVAILABLE.—Notwithstanding sec-
tion 1903(i)(2)(E), payment may be made to a State 
under this title with respect to amounts expended 
for items and services described in such section 
if the Secretary, in consultation with the State 
agency administering the State plan under this 
title (or a waiver of the plan), determines that 
denying payment to the State pursuant to such 
section would adversely impact beneficiaries’ 
access to medical assistance. ’’. 


(C) STATE PLAN REQUIREMENT WITH RESPECT TO LIMITA-
TION ON CHARGES TO BENEFICIARIES.—Section 
1902(kk)(4)(A) of the Social Security Act (42 U.S.C. 
1396a(kk)(4)(A)) is amended by adding at the end the fol-
lowing new clause: 


‘‘(iii) LIMITATION ON CHARGES TO BENEFICIARIES.— 
With respect to any amount expended for items or 
services furnished during calendar quarters beginning 
on or after October 1, 2017, the State prohibits, during 
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130 STAT. 1333 PUBLIC LAW 114–255—DEC. 13, 2016 


the period of a temporary moratorium described in 
clause (i), a provider meeting the requirements speci-
fied in subparagraph (C)(iii) of section 1866(j)(7) from 
charging an individual or other person eligible to 
receive medical assistance under the State plan under 
this title (or a waiver of the plan) for an item or 
service described in section 1903(i)(2)(E) furnished to 
such an individual.’’. 


(2) CORRECTING AMENDMENTS TO RELATED PROVISIONS.— 
(A) SECTION 1866(J).—Section 1866(j) of the Social Secu-


rity Act (42 U.S.C. 1395cc(j)) is amended— 
(i) in paragraph (1)(A)— 


(I) by striking ‘‘paragraph (4)’’ and inserting 
‘‘paragraph (5)’’; 


(II) by striking ‘‘moratoria in accordance with 
paragraph (5)’’ and inserting ‘‘moratoria in accord-
ance with paragraph (7)’’; and 


(III) by striking ‘‘paragraph (6)’’ and inserting 
‘‘paragraph (9)’’; and 
(ii) by redesignating the second paragraph (8) 


(redesignated by section 1304(1) of Public Law 111– 
152) as paragraph (9). 
(B) SECTION 1902(KK).—Section 1902(kk) of such Act 


(42 U.S.C. 1396a(kk)) is amended— 
(i) in paragraph (1), by striking ‘‘section 1886(j)(2)’’ 


and inserting ‘‘section 1866(j)(2)’’; 
(ii) in paragraph (2), by striking ‘‘section 1886(j)(3)’’ 


and inserting ‘‘section 1866(j)(3)’’; 
(iii) in paragraph (3), by striking ‘‘section 


1886(j)(4)’’ and inserting ‘‘section 1866(j)(5)’’; and 
(iv) in paragraph (4)(A), by striking ‘‘section 


1886(j)(6)’’ and inserting ‘‘section 1866(j)(7)’’. 


SEC. 17005. PRESERVATION OF MEDICARE BENEFICIARY CHOICE 
UNDER MEDICARE ADVANTAGE. 


Section 1851(e)(2) of the Social Security Act (42 U.S.C. 1395w– 
21(e)(2)) is amended— 


(1) in subparagraph (C)— 
(A) in the heading, by inserting ‘‘FROM 2011 THROUGH 


2018’’ after ‘‘45-DAY PERIOD’’; and 
(B) by inserting ‘‘and ending with 2018’’ after ‘‘begin-


ning with 2011’’; and 
(2) by adding at the end the following new subparagraph: 


‘‘(G) CONTINUOUS OPEN ENROLLMENT AND 
DISENROLLMENT FOR FIRST 3 MONTHS IN 2016 AND SUBSE-
QUENT YEARS.— 


‘‘(i) IN GENERAL.—Subject to clause (ii) and 
subparagraph (D)— 


‘‘(I) in the case of an MA eligible individual 
who is enrolled in an MA plan, at any time during 
the first 3 months of a year (beginning with 2019); 
or 


‘‘(II) in the case of an individual who first 
becomes an MA eligible individual during a year 
(beginning with 2019) and enrolls in an MA plan, 
during the first 3 months during such year in 
which the individual is an MA eligible individual; 
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130 STAT. 1334 PUBLIC LAW 114–255—DEC. 13, 2016 


such MA eligible individual may change the election 
under subsection (a)(1). 


‘‘(ii) LIMITATION OF ONE CHANGE DURING OPEN 
ENROLLMENT PERIOD EACH YEAR.—An individual may 
change the election pursuant to clause (i) only once 
during the applicable 3-month period described in such 
clause in each year. The limitation under this clause 
shall not apply to changes in elections effected during 
an annual, coordinated election period under para-
graph (3) or during a special enrollment period under 
paragraph (4). 


‘‘(iii) LIMITED APPLICATION TO PART D.—Clauses 
(i) and (ii) of this subparagraph shall only apply with 
respect to changes in enrollment in a prescription drug 
plan under part D in the case of an individual who, 
previous to such change in enrollment, is enrolled in 
a Medicare Advantage plan. 


‘‘(iv) LIMITATIONS ON MARKETING.— Pursuant to 
subsection (j), no unsolicited marketing or marketing 
materials may be sent to an individual described in 
clause (i) during the continuous open enrollment and 
disenrollment period established for the individual 
under such clause, notwithstanding marketing guide-
lines established by the Centers for Medicare & Med-
icaid Services.’’. 


SEC. 17006. ALLOWING END-STAGE RENAL DISEASE BENEFICIARIES 
TO CHOOSE A MEDICARE ADVANTAGE PLAN. 


(a) REMOVING PROHIBITION.— 
(1) IN GENERAL.—Section 1851(a)(3) of the Social Security 


Act (42 U.S.C. 1395w–21(a)(3)) is amended— 
(A) by striking subparagraph (B); and 
(B) by striking ‘‘ELIGIBLE INDIVIDUAL’’ and all that fol-


lows through ‘‘In this title, subject to subparagraph (B),’’ 
and inserting ‘‘ELIGIBLE INDIVIDUAL.—In this title,’’. 
(2) CONFORMING AMENDMENTS.— 


(A) Section 1852(b)(1) of the Social Security Act (42 
U.S.C. 1395w–22(b)(1)) is amended— 


(i) by striking subparagraph (B); and 
(ii) by striking ‘‘BENEFICIARIES’’ and all that follows 


through ‘‘A Medicare+Choice organization’’ and 
inserting ‘‘BENEFICIARIES.—A Medicare Advantage 
organization’’. 
(B) Section 1859(b)(6) of the Social Security Act (42 


U.S.C. 1395w–28(b)(6)) is amended, in the last sentence, 
by striking ‘‘may waive’’ and all that follows through 
‘‘subparagraph and’’. 
(3) EFFECTIVE DATE.—The amendments made by this sub-


section shall apply with respect to plan years beginning on 
or after January 1, 2021. 
(b) EXCLUDING COSTS FOR KIDNEY ACQUISITIONS FROM MA 


BENCHMARK.—Section 1853 of the Social Security Act (42 U.S.C. 
1395w–23) is amended— 


(1) in subsection (k)— 
(A) in paragraph (1)— 


42 USC 
1395w–21 note. 
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130 STAT. 1335 PUBLIC LAW 114–255—DEC. 13, 2016 


(i) in the matter preceding subparagraph (A), by 
striking ‘‘paragraphs (2) and (4)’’ and inserting ‘‘para-
graphs (2), (4), and (5)’’; and 


(ii) in subparagraph (B)(i), by striking ‘‘paragraphs 
(2) and (4)’’ and inserting ‘‘paragraphs (2), (4), and 
(5)’’; and 
(B) by adding at the end the following new paragraph: 


‘‘(5) EXCLUSION OF COSTS FOR KIDNEY ACQUISITIONS FROM 
CAPITATION RATES.—After determining the applicable amount 
for an area for a year under paragraph (1) (beginning with 
2021), the Secretary shall adjust such applicable amount to 
exclude from such applicable amount the Secretary’s estimate 
of the standardized costs for payments for organ acquisitions 
for kidney transplants covered under this title (including 
expenses covered under section 1881(d)) in the area for the 
year.’’; and 


(2) in subsection (n)(2)— 
(A) in subparagraph (A)(i), by inserting ‘‘and, for 2021 


and subsequent years, the exclusion of payments for organ 
acquisitions for kidney transplants from the capitation rate 
as described in subsection (k)(5)’’ before the semicolon at 
the end; 


(B) in subparagraph (E), in the matter preceding clause 
(i), by striking ‘‘subparagraph (F)’’ and inserting ‘‘subpara-
graphs (F) and (G)’’; and 


(C) by adding at the end the following new subpara-
graph: 


‘‘(G) APPLICATION OF KIDNEY ACQUISITIONS ADJUST-
MENT.—The base payment amount specified in subpara-
graph (E) for a year (beginning with 2021) shall be adjusted 
in the same manner under paragraph (5) of subsection 
(k) as the applicable amount is adjusted under such sub-
section.’’. 


(c) FFS COVERAGE OF KIDNEY ACQUISITIONS.— 
(1) IN GENERAL.—Section 1852(a)(1)(B)(i) of the Social Secu-


rity Act (42 U.S.C. 1395w–22(a)(1)(B)(i)) is amended by 
inserting ‘‘or coverage for organ acquisitions for kidney trans-
plants, including as covered under section 1881(d)’’ after ‘‘hos-
pice care’’. 


(2) CONFORMING AMENDMENT.—Section 1851(i) of the Social 
Security Act (42 U.S.C. 1395w–21(i)) is amended by adding 
at the end the following new paragraph: 


‘‘(3) FFS PAYMENT FOR EXPENSES FOR KIDNEY ACQUISI-
TIONS.—Paragraphs (1) and (2) shall not apply with respect 
to expenses for organ acquisitions for kidney transplants 
described in section 1852(a)(1)(B)(i).’’. 


(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply with respect to plan years beginning on 
or after January 1, 2021. 
(d) EVALUATION OF QUALITY.— 


(1) IN GENERAL.—The Secretary of Health and Human 
Services (in this subsection referred to as the ‘‘Secretary’’) shall 
conduct an evaluation of whether the 5-star rating system 
based on the data collected under section 1852(e) of the Social 
Security Act (42 U.S.C. 1395w–22(e)) should include a quality 
measure specifically related to care for enrollees in Medicare 


42 USC 
1395w–21 note. 
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130 STAT. 1336 PUBLIC LAW 114–255—DEC. 13, 2016 


Advantage plans under part C of title XVIII of such Act deter-
mined to have end-stage renal disease. 


(2) PUBLIC AVAILABILITY.—Not later than April 1, 2020, 
the Secretary shall post on the Internet website of the Centers 
for Medicare & Medicaid Services the results of the evaluation 
under paragraph (1). 
(e) REPORT.—Not later than December 31, 2023, the Secretary 


of Health and Human Services (in this subsection referred to as 
the ‘‘Secretary’’) shall submit to Congress a report on the impact 
of the provisions of, and amendments made by, this section with 
respect to the following: 


(1) Spending under— 
(A) the original Medicare fee-for-service program under 


parts A and B of title XVIII of the Social Security Act; 
and 


(B) the Medicare Advantage program under part C 
of such title. 
(2) The number of enrollees determined to have end-stage 


renal disease— 
(A) in the original Medicare fee-for-service program; 


and 
(B) in the Medicare Advantage program. 


(3) The sufficiency of the amount of data under the original 
Medicare fee-for-service program for individuals determined to 
have end-stage renal disease for purposes of determining pay-
ment rates for end-stage renal disease under the Medicare 
Advantage program. 
(f) IMPROVEMENTS TO RISK ADJUSTMENT UNDER MEDICARE 


ADVANTAGE.— 
(1) IN GENERAL.—Section 1853(a)(1) of the Social Security 


Act (42 U.S.C. 1395w–23(a)(1)) is amended— 
(A) in subparagraph (C)(i), by striking ‘‘The Secretary’’ 


and inserting ‘‘Subject to subparagraph (I), the Secretary’’; 
and 


(B) by adding at the end the following new subpara-
graph: 


‘‘(I) IMPROVEMENTS TO RISK ADJUSTMENT FOR 2019 AND 
SUBSEQUENT YEARS.— 


‘‘(i) IN GENERAL.—In order to determine the appro-
priate adjustment for health status under subpara-
graph (C)(i), the following shall apply: 


‘‘(I) TAKING INTO ACCOUNT TOTAL NUMBER OF 
DISEASES OR CONDITIONS.—The Secretary shall 
take into account the total number of diseases 
or conditions of an individual enrolled in an MA 
plan. The Secretary shall make an additional 
adjustment under such subparagraph as the 
number of diseases or conditions of an individual 
increases. 


‘‘(II) USING AT LEAST 2 YEARS OF DIAGNOSTIC 
DATA.—The Secretary may use at least 2 years 
of diagnosis data. 


‘‘(III) PROVIDING SEPARATE ADJUSTMENTS FOR 
DUAL ELIGIBLE INDIVIDUALS.—With respect to 
individuals who are dually eligible for benefits 
under this title and title XIX, the Secretary shall 
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130 STAT. 1337 PUBLIC LAW 114–255—DEC. 13, 2016 


make separate adjustments for each of the fol-
lowing: 


‘‘(aa) Full-benefit dual eligible individuals 
(as defined in section 1935(c)(6)). 


‘‘(bb) Such individuals not described in 
item (aa). 
‘‘(IV) EVALUATION OF MENTAL HEALTH AND 


SUBSTANCE USE DISORDERS.—The Secretary shall 
evaluate the impact of including additional diag-
nosis codes related to mental health and substance 
use disorders in the risk adjustment model. 


‘‘(V) EVALUATION OF CHRONIC KIDNEY DIS-
EASE.—The Secretary shall evaluate the impact 
of including the severity of chronic kidney disease 
in the risk adjustment model. 


‘‘(VI) EVALUATION OF PAYMENT RATES FOR END- 
STAGE RENAL DISEASE.—The Secretary shall 
evaluate whether other factors (in addition to those 
described in subparagraph (H)) should be taken 
into consideration when computing payment rates 
under such subparagraph. 
‘‘(ii) PHASED-IN IMPLEMENTATION.—The Secretary 


shall phase-in any changes to risk adjustment payment 
amounts under subparagraph (C)(i) under this 
subparagraph over a 3-year period, beginning with 
2019, with such changes being fully implemented for 
2022 and subsequent years. 


‘‘(iii) OPPORTUNITY FOR REVIEW AND PUBLIC COM-
MENT.—The Secretary shall provide an opportunity for 
review of the proposed changes to such risk adjustment 
payment amounts under this subparagraph and a 
public comment period of not less than 60 days before 
implementing such changes.’’. 


(2) STUDIES AND REPORTS.— 
(A) REPORTS ON THE RISK ADJUSTMENT SYSTEM.— 


(i) MEDPAC EVALUATION AND REPORT.— 
(I) EVALUATION.—The Medicare Payment 


Advisory Commission shall conduct an evaluation 
of the impact of the provisions of, and amendments 
made by, this section on risk scores for enrollees 
in Medicare Advantage plans under part C of title 
XVIII of the Social Security Act and payments 
to Medicare Advantage plans under such part, 
including the impact of such provisions and amend-
ments on the overall accuracy of risk scores under 
the Medicare Advantage program. 


(II) REPORT.—Not later than July 1, 2020, the 
Medicare Payment Advisory Commission shall 
submit to Congress a report on the evaluation 
under subclause (I), together with recommenda-
tions for such legislation and administrative action 
as the Commission determines appropriate. 
(ii) REPORTS BY SECRETARY OF HEALTH AND HUMAN 


SERVICES.—Not later than December 31, 2018, and 
every 3 years thereafter, the Secretary of Health and 
Human Services shall submit to Congress a report 
on the risk adjustment model and the ESRD risk 


42 USC 
1395w–23 note. 
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adjustment model under the Medicare Advantage pro-
gram under part C of title XVIII of the Social Security 
Act, including any revisions to either such model since 
the previous report. Such report shall include informa-
tion on how such revisions impact the predictive ratios 
under either such model for groups of enrollees in 
Medicare Advantage plans, including very high and 
very low cost enrollees, and groups defined by the 
number of chronic conditions of enrollees. 
(B) STUDY AND REPORT ON FUNCTIONAL STATUS.— 


(i) STUDY.—The Comptroller General of the United 
States (in this subparagraph referred to as the ‘‘Comp-
troller General’’) shall conduct a study on how to most 
accurately measure the functional status of enrollees 
in Medicare Advantage plans and whether the use 
of such functional status would improve the accuracy 
of risk adjustment payments under the Medicare 
Advantage program under part C of title XVIII of 
the Social Security Act. Such study shall include an 
analysis of the challenges in collecting and reporting 
functional status information for Medicare Advantage 
plans under such part, providers of services and sup-
pliers under the Medicare program, and the Centers 
for Medicare & Medicaid Services. 


(ii) REPORT.—Not later than June 30, 2018, the 
Comptroller General shall submit to Congress a report 
containing the results of the study under clause (i), 
together with recommendations for such legislation and 
administrative action as the Comptroller General 
determines appropriate. 


SEC. 17007. IMPROVEMENTS TO THE ASSIGNMENT OF BENEFICIARIES 
UNDER THE MEDICARE SHARED SAVINGS PROGRAM. 


Section 1899(c) of the Social Security Act (42 U.S.C. 1395jjj(c)) 
is amended— 


(1) by striking ‘‘utilization of primary’’ and inserting ‘‘utili-
zation of— 


‘‘(1) in the case of performance years beginning on or after 
April 1, 2012, primary’’; 


(2) in paragraph (1), as added by paragraph (1) of this 
section, by striking the period at the end and inserting ‘‘; 
and’’; 


(3) by adding at the end the following new paragraph: 
‘‘(2) in the case of performance years beginning on or after 


January 1, 2019, services provided under this title by a Feder-
ally qualified health center or rural health clinic (as those 
terms are defined in section 1861(aa)), as may be determined 
by the Secretary.’’. 


TITLE XVIII—OTHER PROVISIONS 


SEC. 18001. EXCEPTION FROM GROUP HEALTH PLAN REQUIREMENTS 
FOR QUALIFIED SMALL EMPLOYER HEALTH 
REIMBURSEMENT ARRANGEMENTS. 


(a) AMENDMENTS TO THE INTERNAL REVENUE CODE OF 1986 
AND THE PATIENT PROTECTION AND AFFORDABLE CARE ACT.— 
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(1) IN GENERAL.—Section 9831 of the Internal Revenue 
Code of 1986 is amended by adding at the end the following 
new subsection: 
‘‘(d) EXCEPTION FOR QUALIFIED SMALL EMPLOYER HEALTH 


REIMBURSEMENT ARRANGEMENTS.— 
‘‘(1) IN GENERAL.—For purposes of this title (except as 


provided in section 4980I(f)(4) and notwithstanding any other 
provision of this title), the term ‘group health plan’ shall not 
include any qualified small employer health reimbursement 
arrangement. 


‘‘(2) QUALIFIED SMALL EMPLOYER HEALTH REIMBURSEMENT 
ARRANGEMENT.—For purposes of this subsection— 


‘‘(A) IN GENERAL.—The term ‘qualified small employer 
health reimbursement arrangement’ means an arrange-
ment which— 


‘‘(i) is described in subparagraph (B), and 
‘‘(ii) is provided on the same terms to all eligible 


employees of the eligible employer. 
‘‘(B) ARRANGEMENT DESCRIBED.—An arrangement is 


described in this subparagraph if— 
‘‘(i) such arrangement is funded solely by an 


eligible employer and no salary reduction contributions 
may be made under such arrangement, 


‘‘(ii) such arrangement provides, after the employee 
provides proof of coverage, for the payment of, or 
reimbursement of, an eligible employee for expenses 
for medical care (as defined in section 213(d)) incurred 
by the eligible employee or the eligible employee’s 
family members (as determined under the terms of 
the arrangement), and 


‘‘(iii) the amount of payments and reimbursements 
described in clause (ii) for any year do not exceed 
$4,950 ($10,000 in the case of an arrangement that 
also provides for payments or reimbursements for 
family members of the employee). 
‘‘(C) CERTAIN VARIATION PERMITTED.—For purposes of 


subparagraph (A)(ii), an arrangement shall not fail to be 
treated as provided on the same terms to each eligible 
employee merely because the employee’s permitted benefit 
under such arrangement varies in accordance with the 
variation in the price of an insurance policy in the relevant 
individual health insurance market based on— 


‘‘(i) the age of the eligible employee (and, in the 
case of an arrangement which covers medical expenses 
of the eligible employee’s family members, the age 
of such family members), or 


‘‘(ii) the number of family members of the eligible 
employee the medical expenses of which are covered 
under such arrangement. 


The variation permitted under the preceding sentence shall 
be determined by reference to the same insurance policy 
with respect to all eligible employees. 


‘‘(D) RULES RELATING TO MAXIMUM DOLLAR LIMITA-
TION.— 
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‘‘(i) AMOUNT PRORATED IN CERTAIN CASES.—In the 
case of an individual who is not covered by an arrange-
ment for the entire year, the limitation under subpara-
graph (B)(iii) for such year shall be an amount which 
bears the same ratio to the amount which would (but 
for this clause) be in effect for such individual for 
such year under subparagraph (B)(iii) as the number 
of months for which such individual is covered by 
the arrangement for such year bears to 12. 


‘‘(ii) INFLATION ADJUSTMENT.—In the case of any 
year beginning after 2016, each of the dollar amounts 
in subparagraph (B)(iii) shall be increased by an 
amount equal to— 


‘‘(I) such dollar amount, multiplied by 
‘‘(II) the cost-of-living adjustment determined 


under section 1(f)(3) for the calendar year in which 
the taxable year begins, determined by sub-
stituting ‘calendar year 2015’ for ‘calendar year 
1992’ in subparagraph (B) thereof. 


If any dollar amount increased under the preceding 
sentence is not a multiple of $50, such dollar amount 
shall be rounded to the next lowest multiple of $50. 


‘‘(3) OTHER DEFINITIONS.—For purposes of this subsection— 
‘‘(A) ELIGIBLE EMPLOYEE.—The term ‘eligible employee’ 


means any employee of an eligible employer, except that 
the terms of the arrangement may exclude from consider-
ation employees described in any clause of section 
105(h)(3)(B) (applied by substituting ‘90 days’ for ‘3 years’ 
in clause (i) thereof). 


‘‘(B) ELIGIBLE EMPLOYER.—The term ‘eligible employer’ 
means an employer that— 


‘‘(i) is not an applicable large employer as defined 
in section 4980H(c)(2), and 


‘‘(ii) does not offer a group health plan to any 
of its employees. 
‘‘(C) PERMITTED BENEFIT.—The term ‘permitted benefit’ 


means, with respect to any eligible employee, the maximum 
dollar amount of payments and reimbursements which may 
be made under the terms of the qualified small employer 
health reimbursement arrangement for the year with 
respect to such employee. 
‘‘(4) NOTICE.— 


‘‘(A) IN GENERAL.—An employer funding a qualified 
small employer health reimbursement arrangement for any 
year shall, not later than 90 days before the beginning 
of such year (or, in the case of an employee who is not 
eligible to participate in the arrangement as of the begin-
ning of such year, the date on which such employee is 
first so eligible), provide a written notice to each eligible 
employee which includes the information described in 
subparagraph (B). 


‘‘(B) CONTENTS OF NOTICE.—The notice required under 
subparagraph (A) shall include each of the following: 


‘‘(i) A statement of the amount which would be 
such eligible employee’s permitted benefit under the 
arrangement for the year. 
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‘‘(ii) A statement that the eligible employee should 
provide the information described in clause (i) to any 
health insurance exchange to which the employee 
applies for advance payment of the premium assistance 
tax credit. 


‘‘(iii) A statement that if the employee is not cov-
ered under minimum essential coverage for any month 
the employee may be subject to tax under section 
5000A for such month and reimbursements under the 
arrangement may be includible in gross income.’’. 


(2) LIMITATION ON EXCLUSION FROM GROSS INCOME.—Sec-
tion 106 of such Code is amended by adding at the end the 
following: 
‘‘(g) QUALIFIED SMALL EMPLOYER HEALTH REIMBURSEMENT 


ARRANGEMENT.—For purposes of this section and section 105, pay-
ments or reimbursements from a qualified small employer health 
reimbursement arrangement (as defined in section 9831(d)) of an 
individual for medical care (as defined in section 213(d)) shall 
not be treated as paid or reimbursed under employer-provided 
coverage for medical expenses under an accident or health plan 
if for the month in which such medical care is provided the indi-
vidual does not have minimum essential coverage (within the 
meaning of section 5000A(f)).’’. 


(3) COORDINATION WITH HEALTH INSURANCE PREMIUM 
CREDIT.—Section 36B(c) of such Code is amended by adding 
at the end the following new paragraph: 


‘‘(4) SPECIAL RULES FOR QUALIFIED SMALL EMPLOYER 
HEALTH REIMBURSEMENT ARRANGEMENTS.— 


‘‘(A) IN GENERAL.—The term ‘coverage month’ shall 
not include any month with respect to an employee (or 
any spouse or dependent of such employee) if for such 
month the employee is provided a qualified small employer 
health reimbursement arrangement which constitutes 
affordable coverage. 


‘‘(B) DENIAL OF DOUBLE BENEFIT.—In the case of any 
employee who is provided a qualified small employer health 
reimbursement arrangement for any coverage month 
(determined without regard to subparagraph (A)), the credit 
otherwise allowable under subsection (a) to the taxpayer 
for such month shall be reduced (but not below zero) by 
the amount described in subparagraph (C)(i)(II) for such 
month. 


‘‘(C) AFFORDABLE COVERAGE.—For purposes of subpara-
graph (A), a qualified small employer health reimburse-
ment arrangement shall be treated as constituting afford-
able coverage for a month if— 


‘‘(i) the excess of— 
‘‘(I) the amount that would be paid by the 


employee as the premium for such month for self- 
only coverage under the second lowest cost silver 
plan offered in the relevant individual health 
insurance market, over 


‘‘(II) 1⁄12 of the employee’s permitted benefit 
(as defined in section 9831(d)(3)(C)) under such 
arrangement, does not exceed— 
‘‘(ii) 1⁄12 of 9.5 percent of the employee’s household 


income. 
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‘‘(D) QUALIFIED SMALL EMPLOYER HEALTH REIMBURSE-
MENT ARRANGEMENT.—For purposes of this paragraph, the 
term ‘qualified small employer health reimbursement 
arrangement’ has the meaning given such term by section 
9831(d)(2). 


‘‘(E) COVERAGE FOR LESS THAN ENTIRE YEAR.—In the 
case of an employee who is provided a qualified small 
employer health reimbursement arrangement for less than 
an entire year, subparagraph (C)(i)(II) shall be applied 
by substituting ‘the number of months during the year 
for which such arrangement was provided’ for ‘12’. 


‘‘(F) INDEXING.—In the case of plan years beginning 
in any calendar year after 2014, the Secretary shall adjust 
the 9.5 percent amount under subparagraph (C)(ii) in the 
same manner as the percentages are adjusted under sub-
section (b)(3)(A)(ii).’’. 
(4) APPLICATION OF EXCISE TAX ON HIGH COST EMPLOYER- 


SPONSORED HEALTH COVERAGE.— 
(A) IN GENERAL.—Section 4980I(f)(4) of such Code is 


amended by adding at the end the following: ‘‘Section 
9831(d)(1) shall not apply for purposes of this section.’’. 


(B) DETERMINATION OF COST OF COVERAGE.—Section 
4980I(d)(2) of such Code is amended by redesignating 
subparagraph (D) as subparagraph (E) and by inserting 
after subparagraph (C) the following new subparagraph: 


‘‘(D) QUALIFIED SMALL EMPLOYER HEALTH REIMBURSE-
MENT ARRANGEMENTS.—In the case of applicable employer- 
sponsored coverage consisting of coverage under any quali-
fied small employer health reimbursement arrangement 
(as defined in section 9831(d)(2)), the cost of coverage shall 
be equal to the amount described in section 6051(a)(15).’’. 
(5) ENFORCEMENT OF NOTICE REQUIREMENT.—Section 6652 


of such Code is amended by adding at the end the following 
new subsection: 
‘‘(o) FAILURE TO PROVIDE NOTICES WITH RESPECT TO QUALIFIED 


SMALL EMPLOYER HEALTH REIMBURSEMENT ARRANGEMENTS.—In 
the case of each failure to provide a written notice as required 
by section 9831(d)(4), unless it is shown that such failure is due 
to reasonable cause and not willful neglect, there shall be paid, 
on notice and demand of the Secretary and in the same manner 
as tax, by the person failing to provide such written notice, an 
amount equal to $50 per employee per incident of failure to provide 
such notice, but the total amount imposed on such person for 
all such failures during any calendar year shall not exceed $2,500.’’. 


(6) REPORTING.— 
(A) W–2 REPORTING.—Section 6051(a) of such Code 


is amended by striking ‘‘and’’ at the end of paragraph 
(13), by striking the period at the end of paragraph (14) 
and inserting ‘‘, and’’, and by inserting after paragraph 
(14) the following new paragraph: 
‘‘(15) the total amount of permitted benefit (as defined 


in section 9831(d)(3)(C)) for the year under a qualified small 
employer health reimbursement arrangement (as defined in 
section 9831(d)(2)) with respect to the employee.’’. 


(B) INFORMATION REQUIRED TO BE PROVIDED BY 
EXCHANGE SUBSIDY APPLICANTS.—Section 1411(b)(3) of the 
Patient Protection and Affordable Care Act is amended 
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by redesignating subparagraph (B) as subparagraph (C) 
and by inserting after subparagraph (A) the following new 
subparagraph: 


‘‘(B) CERTAIN INDIVIDUAL HEALTH INSURANCE POLICIES 
OBTAINED THROUGH SMALL EMPLOYERS.—The amount of the 
enrollee’s permitted benefit (as defined in section 
9831(d)(3)(C) of the Internal Revenue Code of 1986) under 
a qualified small employer health reimbursement arrange-
ment (as defined in section 9831(d)(2) of such Code).’’. 
(7) EFFECTIVE DATES.— 


(A) IN GENERAL.—Except as otherwise provided in this 
paragraph, the amendments made by this subsection shall 
apply to years beginning after December 31, 2016. 


(B) TRANSITION RELIEF.—The relief under Treasury 
Notice 2015–17 shall be treated as applying to any plan 
year beginning on or before December 31, 2016. 


(C) COORDINATION WITH HEALTH INSURANCE PREMIUM 
CREDIT.—The amendments made by paragraph (3) shall 
apply to taxable years beginning after December 31, 2016. 


(D) EMPLOYEE NOTICE.— 
(i) IN GENERAL.—The amendments made by para-


graph (5) shall apply to notices with respect to years 
beginning after December 31, 2016. 


(ii) TRANSITION RELIEF.—For purposes of section 
6652(o) of the Internal Revenue Code of 1986 (as added 
by this Act), a person shall not be treated as failing 
to provide a written notice as required by section 
9831(d)(4) of such Code if such notice is so provided 
not later than 90 days after the date of the enactment 
of this Act. 
(E) W–2 REPORTING.—The amendments made by para-


graph (6)(A) shall apply to calendar years beginning after 
December 31, 2016. 


(F) INFORMATION PROVIDED BY EXCHANGE SUBSIDY 
APPLICANTS.— 


(i) IN GENERAL.—The amendments made by para-
graph (6)(B) shall apply to applications for enrollment 
made after December 31, 2016. 


(ii) VERIFICATION.—Verification under section 1411 
of the Patient Protection and Affordable Care Act of 
information provided under section 1411(b)(3)(B) of 
such Act shall apply with respect to months beginning 
after October 2016. 


(iii) TRANSITIONAL RELIEF.—In the case of an 
application for enrollment under section 1411(b) of the 
Patient Protection and Affordable Care Act made before 
April 1, 2017, the requirement of section 1411(b)(3)(B) 
of such Act shall be treated as met if the information 
described therein is provided not later than 30 days 
after the date on which the applicant receives the 
notice described in section 9831(d)(4) of the Internal 
Revenue Code of 1986. 


(8) SUBSTANTIATION REQUIREMENTS.—The Secretary of the 
Treasury (or his designee) may issue substantiation require-
ments as necessary to carry out this subsection. 
(b) AMENDMENTS TO THE EMPLOYEE RETIREMENT INCOME SECU-


RITY ACT OF 1974.— 


26 USC 36B note. 


26 USC 36B note. 
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LEGISLATIVE HISTORY—H.R. 34: 
SENATE REPORTS: No. 114–146 (Comm. on Commerce, Science, and Transporta-


tion). 
CONGRESSIONAL RECORD: 


Vol. 161 (2015): Jan. 7, considered and passed House. 
Oct. 6, considered and passed Senate, amended. 


Vol. 162 (2016): Nov. 30, House concurred in Senate amendment with an 
amendment. 


Dec. 1, 5–7, Senate considered and concurred in House 
amendment. 


DAILY COMPILATION OF PRESIDENTIAL DOCUMENTS (2016): 
Dec. 13, Presidential remarks. 


Æ 


(1) IN GENERAL.—Section 733(a)(1) of the Employee Retire-
ment Income Security Act of 1974 (29 U.S.C. 1191b(a)(1)) is 
amended by adding at the end the following: ‘‘Such term shall 
not include any qualified small employer health reimbursement 
arrangement (as defined in section 9831(d)(2) of the Internal 
Revenue Code of 1986).’’. 


(2) EXCEPTION FROM CONTINUATION COVERAGE REQUIRE-
MENTS, ETC.—Section 607(1) of such Act (29 U.S.C. 1167(1)) 
is amended by adding at the end the following: ‘‘Such term 
shall not include any qualified small employer health 
reimbursement arrangement (as defined in section 9831(d)(2) 
of the Internal Revenue Code of 1986).’’. 


(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to plan years beginning after December 
31, 2016. 
(c) AMENDMENTS TO THE PUBLIC HEALTH SERVICE ACT.— 


(1) IN GENERAL.—Section 2791(a)(1) of the Public Health 
Service Act (42 U.S.C. 300gg–91(a)(1)) is amended by adding 
at the end the following: ‘‘Except for purposes of part C of 
title XI of the Social Security Act (42 U.S.C. 1320d et seq.), 
such term shall not include any qualified small employer health 
reimbursement arrangement (as defined in section 9831(d)(2) 
of the Internal Revenue Code of 1986).’’. 


(2) EXCEPTION FROM CONTINUATION COVERAGE REQUIRE-
MENTS.—Section 2208(1) of the Public Health Service Act (42 
U.S.C. 300bb–8(1)) is amended by adding at the end the fol-
lowing: ‘‘Such term shall not include any qualified small 
employer health reimbursement arrangement (as defined in 
section 9831(d)(2) of the Internal Revenue Code of 1986).’’. 


(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to plan years beginning after December 
31, 2016. 


Approved December 13, 2016. 


42 USC 300bb–8 
note. 


29 USC 1167 
note. 
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H. R. 1892 


One Hundred Fifteenth Congress 
of the 


United States of America 
AT THE SECOND SESSION 


Begun and held at the City of Washington on Wednesday, 
the third day of January, two thousand and eighteen 


An Act 
To amend title 4, United States Code, to provide for the flying of the flag at 
half-staff in the event of the death of a first responder in the line of duty. 


Be it enacted by the Senate and House of Representatives of 
the United States of America in Congress assembled, 
SECTION 1. SHORT TITLE. 


This Act may be cited as the ‘‘Bipartisan Budget Act of 2018’’. 


DIVISION A—HONORING HOMETOWN 
HEROES ACT 


SECTION 10101. SHORT TITLE. 


This division may be cited as the ‘‘Honoring Hometown Heroes 
Act’’. 
SEC. 10102. PERMITTING THE FLAG TO BE FLOWN AT HALF-STAFF 


IN THE EVENT OF THE DEATH OF A FIRST RESPONDER 
SERVING IN THE LINE OF DUTY. 


(a) AMENDMENT.—The sixth sentence of section 7(m) of title 
4, United States Code, is amended— 


(1) by striking ‘‘or’’ after ‘‘possession of the United States’’ 
and inserting a comma; 


(2) by inserting ‘‘or the death of a first responder working 
in any State, territory, or possession who dies while serving 
in the line of duty,’’ after ‘‘while serving on active duty,’’; 


(3) by striking ‘‘and’’ after ‘‘former officials of the District 
of Columbia’’ and inserting a comma; and 


(4) by inserting before the period the following: ‘‘, and 
first responders working in the District of Columbia’’. 
(b) FIRST RESPONDER DEFINED.—Such subsection is further 


amended— 
(1) in paragraph (2), by striking ‘‘, United States Code; 


and’’ and inserting a semicolon; 
(2) in paragraph (3), by striking the period at the end 


and inserting ‘‘; and’’; and 
(3) by adding at the end the following new paragraph: 
‘‘(4) the term ‘first responder’ means a ‘public safety officer’ 


as defined in section 1204 of title I of the Omnibus Crime 
Control and Safe Streets Act of 1968 (34 U.S.C. 10284).’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 


shall apply with respect to deaths of first responders occurring 
on or after the date of the enactment of this Act. 
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DIVISION B—SUPPLEMENTAL APPROPRIATIONS, TAX 
RELIEF, AND MEDICAID CHANGES RELATING TO CER-
TAIN DISASTERS AND FURTHER EXTENSION OF CON-
TINUING APPROPRIATIONS 


Subdivision 1—Further Additional Supplemental 
Appropriations for Disaster Relief Requirements Act, 2018 


The following sums in this subdivision are appropriated, out 
of any money in the Treasury not otherwise appropriated, for the 
fiscal year ending September 30, 2018 and for other purposes, 
namely: 


TITLE I 


DEPARTMENT OF AGRICULTURE 


AGRICULTURAL PROGRAMS 


PROCESSING, RESEARCH AND MARKETING 


OFFICE OF THE SECRETARY 


For an additional amount for the ‘‘Office of the Secretary’’, 
$2,360,000,000, which shall remain available until December 31, 
2019, for necessary expenses related to crops, trees, bushes, and 
vine losses related to the consequences of Hurricanes Harvey, Irma, 
Maria, and other hurricanes and wildfires occurring in calendar 
year 2017 under such terms and conditions as determined by the 
Secretary: Provided, That the Secretary may provide assistance 
for such losses in the form of block grants to eligible states and 
territories: Provided further, That the total amount of payments 
received under this heading and applicable policies of crop insurance 
under the Federal Crop Insurance Act (7 U.S.C. 1501 et seq.) 
or the Noninsured Crop Disaster Assistance Program (NAP) under 
section 196 of the Federal Agriculture Improvement and Reform 
Act of 1996 (7 U.S.C. 7333) shall not exceed 85 percent of the 
loss as determined by the Secretary: Provided further, That the 
total amount of payments received under this heading for producers 
who did not obtain a policy or plan of insurance for an insurable 
commodity for the 2017 crop year, or 2018 crop year as applicable, 
under the Federal Crop Insurance Act (7 U.S.C. 1501 et seq.) 
for the crop incurring the losses or did not file the required paper-
work and pay the service fee by the applicable State filing deadline 
for a noninsurable commodity for the 2017 crop year, or 2018 
crop year as applicable, under NAP for the crop incurring the 
losses shall not exceed 65 percent of the loss as determined by 
the Secretary: Provided further, That producers receiving payments 
under this heading, as determined by the Secretary, shall be 
required to purchase crop insurance where crop insurance is avail-
able for the next two available crop years, and producers receiving 
payments under this heading shall be required to purchase coverage 
under NAP where crop insurance is not available in the next 
two available crop years, as determined by the Secretary: Provided 
further, That, not later than 90 days after the end of fiscal year 
2018, the Secretary shall submit a report to the Congress specifying 
the type, amount, and method of such assistance by state and 
territory and the status of the amounts obligated and plans for 
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further expenditure and include improvements that can be made 
to Federal Crop Insurance policies, either administratively or legis-
latively, to increase participation, particularly among underserved 
producers, in higher levels of coverage in future years for crops 
qualifying for assistance under this heading: Provided further, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


OFFICE OF INSPECTOR GENERAL 


For an additional amount for ‘‘Office of Inspector General’’, 
$2,500,000, to remain available until expended, for oversight and 
audit of programs, grants, and activities funded by this subdivision 
and administered by the Department of Agriculture: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


AGRICULTURAL RESEARCH SERVICE 


BUILDINGS AND FACILITIES 


For an additional amount for ‘‘Buildings and Facilities’’, 
$22,000,000, to remain available until expended, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


FARM SERVICE AGENCY 


EMERGENCY CONSERVATION PROGRAM 


For an additional amount for the ‘‘Emergency Conservation 
Program’’, for necessary expenses related to the consequences of 
Hurricanes Harvey, Irma, and Maria and of wildfires occurring 
in calendar year 2017, and other natural disasters, $400,000,000, 
to remain available until expended: Provided, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


NATURAL RESOURCES CONSERVATION SERVICE 


WATERSHED AND FLOOD PREVENTION OPERATIONS 


For an additional amount for ‘‘Watershed and Flood Prevention 
Operations’’, for necessary expenses for the Emergency Watershed 
Protection Program related to the consequences of Hurricanes 
Harvey, Irma, and Maria and of wildfires occurring in calendar 
year 2017, and other natural disasters, $541,000,000, to remain 
available until expended: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 
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RURAL DEVELOPMENT PROGRAMS 


RURAL HOUSING SERVICE 


RURAL HOUSING INSURANCE FUND PROGRAM ACCOUNT 


For an additional amount for ‘‘Rural Housing Insurance Fund 
Program Account’’, $18,672,000, to remain available until Sep-
tember 30, 2019, for the cost of direct loans, including the cost 
of modifying loans as defined in section 502 of the Congressional 
Budget Act of 1974, for the rehabilitation of section 515 rental 
housing (42 U.S.C. 1485) in areas impacted by Hurricanes Harvey, 
Irma, and Maria where owners were not required to carry national 
flood insurance: Provided, That such amount is designated by the 
Congress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


RURAL UTILITIES SERVICE 


RURAL WATER AND WASTE DISPOSAL PROGRAM ACCOUNT 


For an additional amount for the ‘‘Rural Water and Waste 
Disposal Program Account’’, $165,475,000, to remain available until 
expended, for grants to repair drinking water systems and sewer 
and solid waste disposal systems impacted by Hurricanes Harvey, 
Irma, and Maria: Provided, That not to exceed $2,000,000 of the 
amount appropriated under this heading shall be for technical 
assistance grants for rural water and waste systems pursuant to 
section 306(a)(22) of the Consolidated Farm and Rural Development 
Act: Provided further, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


DOMESTIC FOOD PROGRAMS 


FOOD AND NUTRITION SERVICE 


SPECIAL SUPPLEMENTAL NUTRITION PROGRAM FOR WOMEN, INFANTS, 
AND CHILDREN (WIC) 


For an additional amount for the ‘‘Special Supplemental Nutri-
tion Program for Women, Infants, and Children’’, $14,000,000, to 
remain available until September 30, 2019, for infrastructure grants 
to the Commonwealth of Puerto Rico and the U.S. Virgin Islands 
to assist in the repair and restoration of buildings, equipment, 
technology, and other infrastructure damaged as a consequence 
of Hurricanes Irma and Maria: Provided, That such amount is 
designated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985. 


COMMODITY ASSISTANCE PROGRAM 


For an additional amount for ‘‘Commodity Assistance Program’’ 
for the emergency food assistance program as authorized by section 
27(a) of the Food and Nutrition Act of 2008 (7 U.S.C. 2036(a)) 
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and section 204(a)(1) of the Emergency Food Assistance Act of 
1983 (7 U.S.C. 7508(a)(1)), $24,000,000, to remain available until 
September 30, 2019, for necessary expenses of those jurisdictions 
that received a major disaster or emergency declaration pursuant 
to section 401 or 501, respectively, of the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5170, 5191) related 
to the consequences of Hurricanes Harvey, Irma, and Maria or 
due to wildfires in 2017: Provided, That notwithstanding any other 
provisions of the Emergency Food Assistance Act of 1983, the Sec-
retary of Agriculture may provide resources to Puerto Rico, the 
Virgin Islands of the United States, and affected States, as deter-
mined by the Secretary, to assist affected families and individuals 
without regard to sections 204 and 214 of such Act (7 U.S.C. 
7508, 7515) by allocating additional foods and funds for administra-
tive expenses from resources specifically appropriated, transferred, 
or reprogrammed: Provided further, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


RELATED AGENCIES AND FOOD AND DRUG 
ADMINISTRATION 


DEPARTMENT OF HEALTH AND HUMAN SERVICES 


FOOD AND DRUG ADMINISTRATION 


BUILDINGS AND FACILITIES 


(INCLUDING TRANSFER OF FUNDS) 


For an additional amount for ‘‘Buildings and Facilities’’, 
$7,600,000, to remain available until expended, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria: Provided, That such amount may be transferred to 
‘‘Department of Health and Human Services—Food and Drug 
Administration—Salaries and Expenses’’ for costs related to repair 
of facilities, for replacement of equipment, and for other increases 
in facility-related costs: Provided further, That obligations incurred 
for the purposes provided herein prior to the date of enactment 
of this subdivision may be charged to funds appropriated by this 
paragraph: Provided further, That such amount is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


GENERAL PROVISION—THIS TITLE 


SEC. 20101. (a) Section 1501(b) of the Agricultural Act of 2014 
(7 U.S.C. 9081(b)) is amended— 


(1) in paragraph (1), in the matter before subparagraph 
(A), by inserting ‘‘sold livestock for a reduced sale price, or 
both’’ after ‘‘normal mortality,’’; 


(2) in paragraph (2), by striking ‘‘applicable livestock on 
the day before the date of death of the livestock, as determined 
by the Secretary.’’ and inserting the following: 
‘‘affected livestock, as determined by the Secretary, on, as 
applicable— 
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‘‘(A) the day before the date of death of the livestock; 
or 


‘‘(B) the day before the date of the event that caused 
the harm to the livestock that resulted in a reduced sale 
price.’’; and 
(3) by adding at the end the following new paragraph: 
‘‘(4) A payment made under paragraph (1) to an eligible 


producer on a farm that sold livestock for a reduced sale price 
shall— 


‘‘(A) be made if the sale occurs within a reasonable 
period following the event, as determined by the Secretary; 
and 


‘‘(B) be reduced by the amount that the producer 
received for the sale.’’. 


(b) Section 1501(d)(1) of the Agricultural Act of 2014 (7 U.S.C. 
9081(d)(1)) is amended by striking ‘‘not more than $20,000,000 
of’’. 


(c) Section 1501(e)(4)(C) of the Agricultural Act of 2014 (7 
U.S.C. 9081(e)(4)(C)) is amended by striking ‘‘500 acres’’ and 
inserting ‘‘1,000 acres’’. 


(d) Section 1501 of the Agricultural Act of 2014 (7 U.S.C. 
9081) is amended— 


(1) in subsection (e)(4)— 
(A) by striking subparagraph (B); and 
(B) by redesignating subparagraph (C), as amended 


by subsection (c), as subparagraph (B); and 
(2) in subsection (f)(2), by striking ‘‘subsection (e)’’ and 


inserting ‘‘subsections (b) and (e)’’. 
(e) Section 1501 of the Agricultural Act of 2014 (7 U.S.C. 


9081), as amended by this section, shall apply with respect to 
losses described in such section 1501 incurred on or after January 
1, 2017. 


(f) The amounts provided by subsections (a) through (e) for 
fiscal year 2018 are designated by the Congress as being for an 
emergency requirement pursuant to section 251(b)(2)(A)(i) of the 
Balanced Budget and Emergency Deficit Control Act of 1985. 


TITLE II 


DEPARTMENT OF COMMERCE 


ECONOMIC DEVELOPMENT ADMINISTRATION 


ECONOMIC DEVELOPMENT ASSISTANCE PROGRAMS 


(INCLUDING TRANSFERS OF FUNDS) 


Pursuant to section 703 of the Public Works and Economic 
Development Act (42 U.S.C. 3233), for an additional amount for 
‘‘Economic Development Assistance Programs’’ for necessary 
expenses related to flood mitigation, disaster relief, long-term 
recovery, and restoration of infrastructure in areas that received 
a major disaster designation as a result of Hurricanes Harvey, 
Irma, and Maria, and of wildfires and other natural disasters occur-
ring in calendar year 2017 under the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5121 et seq.), 
$600,000,000, to remain available until expended: Provided, That 
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the amount provided under this heading is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985: Provided further, That within the amount appro-
priated, up to 2 percent of funds may be transferred to the ‘‘Salaries 
and Expenses’’ account for administration and oversight activities: 
Provided further, That within the amount appropriated, $1,000,000 
shall be transferred to the ‘‘Office of Inspector General’’ account 
for carrying out investigations and audits related to the funding 
provided under this heading. 


NATIONAL OCEANIC AND ATMOSPHERIC ADMINISTRATION 


OPERATIONS, RESEARCH, AND FACILITIES 


For an additional amount for ‘‘Operations, Research, and Facili-
ties’’ for necessary expenses related to the consequences of Hurri-
canes Harvey, Irma, and Maria, $120,904,000, to remain available 
until September 30, 2019, as follows: 


(1) $12,904,000 for repair and replacement of observing 
assets, Federal real property, and equipment; 


(2) $18,000,000 for marine debris assessment and removal; 
(3) $40,000,000 for mapping, charting, and geodesy services; 


and 
(4) $50,000,000 to improve weather forecasting, hurricane 


intensity forecasting and flood forecasting and mitigation 
capabilities, including data assimilation from ocean observing 
platforms and satellites: 


Provided, That the amount provided under this heading is des-
ignated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985: Provided further, That the 
National Oceanic and Atmospheric Administration shall submit 
a spending plan to the Committees on Appropriations of the House 
of Representatives and the Senate within 45 days after the date 
of enactment of this subdivision. 


PROCUREMENT, ACQUISITION AND CONSTRUCTION 


For an additional amount for ‘‘Procurement, Acquisition and 
Construction’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $79,232,000, to remain 
available until September 30, 2020, as follows: 


(1) $29,232,000 for repair and replacement of Federal real 
property and observing assets; and 


(2) $50,000,000 for improvements to operational and 
research weather supercomputing infrastructure and for 
improvement of satellite ground services used in hurricane 
intensity and track prediction: 


Provided, That the amount provided under this heading is des-
ignated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985: Provided further, That the 
National Oceanic and Atmospheric Administration shall submit 
a spending plan to the Committees on Appropriations of the House 
of Representatives and the Senate within 45 days after the date 
of enactment of this subdivision. 
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FISHERIES DISASTER ASSISTANCE 


For an additional amount for ‘‘Fisheries Disaster Assistance’’ 
for necessary expenses associated with the mitigation of fishery 
disasters, $200,000,000, to remain available until expended: Pro-
vided, That funds shall be used for mitigating the effects of commer-
cial fishery failures and fishery resource disasters declared by the 
Secretary of Commerce in calendar year 2017, as well those declared 
by the Secretary to be a direct result of Hurricanes Harvey, Irma, 
or Maria: Provided further, That the amount provided under this 
heading is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 


DEPARTMENT OF JUSTICE 


UNITED STATES MARSHALS SERVICE 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $2,500,000: Provided, That the amount provided 
under this heading is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


FEDERAL BUREAU OF INVESTIGATION 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $21,200,000: Provided, That the amount provided 
under this heading is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


DRUG ENFORCEMENT ADMINISTRATION 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $11,500,000: Provided, That the amount provided 
under this heading is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


FEDERAL PRISON SYSTEM 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $16,000,000: Provided, That the amount provided 
under this heading is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 
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BUILDINGS AND FACILITIES 


For an additional amount for ‘‘Buildings and Facilities’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $34,000,000, to remain available until 
expended: Provided, That the amount provided under this heading 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


SCIENCE 


NATIONAL AERONAUTICS AND SPACE ADMINISTRATION 


CONSTRUCTION AND ENVIRONMENTAL COMPLIANCE AND RESTORATION 


For an additional amount for ‘‘Construction and Environmental 
Compliance and Restoration’’ for repairs at National Aeronautics 
and Space Administration facilities damaged by hurricanes during 
2017, $81,300,000, to remain available until expended: Provided, 
That the amount provided under this heading is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


NATIONAL SCIENCE FOUNDATION 


RESEARCH AND RELATED ACTIVITIES 


For an additional amount for ‘‘Research and Related Activities’’ 
for necessary expenses to repair National Science Foundation radio 
observatory facilities damaged by hurricanes that occurred during 
2017, $16,300,000, to remain available until expended: Provided, 
That the amount provided under this heading is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985: Provided further, That the National 
Science Foundation shall submit a spending plan to the Committees 
on Appropriations of the House of Representatives and the Senate 
within 45 days after the date of enactment of this subdivision. 


RELATED AGENCIES 


LEGAL SERVICES CORPORATION 


PAYMENT TO THE LEGAL SERVICES CORPORATION 


For an additional amount for ‘‘Payment to the Legal Services 
Corporation’’ to carry out the purposes of the Legal Services Cor-
poration Act by providing for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria and of the 
calendar year 2017 wildfires, $15,000,000: Provided, That the 
amount made available under this heading shall be used only 
to provide the mobile resources, technology, and disaster coordina-
tors necessary to provide storm-related services to the Legal Serv-
ices Corporation client population and only in the areas significantly 
affected by Hurricanes Harvey, Irma, and Maria and by the cal-
endar year 2017 wildfires: Provided further, That such amount 
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is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985: Provided further, That 
none of the funds appropriated in this subdivision to the Legal 
Services Corporation shall be expended for any purpose prohibited 
or limited by, or contrary to any of the provisions of, sections 
501, 502, 503, 504, 505, and 506 of Public Law 105–119, and 
all funds appropriated in this subdivision to the Legal Services 
Corporation shall be subject to the same terms and conditions 
set forth in such sections, except that all references in sections 
502 and 503 to 1997 and 1998 shall be deemed to refer instead 
to 2017 and 2018, respectively, and except that sections 501 and 
503 of Public Law 104–134 (referenced by Public Law 105–119) 
shall not apply to the amount made available under this heading: 
Provided further, That, for the purposes of this subdivision, the 
Legal Services Corporation shall be considered an agency of the 
United States Government. 


GENERAL PROVISION—THIS TITLE 


SEC. 20201. (a) In recognition of the consistency of the Mid- 
Barataria Sediment Diversion, Mid-Breton Sound Sediment Diver-
sion, and Calcasieu Ship Channel Salinity Control Measures 
projects, as selected by the 2017 Louisiana Comprehensive Master 
Plan for a Sustainable Coast, with the findings and policy declara-
tions in section 2(6) of the Marine Mammal Protection Act (16 
U.S.C. 1361 et seq., as amended) regarding maintaining the health 
and stability of the marine ecosystem, within 120 days of the 
enactment of this section, the Secretary of Commerce shall issue 
a waiver pursuant to section 101(a)(3)(A) and this section to section 
101(a) and section 102(a) of the Act, for such projects that will 
remain in effect for the duration of the construction, operations 
and maintenance of the projects. No rulemaking, permit, determina-
tion, or other condition or limitation shall be required when issuing 
a waiver pursuant to this section. 


(b) Upon issuance of a waiver pursuant to this section, the 
State of Louisiana shall, in consultation with the Secretary of 
Commerce: 


(1) To the extent practicable and consistent with the pur-
poses of the projects, minimize impacts on marine mammal 
species and population stocks; and 


(2) Monitor and evaluate the impacts of the projects on 
such species and population stocks. 


TITLE III 


DEPARTMENT OF DEFENSE 


DEPARTMENT OF DEFENSE—MILITARY 


OPERATION AND MAINTENANCE 


OPERATION AND MAINTENANCE, ARMY 


For an additional amount for ‘‘Operation and Maintenance, 
Army’’, $20,110,000, for necessary expenses related to the con-
sequences of Hurricanes Harvey, Irma, and Maria: Provided, That 
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such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, NAVY 


For an additional amount for ‘‘Operation and Maintenance, 
Navy’’, $267,796,000, for necessary expenses related to the con-
sequences of Hurricanes Harvey, Irma, and Maria: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, MARINE CORPS 


For an additional amount for ‘‘Operation and Maintenance, 
Marine Corps’’, $17,920,000, for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria: Provided, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, AIR FORCE 


For an additional amount for ‘‘Operation and Maintenance, 
Air Force’’, $20,916,000, for necessary expenses related to the con-
sequences of Hurricanes Harvey, Irma, and Maria: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, DEFENSE-WIDE 


For an additional amount for ‘‘Operation and Maintenance, 
Defense-Wide’’, $2,650,000, for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria: Provided, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, ARMY RESERVE 


For an additional amount for ‘‘Operation and Maintenance, 
Army Reserve’’, $12,500,000, for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria: Provided, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, NAVY RESERVE 


For an additional amount for ‘‘Operation and Maintenance, 
Navy Reserve’’, $2,922,000, for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria: Provided, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 
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OPERATION AND MAINTENANCE, AIR FORCE RESERVE 


For an additional amount for ‘‘Operation and Maintenance, 
Air Force Reserve’’, $5,770,000, for necessary expenses related to 
the consequences of Hurricanes Harvey, Irma, and Maria: Provided, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


OPERATION AND MAINTENANCE, ARMY NATIONAL GUARD 


For an additional amount for ‘‘Operation and Maintenance, 
Army National Guard’’, $55,471,000, for necessary expenses related 
to the consequences of Hurricanes Harvey, Irma, and Maria: Pro-
vided, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


PROCUREMENT 


OTHER PROCUREMENT, NAVY 


For an additional amount for ‘‘Other Procurement, Navy’’ 
$18,000,000, to remain available until September 30, 2020, for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


REVOLVING AND MANAGEMENT FUNDS 


DEFENSE WORKING CAPITAL FUNDS 


For an additional amount for ‘‘Defense Working Capital Funds’’ 
for the Navy Working Capital Fund, $9,486,000, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


OTHER DEPARTMENT OF DEFENSE PROGRAMS 


DEFENSE HEALTH PROGRAM 


For an additional amount for operation and maintenance for 
‘‘Defense Health Program’’, $704,000, for necessary expenses related 
to the consequences of Hurricanes Harvey, Irma, and Maria: Pro-
vided, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 
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TITLE IV 


CORPS OF ENGINEERS—CIVIL 


DEPARTMENT OF THE ARMY 


INVESTIGATIONS 


For an additional amount for ‘‘Investigations’’ for necessary 
expenses related to the completion, or initiation and completion, 
of flood and storm damage reduction, including shore protection, 
studies which are currently authorized or which are authorized 
after the date of enactment of this subdivision, to reduce risk 
from future floods and hurricanes, at full Federal expense, 
$135,000,000, to remain available until expended: Provided, That 
of such amount, not less than $75,000,000 is available for such 
studies in States and insular areas that were impacted by Hurri-
canes Harvey, Irma, and Maria: Provided further, That funds made 
available under this heading shall be for high-priority studies of 
projects in States and insular areas with more than one flood- 
related major disaster declared pursuant to the Robert T. Stafford 
Disaster Relief and Emergency Assistance Act (42 U.S.C. 5121 
et seq.) in calendar years 2014, 2015, 2016, or 2017: Provided 
further, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985: 
Provided further, That the Assistant Secretary of the Army for 
Civil Works shall provide a monthly report to the Committees 
on Appropriations of the House of Representatives and the Senate 
detailing the allocation and obligation of these funds, including 
new studies selected to be initiated using funds provided under 
this heading, beginning not later than 60 days after the enactment 
of this subdivision. 


CONSTRUCTION 


For an additional amount for ‘‘Construction’’ for necessary 
expenses to address emergency situations at Corps of Engineers 
projects, and to construct, and rehabilitate and repair damages 
caused by natural disasters, to Corps of Engineers projects, 
$15,055,000,000, to remain available until expended: Provided, That 
of such amount, $15,000,000,000 is available to construct flood 
and storm damage reduction, including shore protection, projects 
which are currently authorized or which are authorized after the 
date of enactment of this subdivision, and flood and storm damage 
reduction, including shore protection, projects which have signed 
Chief’s Reports as of the date of enactment of this subdivision 
or which are studied using funds provided under the heading ‘‘Inves-
tigations’’ if the Secretary determines such projects to be technically 
feasible, economically justified, and environmentally acceptable, in 
States and insular areas with more than one flood-related major 
disaster declared pursuant to the Robert T. Stafford Disaster Relief 
and Emergency Assistance Act (42 U.S.C. 5121 et seq.) in calendar 
years 2014, 2015, 2016, or 2017: Provided further, That of the 
amounts in the preceding proviso, not less than $10,425,000,000 
shall be available for such projects within States and insular areas 
that were impacted by Hurricanes Harvey, Irma, and Maria: Pro-
vided further, That all repair, rehabilitation, study, design, and 
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construction of Corps of Engineers projects in Puerto Rico and 
the United States Virgin Islands, using funds provided under this 
heading, shall be conducted at full Federal expense: Provided fur-
ther, That for projects receiving funding under this heading, the 
provisions of section 902 of the Water Resources Development Act 
of 1986 shall not apply to these funds: Provided further, That 
the completion of ongoing construction projects receiving funds pro-
vided under this heading shall be at full Federal expense with 
respect to such funds: Provided further, That using funds provided 
under this heading, the non-Federal cash contribution for projects 
eligible for funding pursuant to the first proviso shall be financed 
in accordance with the provisions of section 103(k) of Public Law 
99–662 over a period of 30 years from the date of completion 
of the project or separable element: Provided further, That up 
to $50,000,000 of the funds made available under this heading 
shall be used for continuing authorities projects to reduce the risk 
of flooding and storm damage: Provided further, That any projects 
using funds appropriated under this heading shall be initiated 
only after non-Federal interests have entered into binding agree-
ments with the Secretary requiring, where applicable, the non- 
Federal interests to pay 100 percent of the operation, maintenance, 
repair, replacement, and rehabilitation costs of the project and 
to hold and save the United States free from damages due to 
the construction or operation and maintenance of the project, except 
for damages due to the fault or negligence of the United States 
or its contractors: Provided further, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985: Provided further, That the Assistant 
Secretary of the Army for Civil Works shall provide a monthly 
report to the Committees on Appropriations of the House of Rep-
resentatives and the Senate detailing the allocation and obligation 
of these funds, beginning not later than 60 days after the enactment 
of this subdivision. 


MISSISSIPPI RIVER AND TRIBUTARIES 


For an additional amount for ‘‘Mississippi River and Tribu-
taries’’ for necessary expenses to address emergency situations at 
Corps of Engineers projects, and to construct, and rehabilitate and 
repair damages to Corps of Engineers projects, caused by natural 
disasters, $770,000,000, to remain available until expended: Pro-
vided, That of such amount, $400,000,000 is available to construct 
flood and storm damage reduction projects which are currently 
authorized or which are authorized after the date of enactment 
of this subdivision: Provided further, That such amount is des-
ignated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985: Provided further, That the 
Assistant Secretary of the Army for Civil Works shall provide 
a monthly report to the Committees on Appropriations of the House 
of Representatives and the Senate detailing the allocation and 
obligation of these funds, beginning not later than 60 days after 
the enactment of this subdivision. 
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OPERATION AND MAINTENANCE 


For an additional amount for ‘‘Operation and Maintenance’’ 
for necessary expenses to dredge Federal navigation projects in 
response to, and repair damages to Corps of Engineers Federal 
projects caused by, natural disasters, $608,000,000, to remain avail-
able until expended, of which such sums as are necessary to cover 
the Federal share of eligible operation and maintenance costs for 
coastal harbors and channels, and for inland harbors shall be 
derived from the Harbor Maintenance Trust Fund: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985: Provided 
further, That the Assistant Secretary of the Army for Civil Works 
shall provide a monthly report to the Committees on Appropriations 
of the House of Representatives and the Senate detailing the alloca-
tion and obligation of these funds, beginning not later than 60 
days after the enactment of this subdivision. 


FLOOD CONTROL AND COASTAL EMERGENCIES 


For an additional amount for ‘‘Flood Control and Coastal Emer-
gencies’’, as authorized by section 5 of the Act of August 18, 1941 
(33 U.S.C. 701n), for necessary expenses to prepare for flood, hurri-
cane and other natural disasters and support emergency operations, 
repairs, and other activities in response to such disasters, as author-
ized by law, $810,000,000, to remain available until expended: 
Provided, That funding utilized for authorized shore protection 
projects shall restore such projects to the full project profile at 
full Federal expense: Provided further, That such amount is des-
ignated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985: Provided further, That the 
Assistant Secretary of the Army for Civil Works shall provide 
a monthly report to the Committees on Appropriations of the House 
of Representatives and the Senate detailing the allocation and 
obligation of these funds, beginning not later than 60 days after 
the enactment of this subdivision. 


EXPENSES 


For an additional amount for ‘‘Expenses’’ for necessary expenses 
to administer and oversee the obligation and expenditure of 
amounts provided in this title for the Corps of Engineers, 
$20,000,000, to remain available until expended: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985: Provided 
further, That the Assistant Secretary of the Army for Civil Works 
shall provide a monthly report to the Committees on Appropriations 
of the House of Representatives and the Senate detailing the alloca-
tion and obligation of these funds, beginning not later than 60 
days after enactment of this subdivision. 
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DEPARTMENT OF ENERGY 


ENERGY PROGRAMS 


ELECTRICITY DELIVERY AND ENERGY RELIABILITY 


For an additional amount for ‘‘Electricity Delivery and Energy 
Reliability’’, $13,000,000, to remain available until expended, for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, including technical assistance related 
to electric grids: Provided, That such amount is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


STRATEGIC PETROLEUM RESERVE 


For an additional amount for ‘‘Strategic Petroleum Reserve’’, 
$8,716,000, to remain available until expended, for necessary 
expenses related to damages caused by Hurricanes Harvey, Irma, 
and Maria: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


GENERAL PROVISIONS—THIS TITLE 


SEC. 20401. In fiscal year 2018, and each fiscal year thereafter, 
the Chief of Engineers of the U.S. Army Corps of Engineers shall 
transmit to the Congress, after reasonable opportunity for comment, 
but without change, by the Assistant Secretary of the Army for 
Civil Works, a monthly report, the first of which shall be trans-
mitted to Congress not later than 2 days after the date of enactment 
of this subdivision and monthly thereafter, which includes detailed 
estimates of damages to each Corps of Engineers project, caused 
by natural disasters or otherwise. 


SEC. 20402. From the unobligated balances of amounts made 
available to the U.S. Army Corps of Engineers, $518,900,000 under 
the heading ‘‘Corps of Engineers—Civil, Flood Control and Coastal 
Emergencies’’ and $210,000,000 under the heading ‘‘Corps of Engi-
neers—Civil, Operations and Maintenance’’ in title X of the Disaster 
Relief Appropriations Act, 2013 (Public Law 113–2; 127 Stat. 25) 
shall be transferred to ‘‘Corps of Engineers—Civil, Construction’’, 
to remain available until expended, to rehabilitate, repair and con-
struct Corps of Engineers projects: Provided, That those projects 
may only include construction expenses, including cost sharing, 
as described under the heading ‘‘Corps of Engineers—Civil, 
Construction’’ in title X of that Act or other construction expenses 
related to the consequences of Hurricane Sandy: Provided further, 
That amounts transferred pursuant to this section that were pre-
viously designated by the Congress as an emergency requirement 
pursuant to the Balanced Budget and Emergency Deficit Control 
Act are designated by the Congress as an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985: Provided further, That the 
Assistant Secretary of the Army for Civil Works shall provide 
a monthly report to the Committees on Appropriations of the House 
of Representatives and the Senate detailing the allocation and 
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obligation of these funds, beginning not later than 60 days after 
the enactment of this subdivision. 


TITLE V 


INDEPENDENT AGENCIES 


GENERAL SERVICES ADMINISTRATION 


REAL PROPERTY ACTIVITIES 


FEDERAL BUILDINGS FUND 


For an additional amount to be deposited in the ‘‘Federal 
Buildings Fund’’, $126,951,000, to remain available until expended, 
for necessary expenses related to the consequences of Hurricanes 
Harvey, Maria, and Irma for repair and alteration of buildings 
under the custody and control of the Administrator of General 
Services, and real property management and related activities not 
otherwise provided for: Provided, That funds may be used to 
reimburse the ‘‘Federal Buildings Fund’’ for obligations incurred 
for this purpose prior to enactment of this subdivision: Provided 
further, That not more than $15,000,000 shall be available for 
tenant improvements in damaged U.S. courthouses: Provided fur-
ther, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


SMALL BUSINESS ADMINISTRATION 


OFFICE OF INSPECTOR GENERAL 


For an additional amount for the ‘‘Office of Inspector General’’, 
$7,000,000, to remain available until expended: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


DISASTER LOANS PROGRAM ACCOUNT 


(INCLUDING TRANSFER OF FUNDS) 


For an additional amount for the ‘‘Disaster Loans Program 
Account’’ for the cost of direct loans authorized by section 7(b) 
of the Small Business Act, $1,652,000,000, to remain available 
until expended: Provided, That up to $618,000,000 may be trans-
ferred to and merged with ‘‘Salaries and Expenses’’ for administra-
tive expenses to carry out the disaster loan program authorized 
by section 7(b) of the Small Business Act: Provided further, That 
none of the funds provided under this heading may be used for 
indirect administrative expenses: Provided further, That the amount 
provided under this heading is designated by the Congress as 
being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 
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TITLE VI 


DEPARTMENT OF HOMELAND SECURITY 


DEPARTMENTAL MANAGEMENT, OPERATIONS, 
INTELLIGENCE, AND OVERSIGHT 


OFFICE OF INSPECTOR GENERAL 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $25,000,000, to remain available until 
September 30, 2020, for audits and investigations of activities 
funded by this title: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


SECURITY, ENFORCEMENT, AND INVESTIGATIONS 


U.S. CUSTOMS AND BORDER PROTECTION 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $104,494,000, to remain available until 
September 30, 2019: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985: Provided further, That not more than 
$39,400,000 may be used to carry out U.S. Customs and Border 
Protection activities in fiscal year 2018 in Puerto Rico and the 
United States Virgin Islands, in addition to any other amounts 
available for such purposes. 


PROCUREMENT, CONSTRUCTION, AND IMPROVEMENTS 


For an additional amount for ‘‘Procurement, Construction, and 
Improvements’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, including for the 
reconstruction of facilities affected, $45,000,000, to remain available 
until September 30, 2022: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985: Provided further, That funds are pro-
vided to carry out U.S. Customs and Border Protection activities 
in Puerto Rico and the United States Virgin Islands, in addition 
to any other amounts available for such purposes. 


U.S. IMMIGRATION AND CUSTOMS ENFORCEMENT 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
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Harvey, Irma, and Maria, $30,905,000, to remain available until 
September 30, 2019: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


PROCUREMENT, CONSTRUCTION, AND IMPROVEMENTS 


For an additional amount for ‘‘Procurement, Construction, and 
Improvements’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $33,052,000, to remain 
available until September 30, 2022: Provided, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


TRANSPORTATION SECURITY ADMINISTRATION 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $10,322,000, to remain available until 
September 30, 2019: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


COAST GUARD 


OPERATING EXPENSES 


For an additional amount for ‘‘Operating Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $112,136,000, to remain available until September 
30, 2019: Provided, That such amount is designated by the Congress 
as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


ENVIRONMENTAL COMPLIANCE AND RESTORATION 


For an additional amount for ‘‘Environmental Compliance and 
Restoration’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $4,038,000, to remain 
available until September 30, 2022: Provided, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


ACQUISITION, CONSTRUCTION, AND IMPROVEMENTS 


For an additional amount for Acquisition, Construction, and 
Improvements’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, Maria, and Matthew, $718,919,000, 
to remain available until September 30, 2022: Provided, That, not 
later than 60 days after enactment of this subdivision, the Secretary 
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of Homeland Security, or her designee, shall submit to the Commit-
tees on Appropriations of the House of Representatives and the 
Senate a detailed expenditure plan for funds appropriated under 
this heading: Provided further, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


PROTECTION, PREPAREDNESS, RESPONSE, AND RECOVERY 


FEDERAL EMERGENCY MANAGEMENT AGENCY 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $58,800,000, to remain available until 
September 30, 2019: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


PROCUREMENT, CONSTRUCTION, AND IMPROVEMENTS 


For an additional amount for ‘‘Procurement, Construction, and 
Improvements’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $1,200,000, to remain 
available until September 30, 2020: Provided, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


DISASTER RELIEF FUND 


For an additional amount for ‘‘Disaster Relief Fund’’ for major 
disasters declared pursuant to the Robert T. Stafford Disaster Relief 
and Emergency Assistance Act (42 U.S.C. 5121 et seq.), 
$23,500,000,000, to remain available until expended: Provided, That 
the Administrator of the Federal Emergency Management Agency 
shall publish on the Agency’s website not later than 5 days after 
an award of a public assistance grant under section 406 or 428 
of the Robert T. Stafford Disaster Relief and Emergency Assistance 
Act (42 U.S.C. 5172 or 5189f) that is in excess of $1,000,000, 
the specifics of each such grant award: Provided further, That 
for any mission assignment or mission assignment task order to 
another Federal department or agency regarding a major disaster 
in excess of $1,000,000, not later than 5 days after the issuance 
of such mission assignment or mission assignment task order, the 
Administrator shall publish on the Agency’s website the following: 
the name of the impacted State, the disaster declaration for such 
State, the assigned agency, the assistance requested, a description 
of the disaster, the total cost estimate, and the amount obligated: 
Provided further, That not later than 10 days after the last day 
of each month until a mission assignment or mission assignment 
task order described in the preceding proviso is completed and 
closed out, the Administrator shall update any changes to the 
total cost estimate and the amount obligated: Provided further, 
That for a disaster declaration related to Hurricanes Harvey, Irma, 
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or Maria, the Administrator shall submit to the Committees on 
Appropriations of the House of Representatives and the Senate, 
not later than 5 days after the first day of each month beginning 
after the date of enactment of this subdivision, and shall publish 
on the Agency’s website, not later than 10 days after the first 
day of each such month, an estimate or actual amount, if available, 
for the current fiscal year of the cost of the following categories 
of spending: public assistance, individual assistance, operations, 
mitigation, administrative, and any other relevant category 
(including emergency measures and disaster resources): Provided, 
further, That not later than 10 days after the first day of each 
month, the Administrator shall publish on the Agency’s website 
the report (referred to as the Disaster Relief Monthly Report) as 
required by Public Law 114–4: Provided further, That of the 
amounts provided under this heading for the Disaster Relief Fund, 
up to $150,000,000 shall be transferred to the Disaster Assistance 
Direct Loan Program Account for the cost to lend a territory or 
possession of the United States that portion of assistance for which 
the territory or possession is responsible under the cost-sharing 
provisions of the major disaster declaration for Hurricanes Irma 
or Maria, as authorized under section 319 of the Robert T. Stafford 
Disaster Relief and Emergency Assistance Act (42 U.S.C. 5162): 
Provided further, That of the amount provided under this paragraph 
for transfer, up to $1,000,000 may be transferred to the Disaster 
Assistance Direct Loan Program Account for administrative 
expenses to carry out the Advance of Non-Federal Share program, 
as authorized by section 319 of the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5162): Provided 
further, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


RESEARCH, DEVELOPMENT, TRAINING, AND SERVICES 


FEDERAL LAW ENFORCEMENT TRAINING CENTERS 


OPERATIONS AND SUPPORT 


For an additional amount for ‘‘Operations and Support’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $5,374,000, to remain available until 
September 30, 2019: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


PROCUREMENT, CONSTRUCTION, AND IMPROVEMENTS 


For an additional amount for ‘‘Procurement, Construction, and 
Improvements’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $5,000,000, to remain 
available until September 30, 2022: Provided, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 
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GENERAL PROVISIONS—THIS TITLE 


SEC. 20601. The Administrator of the Federal Emergency 
Management Agency may provide assistance, pursuant to section 
428 of the Robert T. Stafford Disaster Relief and Emergency Assist-
ance Act (42 U.S.C. 5121 et seq.), for critical services as defined 
in section 406 of the Robert T. Stafford Disaster Relief and Emer-
gency Assistance Act for the duration of the recovery for incidents 
DR–4336–PR, DR–4339–PR, DR–4340–USVI, and DR–4335–USVI 
to— 


(1) replace or restore the function of a facility or system 
to industry standards without regard to the pre-disaster condi-
tion of the facility or system; and 


(2) replace or restore components of the facility or system 
not damaged by the disaster where necessary to fully effectuate 
the replacement or restoration of disaster-damaged components 
to restore the function of the facility or system to industry 
standards. 
SEC. 20602. Notwithstanding section 404 or 420 of the Robert 


T. Stafford Disaster Relief and Emergency Assistance Act (42 U.S.C. 
5170c and 8187), for fiscal years 2017 and 2018, the President 
shall provide hazard mitigation assistance in accordance with such 
section 404 in any area in which assistance was provided under 
such section 420. 


SEC. 20603. The third proviso of the second paragraph in title 
I of Public Law 115–72 under the heading ‘‘Federal Emergency 
Management Agency—Disaster Relief Fund’’ shall be amended by 
striking ‘‘180 days’’ and inserting ‘‘365 days’’: Provided, That 
amounts repurposed pursuant to this section that were previously 
designated by the Congress as an emergency requirement pursuant 
to the Balanced Budget and Emergency Deficit Control Act are 
designated by the Congress as an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


SEC. 20604. (a) DEFINITION OF PRIVATE NONPROFIT FACILITY.— 
Section 102(11)(B) of the Robert T. Stafford Disaster Relief and 
Emergency Assistance Act (42 U.S.C. 5122(11)(B)) is amended to 
read as follows: 


‘‘(A) IN GENERAL.—The term ‘private nonprofit facility’ 
means private nonprofit educational (without regard to 
the religious character of the facility), utility, irrigation, 
emergency, medical, rehabilitational, and temporary or 
permanent custodial care facilities (including those for the 
aged and disabled) and facilities on Indian reservations, 
as defined by the President. 


‘‘(B) ADDITIONAL FACILITIES.—In addition to the facili-
ties described in subparagraph (A), the term ‘private non-
profit facility’ includes any private nonprofit facility that 
provides essential social services to the general public 
(including museums, zoos, performing arts facilities, 
community arts centers, community centers, libraries, 
homeless shelters, senior citizen centers, rehabilitation 
facilities, shelter workshops, broadcasting facilities, houses 
of worship, and facilities that provide health and safety 
services of a governmental nature), as defined by the Presi-
dent. No house of worship may be excluded from this 
definition because leadership or membership in the 







H. R. 1892—23 


organization operating the house of worship is limited to 
persons who share a religious faith or practice.’’. 


(b) REPAIR, RESTORATION, AND REPLACEMENT OF DAMAGED 
FACILITIES.—Section 406(a)(3) of the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5172(a)(3)) is 
amended by adding at the end the following: 


‘‘(C) RELIGIOUS FACILITIES.—A church, synagogue, 
mosque, temple, or other house of worship, educational 
facility, or any other private nonprofit facility, shall be 
eligible for contributions under paragraph (1)(B), without 
regard to the religious character of the facility or the pri-
mary religious use of the facility. No house of worship, 
educational facility, or any other private nonprofit facility 
may be excluded from receiving contributions under para-
graph (1)(B) because leadership or membership in the 
organization operating the house of worship is limited to 
persons who share a religious faith or practice.’’. 


(c) APPLICABILITY.—This section and the amendments made 
by this section shall apply— 


(1) to the provision of assistance in response to a major 
disaster or emergency declared on or after August 23, 2017; 
or 


(2) with respect to— 
(A) any application for assistance that, as of the date 


of enactment of this Act, is pending before Federal Emer-
gency Management Agency; and 


(B) any application for assistance that has been denied, 
where a challenge to that denial is not yet finally resolved 
as of the date of enactment of this Act. 


SEC. 20605. (a) The Federal share of assistance, including direct 
Federal assistance, provided under section 407 of the Robert T. 
Stafford Disaster Relief and Emergency Assistance Act (42 U.S.C. 
5173), with respect to a major disaster declared pursuant to such 
Act for damages resulting from a wildfire in calendar year 2017, 
shall be 90 percent of the eligible costs under such section. 


(b) The Federal share provided by subsection (a) shall apply 
to assistance provided before, on, or after the date of enactment 
of this Act. 


FEDERAL COST-SHARE ADJUSTMENTS FOR REPAIR, RESTORATION, AND 
REPLACEMENT OF DAMAGED FACILITIES 


SEC. 20606. Section 406(b) of the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5172(b)) is amended 
by inserting after paragraph (2) the following: 


‘‘(3) INCREASED FEDERAL SHARE.— 
‘‘(A) INCENTIVE MEASURES.—The President may provide 


incentives to a State or Tribal government to invest in 
measures that increase readiness for, and resilience from, 
a major disaster by recognizing such investments through 
a sliding scale that increases the minimum Federal share 
to 85 percent. Such measures may include— 


‘‘(i) the adoption of a mitigation plan approved 
under section 322; 


‘‘(ii) investments in disaster relief, insurance, and 
emergency management programs; 
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‘‘(iii) encouraging the adoption and enforcement 
of the latest published editions of relevant consensus- 
based codes, specifications, and standards that incor-
porate the latest hazard-resistant designs and establish 
minimum acceptable criteria for the design, construc-
tion, and maintenance of residential structures and 
facilities that may be eligible for assistance under this 
Act for the purpose of protecting the health, safety, 
and general welfare of the buildings’ users against 
disasters; 


‘‘(iv) facilitating participation in the community 
rating system; and 


‘‘(v) funding mitigation projects or granting tax 
incentives for projects that reduce risk. 
‘‘(B) COMPREHENSIVE GUIDANCE.—Not later than 1 year 


after the date of enactment of this paragraph, the Presi-
dent, acting through the Administrator, shall issue com-
prehensive guidance to State and Tribal governments 
regarding the measures and investments, weighted appro-
priately based on actuarial assessments of eligible actions, 
that will be recognized for the purpose of increasing the 
Federal share under this section. Guidance shall ensure 
that the agency’s review of eligible measures and invest-
ments does not unduly delay determining the appropriate 
Federal cost share. 


‘‘(C) REPORT.—One year after the issuance of the guid-
ance required by subparagraph (B), the Administrator shall 
submit to the Committee on Transportation and Infrastruc-
ture of the House of Representatives and the Committee 
on Homeland Security and Governmental Affairs of the 
Senate a report regarding the analysis of the Federal cost 
shares paid under this section. 


‘‘(D) SAVINGS CLAUSE.—Nothing in this paragraph pre-
vents the President from increasing the Federal cost share 
above 85 percent.’’. 


SEC. 20607. Division F of the Consolidated Appropriations Act, 
2017, is amended by inserting the following at the end of Title 
V: 


‘‘SEC. 545. (a) PREMIUM PAY AUTHORITY.—During calendar year 
2017, any premium pay that is funded, either directly or through 
reimbursement, by the ‘Federal Emergency Management Agency— 
Disaster Relief Fund’ shall be exempted from the aggregate of 
basic pay and premium pay calculated under section 5547(a) of 
title 5, United States Code, and any other provision of law limiting 
the aggregate amount of premium pay payable on a biweekly or 
calendar year basis. 


‘‘(b) OVERTIME AUTHORITY.—During calendar year 2017, any 
overtime that is funded, either directly or through reimbursement, 
by the ‘Federal Emergency Management Agency—Disaster Relief 
Fund’ shall be exempted from any annual limit on the amount 
of overtime payable in a calendar or fiscal year. 


‘‘(c) APPLICABILITY OF AGGREGATE LIMITATION ON PAY.—In 
determining whether an employee’s pay exceeds the applicable 
annual rate of basic pay payable under section 5307 of title 5, 
United States Code, the head of an Executive agency shall not 
include pay exempted under this section. 
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‘‘(d) LIMITATION OF PAY AUTHORITY.—Pay exempted from other-
wise applicable limits under subsection (a) shall not cause the 
aggregate pay earned for the calendar year in which the exempted 
pay is earned to exceed the rate of basic pay payable for a position 
at level II of the Executive Schedule under section 5313 of title 
5, United States Code. 


‘‘(e) EFFECTIVE DATE.—This section shall take effect as if 
enacted on December 31, 2016.’’. 


TITLE VII 


DEPARTMENT OF THE INTERIOR 


UNITED STATES FISH AND WILDLIFE SERVICE 


CONSTRUCTION 


For an additional amount for ‘‘Construction’’ for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria, $210,629,000, to remain available until expended: Pro-
vided, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


NATIONAL PARK SERVICE 


HISTORIC PRESERVATION FUND 


For an additional amount for the ‘‘Historic Preservation Fund’’ 
for necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $50,000,000, to remain available until 
September 30, 2019, including costs to States and territories nec-
essary to complete compliance activities required by section 306108 
of title 54, United States Code (formerly section 106 of the National 
Historic Preservation Act) and costs needed to administer the pro-
gram: Provided, That grants shall only be available for areas that 
have received a major disaster declaration pursuant to the Robert 
T. Stafford Disaster Relief and Emergency Assistance Act (42 U.S.C. 
5121 et seq.): Provided further, That individual grants shall not 
be subject to a non-Federal matching requirement: Provided further, 
That such amount is designated by the Congress as being for 
an emergency requirement pursuant to section 251(b)(2)(A)(i) of 
the Balanced Budget and Emergency Deficit Control Act of 1985. 


CONSTRUCTION 


For an additional amount for ‘‘Construction’’ for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria, $207,600,000, to remain available until expended: Pro-
vided, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 
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UNITED STATES GEOLOGICAL SURVEY 


SURVEYS, INVESTIGATIONS, AND RESEARCH 


For an additional amount for ‘‘Surveys, Investigations, and 
Research’’ for necessary expenses related to the consequences of 
Hurricanes Harvey, Irma, and Maria, and in those areas impacted 
by a major disaster declared pursuant to the Robert T. Stafford 
Disaster Relief and Emergency Assistance Act (42 U.S.C. 5121 
et seq.) with respect to wildfires in 2017, $42,246,000, to remain 
available until expended: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


DEPARTMENTAL OFFICES 


INSULAR AFFAIRS 


ASSISTANCE TO TERRITORIES 


For an additional amount for ‘‘Technical Assistance’’ for finan-
cial management expenses related to the consequences of Hurri-
canes Irma and Maria, $3,000,000, to remain available until 
expended: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


OFFICE OF INSPECTOR GENERAL 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’ for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria, $2,500,000, to remain available until expended: 
Provided, That such amount is designated by the Congress as 
being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


ENVIRONMENTAL PROTECTION AGENCY 


HAZARDOUS SUBSTANCE SUPERFUND 


For an additional amount for ‘‘Hazardous Substance Superfund’’ 
for necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $6,200,000, to remain available until 
expended: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


LEAKING UNDERGROUND STORAGE TANK TRUST FUND PROGRAM 


For an additional amount for ‘‘Leaking Underground Storage 
Tank Fund’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, $7,000,000, to remain 
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available until expended: Provided, That such amount is designated 
by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


STATE AND TRIBAL ASSISTANCE GRANTS 


For an additional amount for ‘‘State and Tribal Assistance 
Grants’’ for necessary expenses related to the consequences of Hurri-
canes Harvey, Irma, and Maria for the hazardous waste financial 
assistance grants program and for other solid waste management 
activities, $50,000,000, to remain available until expended: Pro-
vided, That none of these funds allocated within Region 2 shall 
be subject to cost share requirements under section 3011(b) of 
the Solid Waste Disposal Act: Provided further, That such amount 
is designated by the Congress as being for an emergency require-
ment pursuant to section 251(b)(2)(A)(i) of the Balanced Budget 
and Emergency Deficit Control Act of 1985. 


ADMINISTRATIVE PROVISION—ENVIRONMENTAL PROTECTION AGENCY 


Of amounts previously appropriated for capitalization grants 
for the State Revolving Funds under title VI of the Federal Water 
Pollution Control Act or under section 1452 of the Safe Drinking 
Water Act to a State or territory included as part of a disaster 
declaration related to Hurricanes Irma and Maria, all existing 
grant funds that are available but not drawn down shall not be 
subject to the matching or cost share requirements of sections 
602(b)(2), 602(b)(3) of the Federal Water Pollution Control Act nor 
the matching requirements of section 1452(e) of the Safe Drinking 
Water Act and shall be awarded to such state or territory: Provided, 
That, notwithstanding the requirements of section 603(d) of the 
Federal Water Pollution Control Act or section 1452(f) of the Safe 
Drinking Water Act, the state or territory shall utilize the full 
amount of such funds, excluding existing loans, to provide additional 
subsidization to eligible recipients in the form of forgiveness of 
principal, negative interest loans or grants or any combination 
of these: Provided further, That such funds may be used for eligible 
projects whose purpose is to repair damage incurred as a result 
of Hurricanes Irma and Maria, reduce flood damage risk and vulner-
ability or to enhance resiliency to rapid hydrologic change or a 
natural disaster at treatment works as defined by section 212 
of the Federal Water Pollution Control Act or a public drinking 
water system under section 1452 of the Safe Drinking Water Act: 
Provided further, That any project involving the repair or replace-
ment of a lead service line shall replace the entire lead service 
line, not just a portion. 


RELATED AGENCIES 


DEPARTMENT OF AGRICULTURE 


FOREST SERVICE 


STATE AND PRIVATE FORESTRY 


For an additional amount for ‘‘State and Private Forestry’’ 
for necessary expenses related to the consequences of Hurricanes 
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Harvey, Irma, and Maria, $7,500,000, to remain available until 
expended: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


NATIONAL FOREST SYSTEM 


For an additional amount for ‘‘National Forest System’’ for 
necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, $20,652,000, to remain available until 
expended: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


CAPITAL IMPROVEMENT AND MAINTENANCE 


For an additional amount for ‘‘Capital Improvement and 
Maintenance’’ for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria, and the 2017 fire season, 
$91,600,000, to remain available until expended: Provided, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


GENERAL PROVISION—THIS TITLE 


SEC. 20701. Agencies receiving funds appropriated by this title 
shall each provide a monthly report to the Committees on Appro-
priations of the House of Representatives and the Senate detailing 
the allocation and obligation of these funds by account, beginning 
not later than 90 days after enactment of this Act. 


TITLE VIII 


DEPARTMENT OF LABOR 


EMPLOYMENT AND TRAINING ADMINISTRATION 


TRAINING AND EMPLOYMENT SERVICES 


(INCLUDING TRANSFERS OF FUNDS) 


For an additional amount for ‘‘Training and Employment Serv-
ices’’, $100,000,000, for the dislocated workers assistance national 
reserve for necessary expenses directly related to the consequences 
of Hurricanes Harvey, Maria, and Irma and those jurisdictions 
that received a major disaster declaration pursuant to the Robert 
T. Stafford Disaster Relief and Emergency Assistance Act (42 U.S.C. 
5121 et seq.) due to wildfires in 2017, which shall be available 
from the date of enactment of this subdivision through September 
30, 2019: Provided, That the Secretary of Labor may transfer up 
to $2,500,000 of such funds to any other Department of Labor 
account for reconstruction and recovery needs, including worker 
protection activities: Provided further, That these sums may be 
used to replace grant funds previously obligated to the impacted 
areas: Provided further, That of the amount provided, up to 
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$500,000, to remain available until expended, shall be transferred 
to ‘‘Office of Inspector General’’for oversight of activities responding 
to such hurricanes and wildfires: Provided further, That such 
amount is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 


JOB CORPS 


For an additional amount for ‘‘Job Corps’’ for construction, 
rehabilitation and acquisition for Job Corps Centers in Puerto Rico, 
$30,900,000, which shall be available upon the date of enactment 
of this subdivision and remain available for obligation through 
June 30, 2021: Provided, That such amount is designated by the 
Congress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


GENERAL PROVISIONS—DEPARTMENT OF LABOR 


DEFERRAL OF INTEREST PAYMENTS FOR VIRGIN ISLANDS 


SEC. 20801. Notwithstanding any other provision of law, the 
interest payment of the Virgin Islands that was due under section 
1202(b)(1) of the Social Security Act on September 29, 2017, shall 
not be due until September 28, 2018, and no interest shall accrue 
on such amount through September 28, 2018: Provided, That such 
amount is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 


FLEXIBILITY IN USE OF FUNDS UNDER WIOA 


SEC. 20802. (a) IN GENERAL.—Notwithstanding section 133(b)(4) 
of the Workforce Innovation and Opportunity Act, in States, as 
defined by section 3(56) of such Act, affected by Hurricanes Harvey, 
Irma, and Maria, a local board, as defined by section 3(33) of 
such Act, in a local area, as defined by section 3(32) of such 
Act, affected by such Hurricanes may transfer, if such transfer 
is approved by the Governor, up to 100 percent of the funds allocated 
to the local area for Program Years 2016 and 2017 for Youth 
Workforce Investment activities under paragraphs (2) or (3) of 
section 128(b) of such Act, for Adult employment and training 
activities under paragraphs (2)(A) or (3) of section 133(b) of such 
Act, or for Dislocated Worker employment and training activities 
under paragraph (2)(B) of section 133(b) of such Act among— 


(1) adult employment and training activities; 
(2) dislocated worker employment and training activities; 


and 
(3) youth workforce investment activities. 


(b) THE VIRGIN ISLANDS.—Except for the funds reserved to 
carry out required statewide activities under sections 127(b) and 
134(a)(2) of the Workforce Innovation and Opportunity Act, the 
Governor of the Virgin Islands may authorize the transfer of up 
to 100 percent of the remaining funds provided to the Virgin Islands 
for Program Years 2016 and 2017 for Youth Workforce Investment 
activities under section 127(b)(1)(B) of such Act, for Adult employ-
ment and training activities under section 132(b)(1)(A) of such 
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Act, or for Dislocated Worker employment and training activities 
under section 133(b)(2)(A) of such Act among— 


(1) adult employment and training activities; 
(2) dislocated worker employment and training activities; 


and 
(3) youth workforce investment activities. 


DEPARTMENT OF HEALTH AND HUMAN SERVICES 


CENTERS FOR DISEASE CONTROL AND PREVENTION 


CDC-WIDE ACTIVITIES AND PROGRAM SUPPORT 


(INCLUDING TRANSFER OF FUNDS) 


For an additional amount for ‘‘CDC-Wide Activities and Pro-
gram Support’’, $200,000,000, to remain available until September 
30, 2020, for response, recovery, preparation, mitigation, and other 
expenses directly related to the consequences of Hurricanes Harvey, 
Irma, and Maria: Provided, That obligations incurred for the pur-
poses provided herein prior to the date of enactment of this subdivi-
sion may be charged to funds appropriated by this paragraph: 
Provided further, That of the amount provided, not less than 
$6,000,000 shall be transferred to the ‘‘Buildings and Facilities’’ 
account for the purposes provided herein: Provided further, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


NATIONAL INSTITUTES OF HEALTH 


OFFICE OF THE DIRECTOR 


For an additional amount for fiscal year 2018 for ‘‘Office of 
the Director’’, $50,000,000, to remain available until September 
30, 2020, for response, recovery, and other expenses directly related 
to the consequences of Hurricanes Harvey, Irma, and Maria: Pro-
vided, That obligations incurred for these purposes prior to the 
date of enactment of this subdivision may be charged to funds 
appropriated by this paragraph: Provided further, That funds appro-
priated by this paragraph may be used for construction grants 
or contracts under section 404I of the Public Health Service Act 
without regard to section 404I(c)(2): Provided further, That such 
amount is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 


ADMINISTRATION FOR CHILDREN AND FAMILIES 


CHILDREN AND FAMILIES SERVICES PROGRAMS 


For an additional amount for ‘‘Children and Families Services 
Programs’’, $650,000,000, to remain available until September 30, 
2021, for Head Start programs, for necessary expenses directly 
related to the consequences of Hurricanes Harvey, Irma, and Maria, 
including making payments under the Head Start Act: Provided, 
That none of the funds appropriated in this paragraph shall be 
included in the calculation of the ‘‘base grant’’ in subsequent fiscal 
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years, as such term is defined in sections 640(a)(7)(A), 641A(h)(1)(B), 
or 645(d)(3) of the Head Start Act: Provided further, That funds 
appropriated in this paragraph are not subject to the allocation 
requirements of section 640(a) of the Head Start Act: Provided 
further, That funds appropriated in this paragraph shall not be 
available for costs that are reimbursed by the Federal Emergency 
Management Agency, under a contract for insurance, or by self- 
insurance: Provided further, That up to $12,500,000 shall be avail-
able for Federal administrative expenses: Provided further, That 
obligations incurred for the purposes provided herein prior to the 
date of enactment of this subdivision may be charged to funds 
appropriated under this heading: Provided further, That such 
amount is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 


OFFICE OF THE SECRETARY 


PUBLIC HEALTH AND SOCIAL SERVICES EMERGENCY FUND 


(INCLUDING TRANSFERS OF FUNDS) 


For an additional amount for the ‘‘Public Health and Social 
Services Emergency Fund’’, $162,000,000, to remain available until 
September 30, 2020, for response, recovery, preparation, mitigation 
and other expenses directly related to the consequences of Hurri-
canes Harvey, Irma, and Maria, including activities authorized 
under section 319(a) of the Public Health Service Act (referred 
to in this subdivision as the ‘‘PHS Act’’): Provided, That of the 
amount provided, $60,000,000 shall be transferred to ‘‘Health 
Resources and Services Administration—Primary Health Care’’, for 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria for disaster response and recovery, for the Health Cen-
ters Program under section 330 of the PHS Act: Provided further, 
That not less than $50,000,000, of amounts transferred under the 
preceding proviso, shall be available for alteration, renovation, 
construction, equipment, and other capital improvement costs as 
necessary to meet the needs of areas affected by Hurricanes Harvey, 
Irma, and Maria: Provided further, That the time limitation in 
section 330(e)(3) of the PHS Act shall not apply to funds made 
available under the preceding proviso: Provided further, That of 
the amount provided, not less than $20,000,000 shall be transferred 
to ‘‘Substance Abuse and Mental Health Services Administration— 
Health Surveillance and Program Support’’ for grants, contracts, 
and cooperative agreements for behavioral health treatment, crisis 
counseling, and other related helplines, and for other similar pro-
grams to provide support to individuals impacted by Hurricanes 
Harvey, Irma, and Maria: Provided further, That of the amount 
provided, up to $2,000,000, to remain available until expended, 
shall be transferred to ‘‘Office of the Secretary—Office of Inspector 
General’’ for oversight of activities responding to such hurricanes: 
Provided further, That obligations incurred for the purposes pro-
vided herein prior to the date of enactment of this subdivision 
may be charged to funds appropriated under this heading: Provided 
further, That funds appropriated in this paragraph shall not be 
available for costs that are reimbursed by the Federal Emergency 
Management Agency, under a contract for insurance, or by self- 
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insurance: Provided further, That such amount is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


GENERAL PROVISION—DEPARTMENT OF HEALTH AND HUMAN 
SERVICES 


DIRECT HIRE AUTHORITY FOR CERTAIN EMERGENCY RESPONSE 
POSITIONS 


SEC. 20803. (a) IN GENERAL.—As the Secretary of Health and 
Human Services determines necessary to respond to a critical hiring 
need for emergency response positions, after providing public notice 
and without regard to the provisions of sections 3309 through 
3319 of title 5, United States Code, the Secretary may appoint 
candidates directly to the following positions, consistent with sub-
section (b), to perform critical work directly relating to the con-
sequences of Hurricanes Harvey, Irma, and Maria: 


(1) Intermittent disaster-response personnel in the National 
Disaster Medical System, under section 2812 of the Public 
Health Service Act (42 U.S.C. 300hh–11). 


(2) Term or temporary related positions in the Centers 
for Disease Control and Prevention and the Office of the Assist-
ant Secretary for Preparedness and Response. 
(b) EXPIRATION.—The authority under subsection (a) shall 


expire 270 days after the date of enactment of this section. 


DEPARTMENT OF EDUCATION 


HURRICANE EDUCATION RECOVERY 


(INCLUDING TRANSFER OF FUNDS) 


For an additional amount for ‘‘Hurricane Education Recovery’’ 
for necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria, or wildfires in 2017 for which a major 
disaster or emergency has been declared under sections 401 or 
501 of the Robert T. Stafford Disaster Relief and Emergency Assist-
ance Act (42 U.S.C. 5170 and 5190) (referred to under this heading 
as ‘‘covered disaster or emergency’’), $2,700,000,000, to remain avail-
able through September 30, 2022, for assisting in meeting the 
educational needs of individuals affected by a covered disaster or 
emergency: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985: Provided further, That— 


(1) such funds shall be used— 
(A) to make awards to eligible entities for immediate 


aid to restart school operations, in accordance with para-
graph (2); 


(B) for temporary emergency impact aid for displaced 
students, in accordance with paragraph (2); 


(C) for emergency assistance to institutions of higher 
education and students attending institutions of higher 
education in an area directly affected by a covered disaster 
or emergency in accordance with paragraph (3); 
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(D) for payments to institutions of higher education 
to help defray the unexpected expenses associated with 
enrolling displaced students from institutions of higher 
education directly affected by a covered disaster or emer-
gency, in accordance with paragraph (4); and 


(E) to provide assistance to local educational agencies 
serving homeless children and youth in accordance with 
paragraph (5); 
(2) immediate aid to restart school operations and tem-


porary emergency impact aid for displaced students described 
in subparagraphs (A) and (B) of paragraph (1) shall be provided 
under the statutory terms and conditions that applied to assist-
ance under sections 102 and 107 of title IV of division B 
of Public Law 109–148, respectively, except that such sections 
shall be applied so that— 


(A) each reference to a major disaster declared in 
accordance with section 401 of the Robert T. Stafford Dis-
aster Relief and Emergency Assistance Act (42 U.S.C. 5170) 
shall be to a major disaster or emergency declared by 
the President in accordance with section 401 or 501, respec-
tively, of such Act; 


(B) each reference to Hurricane Katrina or Hurricane 
Rita shall be a reference to a covered disaster or emergency; 


(C) each reference to August 22, 2005 shall be to the 
date that is one week prior to the date that the major 
disaster or emergency was declared for the area; 


(D) each reference to the States of Louisiana, Mis-
sissippi, Alabama, and Texas shall be to the States or 
territories affected by a covered disaster or emergency, 
and each reference to the State educational agencies of 
Louisiana, Mississippi, Alabama, or Texas shall be a ref-
erence to the State educational agencies that serve the 
states or territories affected by a covered disaster or emer-
gency; 


(E) each reference to the 2005–2006 school year shall 
be to the 2017–2018 school year; 


(F) the references in section 102(h)(1) of title IV of 
division B of Public Law 109–148 to the number of non- 
public and public elementary schools and secondary schools 
in the State shall be to the number of students in non- 
public and public elementary schools and secondary schools 
in the State, and the reference in such section to the 
National Center for Data Statistics Common Core of Data 
for the 2003–2004 school year shall be to the most recent 
and appropriate data set for the 2016–2017 school year; 


(G) in determining the amount of immediate aid pro-
vided to restart school operations as described in section 
102(b) of title IV of division B of Public Law 109–148, 
the Secretary shall consider the number of students 
enrolled, during the 2016–2017 school year, in elementary 
schools and secondary schools that were closed as a result 
of a covered disaster or emergency; 


(H) in determining the amount of emergency impact 
aid that a State educational agency is eligible to receive 
under paragraph (1)(B), the Secretary shall, subject to sec-
tion 107(d)(1)(B) of such title, provide— 
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(i) $9,000 for each displaced student who is an 
English learner, as that term is defined in section 
8101 of the Elementary and Secondary Education Act 
of 1965 (20 U.S.C. 7801); 


(ii) $10,000 for each displaced student who is a 
child with a disability (regardless of whether the child 
is an English learner); and 


(iii) $8,500 for each displaced student who is not 
a child with a disability or an English learner; 
(I) with respect to the emergency impact aid provided 


under paragraph (1)(B), the Secretary may modify the State 
educational agency and local educational agency application 
timelines in section 107(c) of such title; and 


(J) each reference to a public elementary school may 
include, as determined by the local educational agency, 
a publicly-funded preschool program that enrolls children 
below the age of kindergarten entry and is part of an 
elementary school; 
(3) $100,000,000 of the funds made available under this 


heading shall be for programs authorized under subpart 3 
of Part A, part C of title IV and part B of title VII of the 
Higher Education Act of 1965 (20 U.S.C. 1087–51 et seq., 
1138 et seq.) for institutions located in an area affected by 
a covered disaster or emergency, and students enrolled in such 
institutions, except that— 


(A) any requirements relating to matching, Federal 
share, reservation of funds, or maintenance of effort under 
such parts that would otherwise be applicable to that 
assistance shall not apply; 


(B) such assistance may be used for student financial 
assistance; 


(C) such assistance may also be used for faculty and 
staff salaries, equipment, student supplies and 
instruments, or any purpose authorized under the Higher 
Education Act of 1965, by institutions of higher education 
that are located in areas affected by a covered disaster 
or emergency; and 


(D) the Secretary shall prioritize, to the extent possible, 
students who are homeless or at risk of becoming homeless 
as a result of displacement, and institutions that have 
sustained extensive damage, by a covered disaster or emer-
gency; 
(4) up to $75,000,000 of the funds made available under 


this heading shall be for payments to institutions of higher 
education to help defray the unexpected expenses associated 
with enrolling displaced students from institutions of higher 
education at which operations have been disrupted by a covered 
disaster or emergency, in accordance with criteria established 
by the Secretary and made publicly available; 


(5) $25,000,000 of the funds made available under this 
heading shall be available to provide assistance to local edu-
cational agencies serving homeless children and youths dis-
placed by a covered disaster or emergency, consistent with 
section 723 of the McKinney-Vento Homeless Assistance Act 
(42 U.S.C. 11431–11435) and with section 106 of title IV of 
division B of Public Law 109–148, except that funds shall 
be disbursed based on demonstrated need and the number 
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of homeless children and youth enrolled as a result of displace-
ment by a covered disaster or emergency; 


(6) section 437 of the General Education Provisions Act 
(20 U.S.C. 1232) and section 553 of title 5, United States 
Code, shall not apply to activities under this heading; 


(7) $4,000,000 of the funds made available under this 
heading, to remain available until expended, shall be trans-
ferred to the Office of the Inspector General of the Department 
of Education for oversight of activities supported with funds 
appropriated under this heading, and up to $3,000,000 of the 
funds made available under this heading shall be for program 
administration; 


(8) up to $35,000,000 of the funds made available under 
this heading shall be to carry out activities authorized under 
section 4631(b) of the Elementary and Secondary Education 
Act of 1965 (20 U.S.C. 7281(b)): Provided, That obligations 
incurred for the purposes provided herein prior to the date 
of enactment of this subdivision may be charged to funds appro-
priated under this paragraph; 


(9) the Secretary may waive, modify, or provide extensions 
for certain requirements of the Higher Education Act of 1965 
(20 U.S.C. 1001 et seq.) for affected individuals, affected stu-
dents, and affected institutions in covered disaster or emergency 
areas in the same manner as the Secretary was authorized 
to waive, modify, or provide extensions for certain requirements 
of such Act under provisions of subtitle B of title IV of division 
B of Public Law 109–148 for affected individuals, affected stu-
dents, and affected institutions in areas affected by Hurricane 
Katrina and Hurricane Rita, except that the cost associated 
with any action taken by the Secretary under this paragraph 
is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985; and 


(10) if any provision under this heading or application 
of such provision to any person or circumstance is held to 
be unconstitutional, the remainder of the provisions under this 
heading and the application of such provisions to any person 
or circumstance shall not be affected thereby. 


GENERAL PROVISION—DEPARTMENT OF EDUCATION 


SEC. 20804. (a) Notwithstanding any other provision of law, 
the Secretary of Education is hereby authorized to forgive any 
outstanding balance owed to the Department of Education under 
the HBCU Hurricane Supplemental Loan program established 
pursuant to section 2601 of Public Law 109–234, as modified by 
section 307 of title III of division F of the Consolidated Appropria-
tions Act, 2012 (Public Law 112–74), as carried forward by the 
Continuing Appropriations Resolution, 2013 (Public Law 112–175). 


(b) There are authorized to be appropriated, and there are 
hereby appropriated, such sums as may be necessary to carry 
out subsection (a): Provided, That such amount is designated by 
the Congress as an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balance Budget and Emergency Deficit Control 
Act of 1985. 
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GENERAL PROVISIONS—THIS TITLE 


(INCLUDING TRANSFER OF FUNDS) 


SEC. 20805. Funds appropriated to the Department of Health 
and Human Services by this title may be transferred to, and merged 
with, other appropriation accounts under the headings ‘‘Centers 
for Disease Control and Prevention’’ and ‘‘Public Health and Social 
Services Emergency Fund’’ for the purposes specified in this title 
following consultation with the Office of Management and Budget: 
Provided, That the Committees on Appropriations in the House 
of Representatives and the Senate shall be notified 10 days in 
advance of any such transfer: Provided further, That, upon a deter-
mination that all or part of the funds transferred from an appropria-
tion are not necessary, such amounts may be transferred back 
to that appropriation: Provided further, That none of the funds 
made available by this title may be transferred pursuant to the 
authority in section 205 of division H of Public Law 115–31 or 
section 241(a) of the PHS Act. 


SEC. 20806. Not later than 30 days after enactment of this 
subdivision, the Secretary of Health and Human Services shall 
provide a detailed spend plan of anticipated uses of funds made 
available in this title, including estimated personnel and adminis-
trative costs, to the Committees on Appropriations: Provided, That 
such plans shall be updated and submitted to the Committees 
on Appropriations every 60 days until all funds are expended or 
expire. 


SEC. 20807. Unless otherwise provided for by this title, the 
additional amounts appropriated by this title to appropriations 
accounts shall be available under the authorities and conditions 
applicable to such appropriations accounts for fiscal year 2018. 


TITLE IX 


LEGISLATIVE BRANCH 


GOVERNMENT ACCOUNTABILITY OFFICE 


SALARIES AND EXPENSES 


For an additional amount for ‘‘Salaries and Expenses’’, 
$14,000,000, to remain available until expended, for audits and 
investigations relating to Hurricanes Harvey, Irma, and Maria and 
the 2017 wildfires: Provided, That such amount is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


TITLE X 


DEPARTMENT OF DEFENSE 


MILITARY CONSTRUCTION, NAVY AND MARINE CORPS 


For an additional amount for ‘‘Military Construction, Navy 
and Marine Corps’’, $201,636,000, to remain available until Sep-
tember 30, 2022, for necessary expenses related to the consequences 
of Hurricanes Harvey, Irma, and Maria: Provided, That none of 
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the funds made available to the Navy and Marine Corps for recovery 
efforts related to Hurricanes Harvey, Irma, and Maria in this 
subdivision shall be available for obligation until the Committees 
on Appropriations of the House of Representatives and the Senate 
receive form 1391 for each specific request: Provided further, That, 
not later than 60 days after enactment of this subdivision, the 
Secretary of the Navy, or his designee, shall submit to the Commit-
tees on Appropriations of House of Representatives and the Senate 
a detailed expenditure plan for funds provided under this heading: 
Provided further, That such funds may be obligated or expended 
for planning and design and military construction projects not other-
wise authorized by law: Provided further, That such amount is 
designated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985. 


MILITARY CONSTRUCTION, ARMY NATIONAL GUARD 


For an additional amount for ‘‘Military Construction, Army 
National Guard’’, $519,345,000, to remain available until September 
30, 2022, for necessary expenses related to the consequences of 
Hurricanes Harvey, Irma, and Maria: Provided, That none of the 
funds made available to the Army National Guard for recovery 
efforts related to Hurricanes Harvey, Irma, and Maria in this 
subdivision shall be available for obligation until the Committees 
on Appropriations of the House of Representatives and the Senate 
receive form 1391 for each specific request: Provided further, That, 
not later than 60 days after enactment of this subdivision, the 
Director of the Army National Guard, or his designee, shall submit 
to the Committees on Appropriations of the House of Representa-
tives and the Senate a detailed expenditure plan for funds provided 
under this heading: Provided further, That such funds may be 
obligated or expended for planning and design and military 
construction projects not otherwise authorized by law: Provided 
further, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


DEPARTMENT OF VETERANS AFFAIRS 


VETERANS HEALTH ADMINISTRATION 


MEDICAL SERVICES 


For an additional amount for ‘‘Medical Services’’, $11,075,000, 
to remain available until September 30, 2019, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria: Provided, That such amount is designated by the Con-
gress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


MEDICAL SUPPORT AND COMPLIANCE 


For an additional amount for ‘‘Medical Support and Compli-
ance’’, $3,209,000, to remain available until September 30, 2019, 
for necessary expenses related to the consequences of Hurricanes 
Harvey, Irma, and Maria: Provided, That such amount is designated 
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by the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


MEDICAL FACILITIES 


For an additional amount for ‘‘Medical Facilities’’, $75,108,000, 
to remain available until September 30, 2022, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria: Provided, That none of these funds shall be available 
for obligation until the Secretary of Veterans Affairs submits to 
the Committees on Appropriations of the House of Representatives 
and the Senate a detailed expenditure plan for funds provided 
under this heading: Provided further, That such amount is des-
ignated by the Congress as being for an emergency requirement 
pursuant to section 251(b)(2)(A)(i) of the Balanced Budget and 
Emergency Deficit Control Act of 1985. 


DEPARTMENTAL ADMINISTRATION 


CONSTRUCTION, MINOR PROJECTS 


For an additional amount for ‘‘Construction, Minor Projects’’, 
$4,088,000, to remain available until September 30, 2022, for nec-
essary expenses related to the consequences of Hurricanes Harvey, 
Irma, and Maria: Provided, That such amount is designated by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985. 


GENERAL PROVISION—THIS TITLE 


SEC. 21001. Notwithstanding section 18236(b) of title 10, United 
States Code, the Secretary of Defense shall contribute to Puerto 
Rico, 100 percent of the total cost of construction (including the 
cost of architectural, engineering and design services) for the 
acquisition, construction, expansion, rehabilitation, or conversion 
of the Arroyo readiness center under paragraph (5) of section 
18233(a) of title 10, United States Code. 


TITLE XI 


DEPARTMENT OF TRANSPORTATION 


FEDERAL AVIATION ADMINISTRATION 


OPERATIONS 


(AIRPORT AND AIRWAY TRUST FUND) 


For an additional amount for ‘‘Operations’’, $35,000,000, to 
be derived from the Airport and Airway Trust Fund and to remain 
available until expended, for necessary expenses related to the 
consequences of Hurricanes Harvey, Irma, and Maria, and other 
hurricanes occurring in calendar year 2017: Provided, That such 
amount is designated by the Congress as being for an emergency 
requirement pursuant to section 251(b)(2)(A)(i) of the Balanced 
Budget and Emergency Deficit Control Act of 1985. 







H. R. 1892—39 


FACILITIES AND EQUIPMENT 


(AIRPORT AND AIRWAY TRUST FUND) 


For an additional amount for ‘‘Facilities and Equipment’’, 
$79,589,000, to be derived from the Airport and Airway Trust 
Fund and to remain available until expended, for necessary 
expenses related to the consequences of Hurricanes Harvey, Irma, 
and Maria, and other hurricanes occurring in calendar year 2017: 
Provided, That such amount is designated by the Congress as 
being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 


FEDERAL HIGHWAY ADMINISTRATION 


FEDERAL-AID HIGHWAYS 


EMERGENCY RELIEF PROGRAM 


For an additional amount for the ‘‘Emergency Relief Program’’ 
as authorized under section 125 of title 23, United States Code, 
$1,374,000,000, to remain available until expended: Provided, That 
notwithstanding section 125(d)(4) of title 23, United States Code, 
no limitation on the total obligations for projects under section 
125 of such title shall apply to the Virgin Islands, Guam, American 
Samoa, and the Commonwealth of the Northern Mariana Islands 
for fiscal year 2018 and fiscal year 2019: Provided further, That 
notwithstanding subsection (e) of section 120 of title 23, United 
States Code, for this fiscal year and hereafter, the Federal share 
for Emergency Relief funds made available under section 125 of 
such title to respond to damage caused by Hurricanes Irma and 
Maria, shall be 100 percent for Puerto Rico: Provided further, That 
such amount is designated by the Congress as being for an emer-
gency requirement pursuant to section 251(b)(2)(A)(i) of the Bal-
anced Budget and Emergency Deficit Control Act of 1985. 


FEDERAL TRANSIT ADMINISTRATION 


PUBLIC TRANSPORTATION EMERGENCY RELIEF PROGRAM 


For an additional amount for the ‘‘Public Transportation Emer-
gency Relief Program’’ as authorized under section 5324 of title 
49, United States Code, $330,000,000 to remain available until 
expended, for transit systems affected by Hurricanes Harvey, Irma, 
and Maria with major disaster declarations in 2017: Provided, 
That not more than three-quarters of one percent of the funds 
for public transportation emergency relief shall be available for 
administrative expenses and ongoing program management over-
sight as authorized under sections 5334 and 5338(f)(2) of such 
title and shall be in addition to any other appropriations for such 
purpose: Provided further, That such amount is designated by the 
Congress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985. 
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MARITIME ADMINISTRATION 


OPERATIONS AND TRAINING 


For an additional amount for ‘‘Operations and Training’’, 
$10,000,000, to remain available until expended, for necessary 
expenses, including for dredging, related to damage to Maritime 
Administration facilities resulting from Hurricane Harvey: Pro-
vided, That such amount is designated by the Congress as being 
for an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


GENERAL PROVISION—DEPARTMENT OF TRANSPORTATION 


SEC. 21101. Notwithstanding 49 U.S.C. 5302, for fiscal years 
2018, 2019, and 2020 the Secretary of Transportation shall treat 
an area as an ‘‘urbanized area’’ for purposes of 49 U.S.C. 5307 
and 5336(a) until the next decennial census following the enactment 
of this Act if the area was defined and designated as an ‘‘urbanized’’ 
area by the Secretary of Commerce in the 2000 decennial census 
and the population of such area fell below 50,000 after the 2000 
decennial census as a result of a major disaster: Provided, That 
an area treated as an ‘‘urbanized area’’ for purposes of this section 
shall be assigned the population and square miles of the urbanized 
area designated by the Secretary of Commerce in the 2000 decennial 
census: Provided further, That the term ‘‘major disaster’’ has the 
meaning given such term in section 102(2) of the Disaster Relief 
Act of 1974 (42 U.S.C. 5122(2)). 


DEPARTMENT OF HOUSING AND URBAN DEVELOPMENT 


COMMUNITY PLANNING AND DEVELOPMENT 


COMMUNITY DEVELOPMENT FUND 


(INCLUDING TRANSFERS OF FUNDS) 


For an additional amount for ‘‘Community Development Fund’’, 
$28,000,000,000, to remain available until expended, for necessary 
expenses for activities authorized under title I of the Housing 
and Community Development Act of 1974 (42 U.S.C. 5301 et seq.) 
related to disaster relief, long-term recovery, restoration of infra-
structure and housing, economic revitalization, and mitigation in 
the most impacted and distressed areas resulting from a major 
declared disaster that occurred in 2017 (except as otherwise pro-
vided under this heading) pursuant to the Robert T. Stafford Dis-
aster Relief and Emergency Assistance Act (42 U.S.C. 5121 et 
seq.): Provided, That funds shall be awarded directly to the State, 
unit of general local government, or Indian tribe (as such term 
is defined in section 102 of the Housing and Community Develop-
ment Act of 1974) at the discretion of the Secretary: Provided 
further, That of the amounts made available under this heading, 
up to $16,000,000,000 shall be allocated to meet unmet needs for 
grantees that have received or will receive allocations under this 
heading for major declared disasters that occurred in 2017 or under 
the same heading of Division B of Public Law 115–56, except 
that, of the amounts made available under this proviso, no less 
than $11,000,000,000 shall be allocated to the States and units 
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of local government affected by Hurricane Maria, and of such 
amounts allocated to such grantees affected by Hurricane Maria, 
$2,000,000,000 shall be used to provide enhanced or improved elec-
trical power systems: Provided further, That to the extent amounts 
under the previous proviso are insufficient to meet all unmet needs, 
the allocation amounts related to infrastructure shall be reduced 
proportionally based on the total infrastructure needs of all 
grantees: Provided further, That of the amounts made available 
under this heading, no less than $12,000,000,000 shall be allocated 
for mitigation activities to all grantees of funding provided under 
this heading, section 420 of division L of Public Law 114–113, 
section 145 of division C of Public Law 114–223, section 192 of 
division C of Public Law 114–223 (as added by section 101(3) 
of division A of Public Law 114–254), section 421 of division K 
of Public Law 115–31, and the same heading in division B of 
Public Law 115–56, and that such mitigation activities shall be 
subject to the same terms and conditions under this subdivision, 
as determined by the Secretary: Provided further, That all such 
grantees shall receive an allocation of funds under the preceding 
proviso in the same proportion that the amount of funds each 
grantee received or will receive under the second proviso of this 
heading or the headings and sections specified in the previous 
proviso bears to the amount of all funds provided to all grantees 
specified in the previous proviso: Provided further, That of the 
amounts made available under the second and fourth provisos of 
this heading, the Secretary shall allocate to all such grantees an 
aggregate amount not less than 33 percent of each such amounts 
of funds provided under this heading within 60 days after the 
enactment of this subdivision based on the best available data 
(especially with respect to data for all such grantees affected by 
Hurricanes Harvey, Irma, and Maria), and shall allocate no less 
than 100 percent of the funds provided under this heading by 
no later than December 1, 2018: Provided further, That the Sec-
retary shall not prohibit the use of funds made available under 
this heading and the same heading in division B of Public Law 
115–56 for non-federal share as authorized by section 105(a)(9) 
of the Housing and Community Development Act of 1974 (42 U.S.C. 
5305(a)(9)): Provided further, That of the amounts made available 
under this heading, grantees may establish grant programs to assist 
small businesses for working capital purposes to aid in recovery: 
Provided further, That as a condition of making any grant, the 
Secretary shall certify in advance that such grantee has in place 
proficient financial controls and procurement processes and has 
established adequate procedures to prevent any duplication of bene-
fits as defined by section 312 of the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act (42 U.S.C. 5155), to ensure 
timely expenditure of funds, to maintain comprehensive websites 
regarding all disaster recovery activities assisted with these funds, 
and to detect and prevent waste, fraud, and abuse of funds: Provided 
further, That with respect to any such duplication of benefits, the 
Secretary and any grantee under this section shall not take into 
consideration or reduce the amount provided to any applicant for 
assistance from the grantee where such applicant applied for and 
was approved, but declined assistance related to such major 
declared disasters that occurred in 2014, 2015, 2016, and 2017 
from the Small Business Administration under section 7(b) of the 
Small Business Act (15 U.S.C. 636(b)): Provided further, That the 
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Secretary shall require grantees to maintain on a public website 
information containing common reporting criteria established by 
the Department that permits individuals and entities awaiting 
assistance and the general public to see how all grant funds are 
used, including copies of all relevant procurement documents, 
grantee administrative contracts and details of ongoing procurement 
processes, as determined by the Secretary: Provided further, That 
prior to the obligation of funds a grantee shall submit a plan 
to the Secretary for approval detailing the proposed use of all 
funds, including criteria for eligibility and how the use of these 
funds will address long-term recovery and restoration of infrastruc-
ture and housing, economic revitalization, and mitigation in the 
most impacted and distressed areas: Provided further, That such 
funds may not be used for activities reimbursable by, or for which 
funds are made available by, the Federal Emergency Management 
Agency or the Army Corps of Engineers: Provided further, That 
funds allocated under this heading shall not be considered relevant 
to the non-disaster formula allocations made pursuant to section 
106 of the Housing and Community Development Act of 1974 (42 
U.S.C. 5306): Provided further, That a State, unit of general local 
government, or Indian tribe may use up to 5 percent of its allocation 
for administrative costs: Provided further, That the sixth proviso 
under this heading in the Supplemental Appropriations for Disaster 
Relief Requirements Act, 2017 (division B of Public Law 115– 
56) is amended by striking ‘‘State or subdivision thereof’’ and 
inserting ‘‘State, unit of general local government, or Indian tribe 
(as such term is defined in section 102 of the Housing and Commu-
nity Development Act of 1974 (42 U.S.C. 5302))’’: Provided further, 
That in administering the funds under this heading, the Secretary 
of Housing and Urban Development may waive, or specify alter-
native requirements for, any provision of any statute or regulation 
that the Secretary administers in connection with the obligation 
by the Secretary or the use by the recipient of these funds (except 
for requirements related to fair housing, nondiscrimination, labor 
standards, and the environment), if the Secretary finds that good 
cause exists for the waiver or alternative requirement and such 
waiver or alternative requirement would not be inconsistent with 
the overall purpose of title I of the Housing and Community 
Development Act of 1974: Provided further, That, notwithstanding 
the preceding proviso, recipients of funds provided under this 
heading that use such funds to supplement Federal assistance 
provided under section 402, 403, 404, 406, 407, 408(c)(4), or 502 
of the Robert T. Stafford Disaster Relief and Emergency Assistance 
Act (42 U.S.C. 5121 et seq.) may adopt, without review or public 
comment, any environmental review, approval, or permit performed 
by a Federal agency, and such adoption shall satisfy the responsibil-
ities of the recipient with respect to such environmental review, 
approval or permit: Provided further, That, notwithstanding section 
104(g)(2) of the Housing and Community Development Act of 1974 
(42 U.S.C. 5304(g)(2)), the Secretary may, upon receipt of a request 
for release of funds and certification, immediately approve the 
release of funds for an activity or project assisted under this heading 
if the recipient has adopted an environmental review, approval 
or permit under the preceding proviso or the activity or project 
is categorically excluded from review under the National Environ-
mental Policy Act of 1969 (42 U.S.C. 4321 et seq.): Provided further, 
That the Secretary shall publish via notice in the Federal Register 
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any waiver, or alternative requirement, to any statute or regulation 
that the Secretary administers pursuant to title I of the Housing 
and Community Development Act of 1974 no later than 5 days 
before the effective date of such waiver or alternative requirement: 
Provided further, That the eighth proviso under this heading in 
the Supplemental Appropriations for Disaster Relief Requirements 
Act, 2017 (division B of Public Law 115–56) is amended by inserting 
‘‘408(c)(4),’’ after ‘‘407,’’: Provided further, That of the amounts 
made available under this heading, up to $15,000,000 shall be 
made available for capacity building and technical assistance, 
including assistance on contracting and procurement processes, to 
support States, units of general local government, or Indian tribes 
(and their subrecipients) that receive allocations pursuant to this 
heading, received disaster recovery allocations under the same 
heading in Public Law 115–56, or may receive similar allocations 
for disaster recovery in future appropriations Acts: Provided further, 
That of the amounts made available under this heading, up to 
$10,000,000 shall be transferred, in aggregate, to ‘‘Department of 
Housing and Urban Development—Program Office Salaries and 
Expenses—Community Planning and Development’’ for necessary 
costs, including information technology costs, of administering and 
overseeing the obligation and expenditure of amounts under this 
heading: Provided further, That the amount specified in the pre-
ceding proviso shall be combined with funds appropriated under 
the same heading and for the same purpose in Public Law 115– 
56 and the aggregate of such amounts shall be available for any 
of the purposes specified under this heading or the same heading 
in Public Law 115–56 without limitation: Provided further, That, 
of the funds made available under this heading, $10,000,000 shall 
be transferred to the Office of the Inspector General for necessary 
costs of overseeing and auditing funds made available under this 
heading: Provided further, That such amount is designated by the 
Congress as being for an emergency requirement pursuant to section 
251(b)(2)(A)(i) of the Balanced Budget and Emergency Deficit Con-
trol Act of 1985: Provided further, That amounts repurposed pursu-
ant to this section that were previously designated by the Congress 
as an emergency requirement pursuant to the Balanced Budget 
and Emergency Deficit Control Act are designated by the Congress 
as an emergency requirement pursuant to section 251(b)(2)(A)(i) 
of the Balanced Budget and Emergency Deficit Control Act of 1985. 


GENERAL PROVISIONS—DEPARTMENT OF HOUSING AND URBAN 
DEVELOPMENT 


SEC. 21102. Any funds made available under the heading 
‘‘Community Development Fund’’ under this subdivision that remain 
available, after the other funds under such heading have been 
allocated for necessary expenses for activities authorized under 
such heading, shall be used for additional mitigation activities 
in the most impacted and distressed areas resulting from a major 
declared disaster that occurred in 2014, 2015, 2016 or 2017: Pro-
vided, That such remaining funds shall be awarded to grantees 
of funding provided for disaster relief under the heading ‘‘Commu-
nity Development Fund’’ in this subdivision, section 420 of division 
L of Public Law 114–113, section 145 of division C of Public Law 
114–223, section 192 of division C of Public Law 114–223 (as 
added by section 101(3) of division A of Public Law 114–254), 
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section 421 of division K of Public Law 115–31, and the same 
heading in division B of Public Law 115–56 subject to the same 
terms and conditions under this subdivision and such Acts respec-
tively: Provided further, That each such grantee shall receive an 
allocation from such remaining funds in the same proportion that 
the amount of funds such grantee received under this subdivision 
and under the Acts specified in the previous proviso bears to the 
amount of all funds provided to all grantees specified in the previous 
proviso. 


SEC. 21103. For 2018, the Secretary of Housing and Urban 
Development may make temporary adjustments to the section 8 
housing choice voucher annual renewal funding allocations and 
administrative fee eligibility determinations for public housing 
agencies located in the most impacted and distressed areas in 
which a major Presidentially declared disaster occurred during 2017 
under title IV of the Robert T. Stafford Disaster Relief and Emer-
gency Assistance Act (42 U.S.C. 5170 et seq.), to avoid significant 
adverse funding impacts that would otherwise result from the dis-
aster, or to facilitate leasing up to a public housing agency’s author-
ized level of units under contract (but not to exceed such level), 
upon request by and in consultation with a public housing agency 
and supported by documentation as required by the Secretary that 
demonstrates the need for the adjustment. 


TITLE XII 


GENERAL PROVISIONS—THIS SUBDIVISION 


SEC. 21201. Each amount appropriated or made available by 
this subdivision is in addition to amounts otherwise appropriated 
for the fiscal year involved. 


SEC. 21202. No part of any appropriation contained in this 
subdivision shall remain available for obligation beyond the current 
fiscal year unless expressly so provided herein. 


SEC. 21203. Unless otherwise provided for by this subdivision, 
the additional amounts appropriated by this subdivision to appro-
priations accounts shall be available under the authorities and 
conditions applicable to such appropriations accounts for fiscal year 
2018. 


SEC. 21204. Each amount designated in this subdivision by 
the Congress as being for an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985 shall be available (or rescinded or 
transferred, if applicable) only if the President subsequently so 
designates all such amounts and transmits such designations to 
the Congress. 


SEC. 21205. For purposes of this subdivision, the consequences 
or impacts of any hurricane shall include damages caused by the 
storm at any time during the entirety of its duration as a cyclone, 
as defined by the National Hurricane Center. 


SEC. 21206. Any amount appropriated by this subdivision, des-
ignated by the Congress as an emergency requirement pursuant 
to section 251(b)(2)(A)(i) of the Balanced Budget and Emergency 
Deficit Control Act of 1985 and subsequently so designated by 
the President, and transferred pursuant to transfer authorities 
provided by this subdivision shall retain such designation. 
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SEC. 21207. The terms and conditions applicable to the funds 
provided in this subdivision, including those provided by this title, 
shall also apply to the funds made available in division B of Public 
Law 115–56 and in division A of Public Law 115–72. 


SEC. 21208. (a) Section 305 of division A of the Additional 
Supplemental Appropriations for Disaster Relief Requirements Act, 
2017 (Public Law 115–72) is amended— 


(1) in subsection (a)— 
(A) by striking ‘‘(1) Not later than December 31, 2017,’’ 


and inserting ‘‘Not later than March 31, 2018,’’; and 
(B) by striking paragraph (2); and 


(2) in subsection (b), by striking ‘‘receiving funds under 
this division’’ and inserting ‘‘expending more than $10,000,000 
of funds provided by this division and division B of Public 
Law 115–56 in any one fiscal year’’. 
(b) Section 305 of division A of the Additional Supplemental 


Appropriations for Disaster Relief Requirements Act, 2017 (Public 
Law 115–72), as amended by this section, shall apply to funds 
appropriated by this division as if they had been appropriated 
by that division. 


(c) In order to proactively prepare for oversight of future dis-
aster relief funding, not later than one year after the date of 
enactment of this Act, the Director of the Office of Management 
and Budget shall issue standard guidance for Federal agencies 
to use in designing internal control plans for disaster relief funding. 
This guidance shall leverage existing internal control review proc-
esses and shall include, at a minimum, the following elements: 


(1) Robust criteria for identifying and documenting incre-
mental risks and mitigating controls related to the funding. 


(2) Guidance for documenting the linkage between the 
incremental risks related to disaster funding and efforts to 
address known internal control risks. 
SEC. 21209. Any agency or department provided funding in 


excess of $3,000,000,000 by this subdivision, including the Federal 
Emergency Management Agency, the Department of Housing and 
Urban Development, and the Corps of Engineers, is directed to 
provide a report to the Committees on Appropriations of the House 
of Representatives and the Senate regarding its efforts to provide 
adequate resources and technical assistance for small, low-income 
communities affected by natural disasters. 


SEC. 21210. (a) Not later than 180 days after the date of 
enactment of this subdivision and in coordination with the Adminis-
trator of the Federal Emergency Management Agency, with support 
and contributions from the Secretary of the Treasury, the Secretary 
of Energy, and other Federal agencies having responsibilities 
defined under the National Disaster Recovery Framework, the Gov-
ernor of the Commonwealth of Puerto Rico shall submit to Congress 
a report describing the Commonwealth’s 12- and 24-month economic 
and disaster recovery plan that— 


(1) defines the priorities, goals, and expected outcomes 
of the recovery effort for the Commonwealth, based on damage 
assessments prepared pursuant to Federal law, if applicable, 
including— 


(A) housing; 
(B) economic issues, including workforce development 


and industry expansion and cultivation; 
(C) health and social services; 
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(D) natural and cultural resources; 
(E) governance and civic institutions; 
(F) electric power systems and grid restoration; 
(G) environmental issues, including solid waste facili-


ties; and 
(H) other infrastructure systems, including repair, res-


toration, replacement, and improvement of public infra-
structure such water and wastewater treatment facilities, 
communications networks, and transportation infrastruc-
ture; 
(2) is consistent with— 


(A) the Commonwealth’s fiscal capacity to provide long- 
term operation and maintenance of rebuilt or replaced 
assets; 


(B) alternative procedures and associated pro-
grammatic guidance adopted by the Administrator of the 
Federal Emergency Management Agency pursuant to sec-
tion 428 of the Robert T. Stafford Disaster Relief and 
Emergency Assistance Act (42 U.S.C. 5189f); and 


(C) actions as may be necessary to mitigate 
vulnerabilities to future extreme weather events and nat-
ural disasters and increase community resilience, including 
encouraging the adoption and enforcement of the latest 
published editions of relevant consensus-based codes, speci-
fications, and standards that incorporate the latest hazard- 
resistant designs and establish minimum acceptable cri-
teria for the design, construction, and maintenance of resi-
dential structures and facilities for the purpose of pro-
tecting the health, safety, and general welfare of the 
buildings’ users against disasters; 
(3) promotes transparency and accountability through 


appropriate public notification, outreach, and hearings; 
(4) identifies performance metrics for assessing and 


reporting on the progress toward achieving the Common-
wealth’s recovery goals, as identified under paragraph (1); 


(5) is developed in coordination with the Oversight Board 
established under PROMESA; and 


(6) is certified by that Oversight Board to be consistent 
with the purpose set forth in section 101(a) of PROMESA 
(48 U.S.C. 2121(a)). 
(b) At the end of every 30-day period before the submission 


of the report described in subsection (a), the Governor of the 
Commonwealth of Puerto Rico, in coordination with the Adminis-
trator of the Federal Emergency Management Agency, shall provide 
to Congress interim status updates on progress developing such 
report. 


(c) At the end of every 180-day period after the submission 
of the report described in subsection (a), the Governor of the 
Commonwealth of Puerto Rico, in coordination with the Adminis-
trator of the Federal Emergency Management Agency, shall make 
public a report on progress achieving the goals set forth in such 
report. 


(d) During the development, and after the submission, of the 
report required in subsection (a), the Oversight Board may provide 
to Congress reports on the status of coordination with the Governor 
of Puerto Rico. 
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(e) Amounts made available by this subdivision to a covered 
territory for response to or recovery from Hurricane Irma or Hurri-
cane Maria in an aggregate amount greater than $10,000,000 may 
be reviewed by the Oversight Board under the Oversight Board’s 
authority under 204(b)(2) of PROMESA (48 U.S.C. 2144(b)(2)). 


(f) When developing a Fiscal Plan while the recovery plan 
required under subsection (a) is in development and in effect, the 
Oversight Board shall use and incorporate, to the greatest extent 
feasible, damage assessments prepared pursuant to Federal law. 


(g) For purposes of this section, the terms ‘‘covered territory’’ 
and ‘‘Oversight Board’’ have the meaning given those term in section 
5 of PROMESA (48 U.S.C. 2104). 


This subdivision may be cited as the ‘‘Further Additional 
Supplemental Appropriations for Disaster Relief Requirements Act, 
2018’’. 


SUBDIVISION 2—TAX RELIEF AND MED-
ICAID CHANGES RELATING TO CER-
TAIN DISASTERS 


TITLE I—CALIFORNIA FIRES 


SEC. 20101. DEFINITIONS. 


For purposes of this title— 
(1) CALIFORNIA WILDFIRE DISASTER ZONE.—The term ‘‘Cali-


fornia wildfire disaster zone’’ means that portion of the Cali-
fornia wildfire disaster area determined by the President to 
warrant individual or individual and public assistance from 
the Federal Government under the Robert T. Stafford Disaster 
Relief and Emergency Assistance Act by reason of wildfires 
in California. 


(2) CALIFORNIA WILDFIRE DISASTER AREA.—The term ‘‘Cali-
fornia wildfire disaster area’’ means an area with respect to 
which between January 1, 2017 through January 18, 2018 
a major disaster has been declared by the President under 
section 401 of such Act by reason of wildfires in California. 


SEC. 20102. SPECIAL DISASTER-RELATED RULES FOR USE OF RETIRE-
MENT FUNDS. 


(a) TAX-FAVORED WITHDRAWALS FROM RETIREMENT PLANS.— 
(1) IN GENERAL.—Section 72(t) of the Internal Revenue 


Code of 1986 shall not apply to any qualified wildfire distribu-
tion. 


(2) AGGREGATE DOLLAR LIMITATION.— 
(A) IN GENERAL.—For purposes of this subsection, the 


aggregate amount of distributions received by an individual 
which may be treated as qualified wildfire distributions 
for any taxable year shall not exceed the excess (if any) 
of— 


(i) $100,000, over 
(ii) the aggregate amounts treated as qualified 


wildfire distributions received by such individual for 
all prior taxable years. 
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(B) TREATMENT OF PLAN DISTRIBUTIONS.—If a distribu-
tion to an individual would (without regard to subpara-
graph (A)) be a qualified wildfire distribution, a plan shall 
not be treated as violating any requirement of the Internal 
Revenue Code of 1986 merely because the plan treats such 
distribution as a qualified wildfire distribution, unless the 
aggregate amount of such distributions from all plans main-
tained by the employer (and any member of any controlled 
group which includes the employer) to such individual 
exceeds $100,000. 


(C) CONTROLLED GROUP.—For purposes of subpara-
graph (B), the term ‘‘controlled group’’ means any group 
treated as a single employer under subsection (b), (c), (m), 
or (o) of section 414 of the Internal Revenue Code of 1986. 
(3) AMOUNT DISTRIBUTED MAY BE REPAID.— 


(A) IN GENERAL.—Any individual who receives a quali-
fied wildfire distribution may, at any time during the 3- 
year period beginning on the day after the date on which 
such distribution was received, make one or more contribu-
tions in an aggregate amount not to exceed the amount 
of such distribution to an eligible retirement plan of which 
such individual is a beneficiary and to which a rollover 
contribution of such distribution could be made under sec-
tion 402(c), 403(a)(4), 403(b)(8), 408(d)(3), or 457(e)(16), 
of the Internal Revenue Code of 1986, as the case may 
be. 


(B) TREATMENT OF REPAYMENTS OF DISTRIBUTIONS 
FROM ELIGIBLE RETIREMENT PLANS OTHER THAN IRAS.—For 
purposes of the Internal Revenue Code of 1986, if a con-
tribution is made pursuant to subparagraph (A) with 
respect to a qualified wildfire distribution from an eligible 
retirement plan other than an individual retirement plan, 
then the taxpayer shall, to the extent of the amount of 
the contribution, be treated as having received the qualified 
wildfire distribution in an eligible rollover distribution (as 
defined in section 402(c)(4) of such Code) and as having 
transferred the amount to the eligible retirement plan in 
a direct trustee to trustee transfer within 60 days of the 
distribution. 


(C) TREATMENT OF REPAYMENTS FOR DISTRIBUTIONS 
FROM IRAS.—For purposes of the Internal Revenue Code 
of 1986, if a contribution is made pursuant to subparagraph 
(A) with respect to a qualified wildfire distribution from 
an individual retirement plan (as defined by section 
7701(a)(37) of such Code), then, to the extent of the amount 
of the contribution, the qualified wildfire distribution shall 
be treated as a distribution described in section 408(d)(3) 
of such Code and as having been transferred to the eligible 
retirement plan in a direct trustee to trustee transfer 
within 60 days of the distribution. 
(4) DEFINITIONS.—For purposes of this subsection— 


(A) QUALIFIED WILDFIRE DISTRIBUTION.—Except as pro-
vided in paragraph (2), the term ‘‘qualified wildfire distribu-
tion’’ means any distribution from an eligible retirement 
plan made on or after October 8, 2017, and before January 
1, 2019, to an individual whose principal place of abode 
during any portion of the period from October 8, 2017, 
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to December 31, 2017, is located in the California wildfire 
disaster area and who has sustained an economic loss 
by reason of the wildfires to which the declaration of such 
area relates. 


(B) ELIGIBLE RETIREMENT PLAN.—The term ‘‘eligible 
retirement plan’’ shall have the meaning given such term 
by section 402(c)(8)(B) of the Internal Revenue Code of 
1986. 
(5) INCOME INCLUSION SPREAD OVER 3-YEAR PERIOD.— 


(A) IN GENERAL.—In the case of any qualified wildfire 
distribution, unless the taxpayer elects not to have this 
paragraph apply for any taxable year, any amount required 
to be included in gross income for such taxable year shall 
be so included ratably over the 3-taxable-year period begin-
ning with such taxable year. 


(B) SPECIAL RULE.—For purposes of subparagraph (A), 
rules similar to the rules of subparagraph (E) of section 
408A(d)(3) of the Internal Revenue Code of 1986 shall 
apply. 
(6) SPECIAL RULES.— 


(A) EXEMPTION OF DISTRIBUTIONS FROM TRUSTEE TO 
TRUSTEE TRANSFER AND WITHHOLDING RULES.—For pur-
poses of sections 401(a)(31), 402(f), and 3405 of the Internal 
Revenue Code of 1986, qualified wildfire distributions shall 
not be treated as eligible rollover distributions. 


(B) QUALIFIED WILDFIRE DISTRIBUTIONS TREATED AS 
MEETING PLAN DISTRIBUTION REQUIREMENTS.—For purposes 
the Internal Revenue Code of 1986, a qualified wildfire 
distribution shall be treated as meeting the requirements 
of sections 401(k)(2)(B)(i), 403(b)(7)(A)(ii), 403(b)(11), and 
457(d)(1)(A) of such Code. 


(b) RECONTRIBUTIONS OF WITHDRAWALS FOR HOME PUR-
CHASES.— 


(1) RECONTRIBUTIONS.— 
(A) IN GENERAL.—Any individual who received a quali-


fied distribution may, during the period beginning on 
October 8, 2017, and ending on June 30, 2018, make one 
or more contributions in an aggregate amount not to exceed 
the amount of such qualified distribution to an eligible 
retirement plan (as defined in section 402(c)(8)(B) of the 
Internal Revenue Code of 1986) of which such individual 
is a beneficiary and to which a rollover contribution of 
such distribution could be made under section 402(c), 
403(a)(4), 403(b)(8), or 408(d)(3), of such Code, as the case 
may be. 


(B) TREATMENT OF REPAYMENTS.—Rules similar to the 
rules of subparagraphs (B) and (C) of subsection (a)(3) 
shall apply for purposes of this subsection. 
(2) QUALIFIED DISTRIBUTION.—For purposes of this sub-


section, the term ‘‘qualified distribution’’ means any distribu-
tion— 


(A) described in section 401(k)(2)(B)(i)(IV), 
403(b)(7)(A)(ii) (but only to the extent such distribution 
relates to financial hardship), 403(b)(11)(B), or 72(t)(2)(F), 
of the Internal Revenue Code of 1986, 


(B) received after March 31, 2017, and before January 
15, 2018, and 
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(C) which was to be used to purchase or construct 
a principal residence in the California wildfire disaster 
area but which was not so purchased or constructed on 
account of the wildfires to which the declaration of such 
area relates. 


(c) LOANS FROM QUALIFIED PLANS.— 
(1) INCREASE IN LIMIT ON LOANS NOT TREATED AS DISTRIBU-


TIONS.—In the case of any loan from a qualified employer 
plan (as defined under section 72(p)(4) of the Internal Revenue 
Code of 1986) to a qualified individual made during the period 
beginning on the date of the enactment of this Act and ending 
on December 31, 2018— 


(A) clause (i) of section 72(p)(2)(A) of such Code shall 
be applied by substituting ‘‘$100,000’’ for ‘‘$50,000’’, and 


(B) clause (ii) of such section shall be applied by sub-
stituting ‘‘the present value of the nonforfeitable accrued 
benefit of the employee under the plan’’ for ‘‘one-half of 
the present value of the nonforfeitable accrued benefit of 
the employee under the plan’’. 
(2) DELAY OF REPAYMENT.—In the case of a qualified indi-


vidual with an outstanding loan on or after October 8, 2017, 
from a qualified employer plan (as defined in section 72(p)(4) 
of the Internal Revenue Code of 1986)— 


(A) if the due date pursuant to subparagraph (B) or 
(C) of section 72(p)(2) of such Code for any repayment 
with respect to such loan occurs during the period begin-
ning on October 8, 2017, and ending on December 31, 
2018, such due date shall be delayed for 1 year, 


(B) any subsequent repayments with respect to any 
such loan shall be appropriately adjusted to reflect the 
delay in the due date under paragraph (1) and any interest 
accruing during such delay, and 


(C) in determining the 5-year period and the term 
of a loan under subparagraph (B) or (C) of section 72(p)(2) 
of such Code, the period described in subparagraph (A) 
shall be disregarded. 
(3) QUALIFIED INDIVIDUAL.—For purposes of this subsection, 


the term ‘‘qualified individual’’ means any individual whose 
principal place of abode during any portion of the period from 
October 8, 2017, to December 31, 2017, is located in the Cali-
fornia wildfire disaster area and who has sustained an economic 
loss by reason of wildfires to which the declaration of such 
area relates. 
(d) PROVISIONS RELATING TO PLAN AMENDMENTS.— 


(1) IN GENERAL.—If this subsection applies to any amend-
ment to any plan or annuity contract, such plan or contract 
shall be treated as being operated in accordance with the terms 
of the plan during the period described in paragraph (2)(B)(i). 


(2) AMENDMENTS TO WHICH SUBSECTION APPLIES.— 
(A) IN GENERAL.—This subsection shall apply to any 


amendment to any plan or annuity contract which is 
made— 


(i) pursuant to any provision of this section, or 
pursuant to any regulation issued by the Secretary 
or the Secretary of Labor under any provision of this 
section, and 







H. R. 1892—51 


(ii) on or before the last day of the first plan 
year beginning on or after January 1, 2019, or such 
later date as the Secretary may prescribe. 


In the case of a governmental plan (as defined in section 
414(d) of the Internal Revenue Code of 1986), clause (ii) 
shall be applied by substituting the date which is 2 years 
after the date otherwise applied under clause (ii). 


(B) CONDITIONS.—This subsection shall not apply to 
any amendment unless— 


(i) during the period— 
(I) beginning on the date that this section 


or the regulation described in subparagraph (A)(i) 
takes effect (or in the case of a plan or contract 
amendment not required by this section or such 
regulation, the effective date specified by the plan), 
and 


(II) ending on the date described in subpara-
graph (A)(ii) (or, if earlier, the date the plan or 
contract amendment is adopted), 


the plan or contract is operated as if such plan or contract 
amendment were in effect, and 


(ii) such plan or contract amendment applies retro-
actively for such period. 


SEC. 20103. EMPLOYEE RETENTION CREDIT FOR EMPLOYERS 
AFFECTED BY CALIFORNIA WILDFIRES. 


(a) IN GENERAL.—For purposes of section 38 of the Internal 
Revenue Code of 1986, in the case of an eligible employer, the 
California wildfire employee retention credit shall be treated as 
a credit listed in subsection (b) of such section. For purposes of 
this subsection, the California wildfire employee retention credit 
for any taxable year is an amount equal to 40 percent of the 
qualified wages with respect to each eligible employee of such 
employer for such taxable year. For purposes of the preceding 
sentence, the amount of qualified wages which may be taken into 
account with respect to any individual shall not exceed $6,000. 


(b) DEFINITIONS.—For purposes of this section— 
(1) ELIGIBLE EMPLOYER.—The term ‘‘eligible employer’’ 


means any employer— 
(A) which conducted an active trade or business on 


October 8, 2017, in the California wildfire disaster zone, 
and 


(B) with respect to whom the trade or business 
described in subparagraph (A) is inoperable on any day 
after October 8, 2017, and before January 1, 2018, as 
a result of damage sustained by reason of the wildfires 
to which such declaration of such area relates. 
(2) ELIGIBLE EMPLOYEE.—The term ‘‘eligible employee’’ 


means with respect to an eligible employer an employee whose 
principal place of employment on October 8, 2017, with such 
eligible employer was in the California wildfire disaster zone. 


(3) QUALIFIED WAGES.—The term ‘‘qualified wages’’ means 
wages (as defined in section 51(c)(1) of the Internal Revenue 
Code of 1986, but without regard to section 3306(b)(2)(B) of 
such Code) paid or incurred by an eligible employer with respect 
to an eligible employee on any day after October 8, 2017, 
and before January 1, 2018, which occurs during the period— 
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(A) beginning on the date on which the trade or busi-
ness described in paragraph (1) first became inoperable 
at the principal place of employment of the employee imme-
diately before the wildfires to which the declaration of 
the California wildfire disaster area relates, and 


(B) ending on the date on which such trade or business 
has resumed significant operations at such principal place 
of employment. 


Such term shall include wages paid without regard to whether 
the employee performs no services, performs services at a dif-
ferent place of employment than such principal place of employ-
ment, or performs services at such principal place of employ-
ment before significant operations have resumed. 
(c) CERTAIN RULES TO APPLY.—For purposes of this section, 


rules similar to the rules of sections 51(i)(1), 52, and 280C(a) of 
the Internal Revenue Code of 1986, shall apply. 


(d) EMPLOYEE NOT TAKEN INTO ACCOUNT MORE THAN ONCE.— 
An employee shall not be treated as an eligible employee for pur-
poses of this section for any period with respect to any employer 
if such employer is allowed a credit under section 51 of the Internal 
Revenue Code of 1986 with respect to such employee for such 
period. 


SEC. 20104. ADDITIONAL DISASTER-RELATED TAX RELIEF PROVISIONS. 


(a) TEMPORARY SUSPENSION OF LIMITATIONS ON CHARITABLE 
CONTRIBUTIONS.— 


(1) IN GENERAL.—Except as otherwise provided in para-
graph (2), subsection (b) of section 170 of the Internal Revenue 
Code of 1986 shall not apply to qualified contributions and 
such contributions shall not be taken into account for purposes 
of applying subsections (b) and (d) of such section to other 
contributions. 


(2) TREATMENT OF EXCESS CONTRIBUTIONS.—For purposes 
of section 170 of the Internal Revenue Code of 1986— 


(A) INDIVIDUALS.—In the case of an individual— 
(i) LIMITATION.—Any qualified contribution shall 


be allowed only to the extent that the aggregate of 
such contributions does not exceed the excess of the 
taxpayer’s contribution base (as defined in subpara-
graph (H) of section 170(b)(1) of such Code) over the 
amount of all other charitable contributions allowed 
under section 170(b)(1) of such Code. 


(ii) CARRYOVER.—If the aggregate amount of quali-
fied contributions made in the contribution year 
(within the meaning of section 170(d)(1) of such Code) 
exceeds the limitation of clause (i), such excess shall 
be added to the excess described in the portion of 
subparagraph (A) of such section which precedes clause 
(i) thereof for purposes of applying such section. 
(B) CORPORATIONS.—In the case of a corporation— 


(i) LIMITATION.—Any qualified contribution shall 
be allowed only to the extent that the aggregate of 
such contributions does not exceed the excess of the 
taxpayer’s taxable income (as determined under para-
graph (2) of section 170(b) of such Code) over the 
amount of all other charitable contributions allowed 
under such paragraph. 
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(ii) CARRYOVER.—Rules similar to the rules of 
subparagraph (A)(ii) shall apply for purposes of this 
subparagraph. 


(3) EXCEPTION TO OVERALL LIMITATION ON ITEMIZED DEDUC-
TIONS.—So much of any deduction allowed under section 170 
of the Internal Revenue Code of 1986 as does not exceed the 
qualified contributions paid during the taxable year shall not 
be treated as an itemized deduction for purposes of section 
68 of such Code. 


(4) QUALIFIED CONTRIBUTIONS.— 
(A) IN GENERAL.—For purposes of this subsection, the 


term ‘‘qualified contribution’’ means any charitable con-
tribution (as defined in section 170(c) of the Internal Rev-
enue Code of 1986) if— 


(i) such contribution— 
(I) is paid during the period beginning on 


October 8, 2017, and ending on December 31, 2018, 
in cash to an organization described in section 
170(b)(1)(A) of such Code, and 


(II) is made for relief efforts in the California 
wildfire disaster area, 
(ii) the taxpayer obtains from such organization 


contemporaneous written acknowledgment (within the 
meaning of section 170(f)(8) of such Code) that such 
contribution was used (or is to be used) for relief efforts 
described in clause (i)(II), and 


(iii) the taxpayer has elected the application of 
this subsection with respect to such contribution. 
(B) EXCEPTION.—Such term shall not include a con-


tribution by a donor if the contribution is— 
(i) to an organization described in section 509(a)(3) 


of the Internal Revenue Code of 1986, or 
(ii) for the establishment of a new, or maintenance 


of an existing, donor advised fund (as defined in section 
4966(d)(2) of such Code). 
(C) APPLICATION OF ELECTION TO PARTNERSHIPS AND 


S CORPORATIONS.—In the case of a partnership or S corpora-
tion, the election under subparagraph (A)(iii) shall be made 
separately by each partner or shareholder. 


(b) SPECIAL RULES FOR QUALIFIED DISASTER-RELATED PER-
SONAL CASUALTY LOSSES.— 


(1) IN GENERAL.—If an individual has a net disaster loss 
for any taxable year— 


(A) the amount determined under section 
165(h)(2)(A)(ii) of the Internal Revenue Code of 1986 shall 
be equal to the sum of— 


(i) such net disaster loss, and 
(ii) so much of the excess referred to in the matter 


preceding clause (i) of section 165(h)(2)(A) of such Code 
(reduced by the amount in clause (i) of this subpara-
graph) as exceeds 10 percent of the adjusted gross 
income of the individual, 
(B) section 165(h)(1) of such Code shall be applied 


by substituting ‘‘$500’’ for ‘‘$500 ($100 for taxable years 
beginning after December 31, 2009)’’, 
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(C) the standard deduction determined under section 
63(c) of such Code shall be increased by the net disaster 
loss, and 


(D) section 56(b)(1)(E) of such Code shall not apply 
to so much of the standard deduction as is attributable 
to the increase under subparagraph (C) of this paragraph. 
(2) NET DISASTER LOSS.—For purposes of this subsection, 


the term ‘‘net disaster loss’’ means the excess of qualified dis-
aster-related personal casualty losses over personal casualty 
gains (as defined in section 165(h)(3)(A) of the Internal Revenue 
Code of 1986). 


(3) QUALIFIED DISASTER-RELATED PERSONAL CASUALTY 
LOSSES.—For purposes of this subsection, the term ‘‘qualified 
disaster-related personal casualty losses’’ means losses 
described in section 165(c)(3) of the Internal Revenue Code 
of 1986 which arise in the California wildfire disaster area 
on or after October 8, 2017, and which are attributable to 
the wildfires to which the declaration of such area relates. 
(c) SPECIAL RULE FOR DETERMINING EARNED INCOME.— 


(1) IN GENERAL.—In the case of a qualified individual, 
if the earned income of the taxpayer for the taxable year 
which includes any portion of the period from October 8, 2017, 
to December 31, 2017, is less than the earned income of the 
taxpayer for the preceding taxable year, the credits allowed 
under sections 24(d) and 32 of the Internal Revenue Code 
of 1986 may, at the election of the taxpayer, be determined 
by substituting— 


(A) such earned income for the preceding taxable year, 
for 


(B) such earned income for the taxable year which 
includes any portion of the period from October 8, 2017, 
to December 31, 2017. 
(2) QUALIFIED INDIVIDUAL.—For purposes of this subsection, 


the term ‘‘qualified individual’’ means any individual whose 
principal place of abode during any portion of the period from 
October 8, 2017, to December 31, 2017, was located— 


(A) in the California wildfire disaster zone, or 
(B) in the California wildfire disaster area (but outside 


the California wildfire disaster zone) and such individual 
was displaced from such principal place of abode by reason 
of the wildfires to which the declaration of such area 
relates. 
(3) EARNED INCOME.—For purposes of this subsection, the 


term ‘‘earned income’’ has the meaning given such term under 
section 32(c) of the Internal Revenue Code of 1986. 


(4) SPECIAL RULES.— 
(A) APPLICATION TO JOINT RETURNS.—For purposes of 


paragraph (1), in the case of a joint return for a taxable 
year which includes any portion of the period from October 
8, 2017, to December 31, 2017— 


(i) such paragraph shall apply if either spouse 
is a qualified individual, and 


(ii) the earned income of the taxpayer for the pre-
ceding taxable year shall be the sum of the earned 
income of each spouse for such preceding taxable year. 
(B) UNIFORM APPLICATION OF ELECTION.—Any election 


made under paragraph (1) shall apply with respect to both 







H. R. 1892—55 


sections 24(d) and 32, of the Internal Revenue Code of 
1986. 


(C) ERRORS TREATED AS MATHEMATICAL ERROR.—For 
purposes of section 6213 of the Internal Revenue Code 
of 1986, an incorrect use on a return of earned income 
pursuant to paragraph (1) shall be treated as a mathe-
matical or clerical error. 


(D) NO EFFECT ON DETERMINATION OF GROSS INCOME, 
ETC.—Except as otherwise provided in this subsection, the 
Internal Revenue Code of 1986 shall be applied without 
regard to any substitution under paragraph (1). 


TITLE II—TAX RELIEF FOR HURRI-
CANES HARVEY, IRMA, AND MARIA 


SEC. 20201. TAX RELIEF FOR HURRICANES HARVEY, IRMA, AND MARIA. 


(a) MODIFICATION OF HURRICANES HARVEY AND IRMA DISASTER 
AREAS.—Subsections (a)(2) and (b)(2) of section 501 of the Disaster 
Tax Relief and Airport and Airway Extension Act of 2017 (Public 
Law 115–63; 131 Stat. 1173) are both amended by striking ‘‘Sep-
tember 21, 2017’’ and inserting ‘‘October 17, 2017’’. 


(b) EMPLOYEE RETENTION CREDIT.—Subsections (a)(3), (b)(3), 
and (c)(3) of section 503 of the Disaster Tax Relief and Airport 
and Airway Extension Act of 2017 (Public Law 115–63; 131 Stat. 
1181) are each amended by striking ‘‘sections 51(i)(1) and 52’’ and 
inserting ‘‘sections 51(i)(1), 52, and 280C(a)’’. 


(c) EFFECTIVE DATE.—The amendments made by this section 
shall take effect as if included in the provisions of title V of the 
Disaster Tax Relief and Airport and Airway Extension Act of 2017 
to which such amendments relate. 


TITLE III—HURRICANE MARIA RELIEF 
FOR PUERTO RICO AND THE VIRGIN 
ISLANDS MEDICAID PROGRAMS 


SEC. 20301. HURRICANE MARIA RELIEF FOR PUERTO RICO AND THE 
VIRGIN ISLANDS MEDICAID PROGRAMS. 


(a) INCREASED CAPS.—Section 1108(g)(5) of the Social Security 
Act (42 U.S.C. 1308(g)(5)) is amended— 


(1) in subparagraph (A), by striking ‘‘subparagraph (B)’’ 
and inserting ‘‘subparagraphs (B), (C), (D), and (E)’’; and 


(2) by adding at the end the following new subparagraphs: 
‘‘(C) Subject to subparagraphs (D) and (E), for the period 


beginning January 1, 2018, and ending September 30, 2019— 
‘‘(i) the amount of the increase otherwise provided 


under subparagraphs (A) and (B) for Puerto Rico shall 
be further increased by $3,600,000,000; and 


‘‘(ii) the amount of the increase otherwise provided 
under subparagraph (A) for the Virgin Islands shall be 
further increased by $106,931,000. 
‘‘(D) For the period described in subparagraph (C), the 


amount of the increase otherwise provided under subparagraph 
(A)— 
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‘‘(i) for Puerto Rico shall be further increased by 
$1,200,000,000 if the Secretary certifies that Puerto Rico 
has taken reasonable and appropriate steps during such 
period, in accordance with a timeline established by the 
Secretary, to— 


‘‘(I) implement methods, satisfactory to the Sec-
retary, for the collection and reporting of reliable data 
to the Transformed Medicaid Statistical Information 
System (T–MSIS) (or a successor system); and 


‘‘(II) demonstrate progress in establishing a State 
medicaid fraud control unit described in section 
1903(q); and 
‘‘(ii) for the Virgin Islands shall be further increased 


by $35,644,000 if the Secretary certifies that the Virgin 
Islands has taken reasonable and appropriate steps during 
such period, in accordance with a timeline established by 
the Secretary, to meet the conditions for certification speci-
fied in subclauses (I) and (II) of clause (i). 
‘‘(E) Notwithstanding any other provision of title XIX, 


during the period in which the additional funds provided under 
subparagraphs (C) and (D) are available for Puerto Rico and 
the Virgin Islands, respectively, with respect to payments from 
such additional funds for amounts expended by Puerto Rico 
and the Virgin Islands under such title, the Secretary shall 
increase the Federal medical assistance percentage or other 
rate that would otherwise apply to such payments to 100 per-
cent.’’. 
(b) DISREGARD OF CERTAIN EXPENDITURES FROM SPENDING 


CAP.—Section 1108(g)(4) of the Social Security Act (42 U.S.C. 
1308(g)(4)) is amended— 


(1) by inserting ‘‘for a calendar quarter of such fiscal year,’’ 
after ‘‘section 1903(a)(3)’’; and 


(2) by striking ‘‘of such fiscal year for a calendar quarter 
of such fiscal year,’’ and inserting ‘‘of such fiscal year, and 
with respect to fiscal years beginning with fiscal year 2018, 
if the Virgin Islands qualifies for a payment under section 
1903(a)(6) for a calendar quarter (beginning on or after January 
1, 2018) of such fiscal year,’’. 
(c) REPORT TO CONGRESS.—Not later than July 1, 2018, the 


Secretary of Health and Human Services shall submit a report 
to the Committee on Energy and Commerce of the House of Rep-
resentatives and the Committee on Finance of the Senate that— 


(1) describes the steps taken by Puerto Rico and the Virgin 
Islands to meet the conditions for certification specified in 
clauses (i) and (ii), respectively, of section 1108(g)(5)(D) of the 
Social Security Act (42 U.S.C. 1308(g)(5)(D)) (as amended by 
subsection (a) of this section); and 


(2) specifies timelines for each such territory to, as a condi-
tion of eligibility for any additional increases in the amounts 
determined for Puerto Rico or the Virgin Islands, respectively, 
under subsection (g) of section 1108 of such Act (42 U.S.C. 
1308) for purposes of payments under title XIX of such Act 
for fiscal year 2019, complete— 


(A) implementation of methods, satisfactory to the Sec-
retary, for the collection and reporting of reliable data 
to the Transformed Medicaid Statistical Information 
System (T–MSIS) (or a successor system); and 
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(B) the establishment of a State medicaid fraud control 
unit described in section 1903(q) of the Social Security 
Act (42 U.S.C. 1396d(q)). 


TITLE IV—BUDGETARY EFFECTS 
SEC. 20401. EMERGENCY DESIGNATION. 


This subdivision is designated as an emergency requirement 
pursuant to section 4(g) of the Statutory Pay-As-You-Go Act of 
2010 (2 U.S.C. 933(g)). 
SEC. 20402. DESIGNATION IN SENATE. 


In the Senate, this subdivision is designated as an emergency 
requirement pursuant to section 4112(a) of H. Con. Res. 71 (115th 
Congress), the concurrent resolution on the budget for fiscal year 
2018. 


Subdivision 3—Further Extension of Continuing 
Appropriations Act, 2018 


SEC. 20101. The Continuing Appropriations Act, 2018 (division 
D of Public Law 115–56) is further amended by— 


(1) striking the date specified in section 106(3) and 
inserting ‘‘March 23, 2018’’; and 


(2) inserting after section 155 the following new sections: 
‘‘SEC. 156. In addition to amounts provided by section 101, 


amounts are provided for ‘Department of Commerce—Bureau of 
the Census—Periodic Census and Programs’ at a rate for operations 
of $182,000,000 for an additional amount for the 2020 Decennial 
Census Program; and such amounts may be apportioned up to 
the rate for operations necessary to maintain the schedule and 
deliver the required data according to statutory deadlines in the 
2020 Decennial Census Program. 


‘‘SEC. 157. Notwithstanding section 101, the matter preceding 
the first proviso and the first proviso under the heading ‘Power 
Marketing Administrations—Operation and Maintenance, South-
eastern Power Administration’ in division D of Public Law 115– 
31 shall be applied by substituting ‘$6,379,000’ for ‘$1,000,000’ 
each place it appears. 


‘‘SEC. 158. As authorized by section 404 of the Bipartisan 
Budget Act of 2015 (Public Law 114–74; 42 U.S.C. 6239 note), 
the Secretary of Energy shall draw down and sell not to exceed 
$350,000,000 of crude oil from the Strategic Petroleum Reserve 
in fiscal year 2018: Provided, That the proceeds from such draw-
down and sale shall be deposited into the ‘Energy Security and 
Infrastructure Modernization Fund’ (in this section referred to as 
the ‘Fund’) during fiscal year 2018: Provided further, That in addi-
tion to amounts otherwise made available by section 101, any 
amounts deposited in the Fund shall be made available and shall 
remain available until expended at a rate for operations of 
$350,000,000, for necessary expenses in carrying out the Life Exten-
sion II project for the Strategic Petroleum Reserve. 


‘‘SEC. 159. Amounts made available by section 101 for ‘The 
Judiciary—Courts of Appeals, District Courts, and Other Judicial 
Services—Fees of Jurors and Commissioners’ may be apportioned 
up to the rate for operations necessary to accommodate increased 
juror usage. 
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‘‘SEC. 160. Section 144 of the Continuing Appropriations Act, 
2018 (division D of Public Law 115–56), as amended by the Further 
Additional Continuing Appropriations Act, 2018 (division A of Public 
Law 115–96), is amended by (1) striking ‘$11,761,000’ and inserting 
‘$22,247,000’, and (2) striking ‘$1,104,000’ and inserting 
‘$1,987,000’. 


‘‘SEC. 161. Section 458(a)(4) of the Higher Education Act of 
1965 (20 U.S.C. 1087h(a)(4)) shall be applied by substituting ‘2018’ 
for ‘2017’. 


‘‘SEC. 162. For the purpose of carrying out section 435(a)(2) 
of the Higher Education Act of 1965 (HEA) (20 U.S.C. 1085(a)(2)), 
during the period covered by this Act the Secretary of Education 
may waive the requirement under section 435(a)(5)(A)(ii) of the 
HEA (20 U.S.C. 1085(a)(5)(A)(ii)) for an institution of higher edu-
cation that offers an associate degree, is a public institution, and 
is located in an economically distressed county, defined as a county 
that ranks in the lowest 5 percent of all counties in the United 
States based on a national index of county economic status: Pro-
vided, That this section shall apply to an institution of higher 
education that otherwise would be ineligible to participate in a 
program under part A of title IV of the HEA on or after the 
date of enactment of this Act due to the application of section 
435(a)(2) of the HEA. 


‘‘SEC. 163. Notwithstanding any other provision of law, funds 
made available by this Act for military construction, land acquisi-
tion, and family housing projects and activities may be obligated 
and expended to carry out planning and design and military 
construction projects authorized by law: Provided, That funds and 
authority provided by this section may be used notwithstanding 
sections 102 and 104: Provided further, That such funds may be 
used only for projects identified by the Department of the Air 
Force in its January 29, 2018, letter sent to the Committees on 
Appropriations of both Houses of Congress detailing urgently 
needed fiscal year 2018 construction requirements. 


‘‘SEC. 164. (a) Section 116(h)(3)(D) of title 49, United States 
Code, is amended— 


‘‘(1) in clause (i), by striking ‘During the 2-year period 
beginning on the date of enactment of this section, the’; 
inserting ‘The’; and inserting the following after the first sen-
tence: ‘Any such funds or limitation of obligations or portions 
thereof transferred to the Bureau may be transferred back 
to and merged with the original account.’; and 


‘‘(2) in clause (ii) by striking ‘During the 2-year period 
beginning on the date of enactment of this section, the’; 
inserting ‘The’; and inserting the following after the first sen-
tence: ‘Any such funds or limitation of obligations or portions 
thereof transferred to the Bureau may be transferred back 
to and merged with the original account.’. 
‘‘(b) Section 503(l)(4) of the Railroad Revitalization and Regu-


latory Reform Act of 1976 (45 U.S.C. 823(l)(4)) is amended— 
‘‘(1) in the heading by striking ‘Safety and operations 


account’ and inserting ‘National Surface Transportation and 
Innovative Finance Bureau account’; and 


‘‘(2) in subparagraph (A) by striking ‘Safety and Operations 
account of the Federal Railroad Administration’ and inserting 
‘National Surface Transportation and Innovative Finance 
Bureau account’. 
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‘‘SEC. 165. Section 24(o) of the United States Housing Act 
of 1937 (42 U.S.C. 1437v) shall be applied by substituting the 
date specified in section 106(3) for ‘September 30, 2017’.’’. 


This subdivision may be cited as the ‘‘Further Extension of 
Continuing Appropriations Act, 2018’’. 


DIVISION C—BUDGETARY AND OTHER 
MATTERS 


SEC. 30001. TABLE OF CONTENTS. 


The table of contents for this division is as follows: 
DIVISION C—BUDGETARY AND OTHER MATTERS 


Sec. 30001. Table of contents. 


TITLE I—BUDGET ENFORCEMENT 
Sec. 30101. Amendments to the Balanced Budget and Emergency Deficit Control 


Act of 1985. 
Sec. 30102. Balances on the PAYGO Scorecards. 
Sec. 30103. Authority for fiscal year 2019 budget resolution in the Senate. 
Sec. 30104. Authority for fiscal year 2019 budget resolution in the House of Rep-


resentatives. 
Sec. 30105. Exercise of rulemaking powers. 


TITLE II—OFFSETS 
Sec. 30201. Customs user fees. 
Sec. 30202. Aviation security service fees. 
Sec. 30203. Extension of certain immigration fees. 
Sec. 30204. Strategic Petroleum Reserve drawdown. 
Sec. 30205. Elimination of surplus funds of Federal reserve banks. 
Sec. 30206. Reemployment services and eligibility assessments. 


TITLE III—TEMPORARY EXTENSION OF PUBLIC DEBT LIMIT 
Sec. 30301. Temporary extension of public debt limit. 


TITLE IV—JOINT SELECT COMMITTEES 


Subtitle A—Joint Select Committee on Solvency of Multiemployer Pension Plans 
Sec. 30421. Definitions. 
Sec. 30422. Establishment of Joint Select Committee. 
Sec. 30423. Funding. 
Sec. 30424. Consideration of joint committee bill in the Senate. 


Subtitle B—Joint Select Committee on Budget and Appropriations Process Reform 
Sec. 30441. Definitions. 
Sec. 30442. Establishment of Joint Select Committee. 
Sec. 30443. Funding. 
Sec. 30444. Consideration of joint committee bill in the Senate. 


TITLE I—BUDGET ENFORCEMENT 


SEC. 30101. AMENDMENTS TO THE BALANCED BUDGET AND EMER-
GENCY DEFICIT CONTROL ACT OF 1985. 


(a) REVISED DISCRETIONARY SPENDING LIMITS.—Section 251(c) 
of the Balanced Budget and Emergency Deficit Control Act of 1985 
(2 U.S.C. 901(c)) is amended by striking paragraphs (5) and (6) 
and inserting the following: 


‘‘(5) for fiscal year 2018— 
‘‘(A) for the revised security category, $629,000,000,000 


in new budget authority; and 
‘‘(B) for the revised nonsecurity category 


$579,000,000,000 in new budget authority; 
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‘‘(6) for fiscal year 2019— 
‘‘(A) for the revised security category, $647,000,000,000 


in new budget authority; and 
‘‘(B) for the revised nonsecurity category, 


$597,000,000,000 in new budget authority;’’. 
(b) DIRECT SPENDING ADJUSTMENTS FOR FISCAL YEARS 2018 


AND 2019.—Section 251A of the Balanced Budget and Emergency 
Deficit Control Act of 1985 (2 U.S.C. 901a), is amended— 


(1) in paragraph (5)(B), in the matter preceding clause 
(i), by striking ‘‘and (11)’’ and inserting ‘‘, (11), and (12)’’; 
and 


(2) by adding at the end the following: 
‘‘(12) IMPLEMENTING DIRECT SPENDING REDUCTIONS FOR 


FISCAL YEARS 2018 AND 2019.—(A) OMB shall make the calcula-
tions necessary to implement the direct spending reductions 
calculated pursuant to paragraphs (3) and (4) without regard 
to the amendment made to section 251(c) revising the discre-
tionary spending limits for fiscal years 2018 and 2019 by the 
Bipartisan Budget Act of 2018. 


‘‘(B) Paragraph (5)(B) shall not be implemented for fiscal 
years 2018 and 2019.’’. 
(c) EXTENSION OF DIRECT SPENDING REDUCTIONS THROUGH 


FISCAL YEAR 2027.—Section 251A(6) of the Balanced Budget and 
Emergency Deficit Control Act of 1985 (2 U.S.C. 901a(6)) is 
amended— 


(1) in subparagraph (B), in the matter preceding clause 
(i), by striking ‘‘for fiscal year 2022, for fiscal year 2023, for 
fiscal year 2024, and for fiscal year 2025’’ and inserting ‘‘for 
each of fiscal years 2022 through 2027’’; and 


(2) in subparagraph (C), in the matter preceding clause 
(i), by striking ‘‘fiscal year 2025’’ and inserting ‘‘fiscal year 
2027’’. 


SEC. 30102. BALANCES ON THE PAYGO SCORECARDS. 


Effective on the date of enactment of this Act, the balances 
on the PAYGO scorecards established pursuant to paragraphs (4) 
and (5) of section 4(d) of the Statutory Pay-As-You-Go Act of 2010 
(2 U.S.C. 933(d)) shall be zero. 
SEC. 30103. AUTHORITY FOR FISCAL YEAR 2019 BUDGET RESOLUTION 


IN THE SENATE. 


(a) FISCAL YEAR 2019.—For purposes of enforcing the Congres-
sional Budget Act of 1974 (2 U.S.C. 621 et seq.) after April 15, 
2018, and enforcing budgetary points of order in prior concurrent 
resolutions on the budget, the allocations, aggregates, and levels 
provided for in subsection (b) shall apply in the Senate in the 
same manner as for a concurrent resolution on the budget for 
fiscal year 2019 with appropriate budgetary levels for fiscal years 
2020 through 2028. 


(b) COMMITTEE ALLOCATIONS, AGGREGATES, AND LEVELS.—After 
April 15, 2018, but not later than May 15, 2018, the Chairman 
of the Committee on the Budget of the Senate shall file— 


(1) for the Committee on Appropriations, committee alloca-
tions for fiscal year 2019 consistent with discretionary spending 
limits set forth in section 251(c)(6) of the Balanced Budget 
and Emergency Deficit Control Act of 1985, as amended by 
this Act, for the purposes of enforcing section 302 of the 
Congressional Budget Act of 1974 (2 U.S.C. 633); 
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(2) for all committees other than the Committee on Appro-
priations, committee allocations for fiscal years 2019, 2019 
through 2023, and 2019 through 2028 consistent with the most 
recent baseline of the Congressional Budget Office, as adjusted 
for the budgetary effects of any provision of law enacted during 
the period beginning on the date such baseline is issued and 
ending on the date of submission of such statement, for the 
purposes of enforcing section 302 of the Congressional Budget 
Act of 1974 (2 U.S.C. 633); 


(3) aggregate spending levels for fiscal year 2019 in accord-
ance with the allocations established under paragraphs (1) 
and (2), for the purpose of enforcing section 311 of the Congres-
sional Budget Act of 1974 (2 U.S.C. 642); 


(4) aggregate revenue levels for fiscal years 2019, 2019 
through 2023, and 2019 through 2028 consistent with the most 
recent baseline of the Congressional Budget Office, as adjusted 
for the budgetary effects of any provision of law enacted during 
the period beginning on the date such baseline is issued and 
ending on the date of submission of such statement, for the 
purpose of enforcing section 311 of the Congressional Budget 
Act of 1974 (2 U.S.C. 642); and 


(5) levels of Social Security revenues and outlays for fiscal 
years 2019, 2019 through 2023, and 2019 through 2028 con-
sistent with the most recent baseline of the Congressional 
Budget Office, as adjusted for the budgetary effects of any 
provision of law enacted during the period beginning on the 
date such baseline is issued and ending on the date of submis-
sion of such statement, for the purpose of enforcing sections 
302 and 311 of the Congressional Budget Act of 1974 (2 U.S.C. 
633 and 642). 
(c) ADDITIONAL MATTER.—The filing referred to in subsection 


(b) may also include for fiscal year 2019 the deficit-neutral reserve 
funds contained in title III of H. Con. Res. 71 (115th Congress) 
updated by one fiscal year. 


(d) EXPIRATION.—This section shall expire if a concurrent reso-
lution on the budget for fiscal year 2019 is agreed to by the Senate 
and the House of Representatives pursuant to section 301 of the 
Congressional Budget Act of 1974 (2 U.S.C. 632). 


SEC. 30104. AUTHORITY FOR FISCAL YEAR 2019 BUDGET RESOLUTION 
IN THE HOUSE OF REPRESENTATIVES. 


(a) FISCAL YEAR 2019.—If a concurrent resolution on the budget 
for fiscal year 2019 has not been adopted by April 15, 2018, for 
the purpose of enforcing the Congressional Budget Act of 1974, 
the allocations, aggregates, and levels provided for in subsection 
(b) shall apply in the House of Representatives after April 15, 
2018, in the same manner as for a concurrent resolution on the 
budget for fiscal year 2019 with appropriate budgetary levels for 
fiscal year 2019 and for fiscal years 2020 through 2028. 


(b) COMMITTEE ALLOCATIONS, AGGREGATES, AND LEVELS.—In 
the House of Representatives, the Chair of the Committee on the 
Budget shall submit a statement for publication in the Congres-
sional Record after April 15, 2018, but not later than May 15, 
2018, containing— 


(1) for the Committee on Appropriations, committee alloca-
tions for fiscal year 2019 for discretionary budget authority 
at the total level set forth in section 251(c)(6) of the Balanced 
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Budget and Emergency Deficit Control Act of 1985, as amended 
by this Act, and the outlays flowing therefrom, and committee 
allocations for fiscal year 2019 for current law mandatory 
budget authority and outlays, for the purpose of enforcing sec-
tion 302 of the Congressional Budget Act of 1974; 


(2) for all committees other than the Committee on Appro-
priations, committee allocations for fiscal year 2019 and for 
the period of fiscal years 2019 through 2028 at the levels 
included in the most recent baseline of the Congressional 
Budget Office, as adjusted for the budgetary effects of any 
provision of law enacted during the period beginning on the 
date such baseline is issued and ending on the date of submis-
sion of such statement, for the purpose of enforcing section 
302 of the Congressional Budget Act of 1974; and 


(3) aggregate spending levels for fiscal year 2019 and aggre-
gate revenue levels for fiscal year 2019 and for the period 
of fiscal years 2019 through 2028, at the levels included in 
the most recent baseline of the Congressional Budget Office, 
as adjusted for the budgetary effects of any provision of law 
enacted during the period beginning on the date such baseline 
is issued and ending on the date of submission of such state-
ment, for the purpose of enforcing section 311 of the Congres-
sional Budget Act of 1974. 
(c) ADDITIONAL MATTER.—The statement referred to in sub-


section (b) may also include for fiscal year 2019, the matter con-
tained in the provisions referred to in subsection (f)(1). 


(d) FISCAL YEAR 2019 ALLOCATION TO THE COMMITTEE ON 
APPROPRIATIONS.—If the statement referred to in subsection (b) 
is not filed by May 15, 2018, then the matter referred to in sub-
section (b)(1) shall be submitted by the Chair of the Committee 
on the Budget for publication in the Congressional Record on the 
next day that the House of Representatives is in session. 


(e) ADJUSTMENTS.—The chair of the Committee on the Budget 
of the House of Representatives may adjust the levels included 
in the statement referred to in subsection (b) to reflect the budgetary 
effects of any legislation enacted during the 115th Congress that 
reduces the deficit or as otherwise necessary. 


(f) APPLICATION.—Upon submission of the statement referred 
to in subsection (b)— 


(1) all references in sections 5101 through 5112, sections 
5201 through 5205, section 5301, and section 5401 of House 
Concurrent Resolution 71 (115th Congress) to a fiscal year 
shall be considered for all purposes in the House to be ref-
erences to the succeeding fiscal year; and 


(2) all references in the provisions referred to in paragraph 
(1) to allocations, aggregates, or other appropriate levels in 
‘‘this concurrent resolution’’, ‘‘the most recently agreed to 
concurrent resolution on the budget’’, or ‘‘this resolution’’ shall 
be considered for all purposes in the House to be references 
to the allocations, aggregates, or other appropriate levels con-
tained in the statement referred to in subsection (b), as 
adjusted. 
(g) EXPIRATION.—Subsections (a) through (f) shall no longer 


apply if a concurrent resolution on the budget for fiscal year 2019 
is agreed to by the Senate and House of Representatives. 
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SEC. 30105. EXERCISE OF RULEMAKING POWERS. 


Sections 30103 and 30104 are enacted by the Congress— 
(1) as an exercise of the rulemaking power of the Senate 


and the House of Representatives, respectively, and as such 
they shall be considered as part of the rules of each House, 
respectively, or of that House to which they specifically apply, 
and such rules shall supersede other rules only to the extent 
that they are inconsistent therewith; and 


(2) with full recognition of the constitutional right of either 
House to change such rules (so far as relating to such House) 
at any time, in the same manner, and to the same extent 
as in the case of any other rule of such House. 


TITLE II—OFFSETS 
SEC. 30201. CUSTOMS USER FEES. 


(a) IN GENERAL.—Section 13031(j)(3) of the Consolidated Omni-
bus Budget Reconciliation Act of 1985 (19 U.S.C. 58c(j)(3)) is 
amended— 


(1) in subparagraph (A), by striking ‘‘January 14, 2026’’ 
and inserting ‘‘February 24, 2027’’; and 


(2) in subparagraph (B)(i), by striking ‘‘September 30, 2025’’ 
and inserting ‘‘September 30, 2027’’. 
(b) RATE FOR MERCHANDISE PROCESSING FEES.—Section 503 


of the United States–Korea Free Trade Agreement Implementation 
Act (Public Law 112–41; 19 U.S.C. 3805 note) is amended by 
striking ‘‘January 14, 2026’’ and inserting ‘‘February 24, 2027’’. 
SEC. 30202. AVIATION SECURITY SERVICE FEES. 


Paragraph (4) of section 44940(i) of title 49, United States 
Code, is amended by adding at the end the following new subpara-
graphs: 


‘‘(M) $1,640,000,000 for fiscal year 2026. 
‘‘(N) $1,680,000,000 for fiscal year 2027.’’. 


SEC. 30203. EXTENSION OF CERTAIN IMMIGRATION FEES. 


(a) VISA WAIVER PROGRAM.—Section 217(h)(3)(B)(iii) of the 
Immigration and Nationality Act (8 U.S.C. 1187(h)(3)(B)(iii)) is 
amended by striking ‘‘September 30, 2020’’ and inserting ‘‘Sep-
tember 30, 2027’’. 


(b) L–1 AND H–1B VISAS.—Section 411 of the Air Transportation 
Safety and System Stabilization Act (49 U.S.C. 40101 note) is 
amended by striking ‘‘September 30, 2025’’ each place it appears 
and inserting ‘‘September 30, 2027’’. 
SEC. 30204. STRATEGIC PETROLEUM RESERVE DRAWDOWN. 


(a) DRAWDOWN AND SALE.— 
(1) IN GENERAL.—Notwithstanding section 161 of the 


Energy Policy and Conservation Act (42 U.S.C. 6241), except 
as provided in subsection (b), the Secretary of Energy shall 
draw down and sell from the Strategic Petroleum Reserve— 


(A) 30,000,000 barrels of crude oil during the period 
of fiscal years 2022 through 2025; 


(B) 35,000,000 barrels of crude oil during fiscal year 
2026; and 


(C) 35,000,000 barrels of crude oil during fiscal year 
2027. 
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(2) DEPOSIT OF AMOUNTS RECEIVED FROM SALE.—Amounts 
received from a sale under paragraph (1) shall be deposited 
in the general fund of the Treasury during the fiscal year 
in which the sale occurs. 
(b) EMERGENCY PROTECTION.—The Secretary of Energy may 


not draw down and sell crude oil under this section in quantities 
that would limit the authority to sell petroleum products under 
subsection (h) of section 161 of the Energy Policy and Conservation 
Act (42 U.S.C. 6241) in the full quantity authorized by that sub-
section. 


(c) STRATEGIC PETROLEUM DRAWDOWN CONDITIONS AND LIMITA-
TIONS.— 


(1) CONDITIONS.—Section 161(h)(1) of the Energy Policy 
and Conservation Act (42 U.S.C. 6241(h)(1)) is amended in 
subparagraph (B) by striking ‘‘shortage; and’’ and all that fol-
lows through ‘‘Secretary of’’ in subparagraph (C) and inserting 
the following: ‘‘shortage; 


‘‘(C) the Secretary has found that action taken under 
this subsection will not impair the ability of the United 
States to carry out obligations of the United States under 
the international energy program; and 


‘‘(D) the Secretary of’’. 
(2) LIMITATIONS.—Section 161(h)(2) of the Energy Policy 


and Conservation Act (42 U.S.C. 6241(h)(2)) is amended by 
striking ‘‘450,000,000’’ each place it appears and inserting 
‘‘350,000,000’’. 


SEC. 30205. ELIMINATION OF SURPLUS FUNDS OF FEDERAL RESERVE 
BANKS. 


Section 7(a)(3)(A) of the Federal Reserve Act (12 U.S.C. 
289(a)(3)(A)) is amended by striking ‘‘$10,000,000,000’’ and inserting 
‘‘$7,500,000,000’’. 
SEC. 30206. REEMPLOYMENT SERVICES AND ELIGIBILITY ASSESS-


MENTS. 


(a) IN GENERAL.—Title III of the Social Security Act (42 U.S.C. 
501 et seq.) is amended by adding at the end the following: 
‘‘SEC. 306. GRANTS TO STATES FOR REEMPLOYMENT SERVICES AND 


ELIGIBILITY ASSESSMENTS. 


‘‘(a) IN GENERAL.—The Secretary of Labor (in this section 
referred to as the ‘Secretary’) shall award grants under this section 
for a fiscal year to eligible States to conduct a program of reemploy-
ment services and eligibility assessments for individuals referred 
to reemployment services as described in section 303(j) for weeks 
in such fiscal year for which such individuals receive unemployment 
compensation. 


‘‘(b) PURPOSES.—The purposes of this section are to accomplish 
the following goals: 


‘‘(1) To improve employment outcomes of individuals that 
receive unemployment compensation and to reduce the average 
duration of receipt of such compensation through employment. 


‘‘(2) To strengthen program integrity and reduce improper 
payments of unemployment compensation by States through 
the detection and prevention of such payments to individuals 
who are not eligible for such compensation. 


‘‘(3) To promote alignment with the broader vision of the 
Workforce Innovation and Opportunity Act (29 U.S.C. 3101 
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et seq.) of increased program integration and service delivery 
for job seekers, including claimants for unemployment com-
pensation. 


‘‘(4) To establish reemployment services and eligibility 
assessments as an entry point for individuals receiving 
unemployment compensation into other workforce system 
partner programs. 
‘‘(c) EVIDENCE-BASED STANDARDS.— 


‘‘(1) IN GENERAL.—In carrying out a State program of 
reemployment services and eligibility assessments using grant 
funds awarded to the State under this section, a State shall 
use such funds only for interventions demonstrated to reduce 
the number of weeks for which program participants receive 
unemployment compensation by improving employment out-
comes for program participants. 


‘‘(2) EXPANDING EVIDENCE-BASED INTERVENTIONS.—In addi-
tion to the requirement imposed by paragraph (1), a State 
shall— 


‘‘(A) for fiscal years 2023 and 2024, use no less than 
25 percent of the grant funds awarded to the State under 
this section for interventions with a high or moderate 
causal evidence rating that show a demonstrated capacity 
to improve employment and earnings outcomes for program 
participants; 


‘‘(B) for fiscal years 2025 and 2026, use no less than 
40 percent of such grant funds for interventions described 
in subparagraph (A); and 


‘‘(C) for fiscal years beginning after fiscal year 2026, 
use no less than 50 percent of such grant funds for interven-
tions described in subparagraph (A). 


‘‘(d) EVALUATIONS.— 
‘‘(1) REQUIRED EVALUATIONS.—Any intervention without a 


high or moderate causal evidence rating used by a State in 
carrying out a State program of reemployment services and 
eligibility assessments under this section shall be under evalua-
tion at the time of use. 


‘‘(2) FUNDING LIMITATION.—A State shall use not more than 
10 percent of grant funds awarded to the State under this 
section to conduct or cause to be conducted evaluations of 
interventions used in carrying out a program under this section 
(including evaluations conducted pursuant to paragraph (1)). 
‘‘(e) STATE PLAN.— 


‘‘(1) IN GENERAL.—As a condition of eligibility to receive 
a grant under this section for a fiscal year, a State shall 
submit to the Secretary, at such time and in such manner 
as the Secretary may require, a State plan that outlines how 
the State intends to conduct a program of reemployment serv-
ices and eligibility assessments under this section, including— 


‘‘(A) assurances that, and a description of how, the 
program will provide— 


‘‘(i) proper notification to participating individuals 
of the program’s eligibility conditions, requirements, 
and benefits, including the issuance of warnings and 
simple, clear notifications to ensure that participating 
individuals are fully aware of the consequences of 
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failing to adhere to such requirements, including poli-
cies related to non-attendance or non-fulfillment of 
work search requirements; and 


‘‘(ii) reasonable scheduling accommodations to 
maximize participation for eligible individuals; 
‘‘(B) assurances that, and a description of how, the 


program will conform with the purposes outlined in sub-
section (b) and satisfy the requirement to use evidence- 
based standards under subsection (c), including— 


‘‘(i) a description of the evidence-based interven-
tions the State plans to use to speed reemployment; 


‘‘(ii) an explanation of how such interventions are 
appropriate to the population served; and 


‘‘(iii) if applicable, a description of the evaluation 
structure the State plans to use for interventions with-
out at least a moderate or high causal evidence rating, 
which may include national evaluations conducted by 
the Department of Labor or by other entities; and 
‘‘(C) a description of any reemployment activities and 


evaluations conducted in the prior fiscal year, and any 
data collected on— 


‘‘(i) characteristics of program participants; 
‘‘(ii) the number of weeks for which program 


participants receive unemployment compensation; and 
‘‘(iii) employment and other outcomes for program 


participants consistent with State performance 
accountability measures provided by the State 
unemployment compensation program and in section 
116(b) of the Workforce Innovation and Opportunity 
Act (29 U.S.C. 3141(b)). 


‘‘(2) APPROVAL.—The Secretary shall approve any State 
plan, that is timely submitted to the Secretary, in such manner 
as the Secretary may require, that satisfies the conditions 
described in paragraph (1). 


‘‘(3) DISAPPROVAL AND REVISION.—If the Secretary deter-
mines that a State plan submitted pursuant to this subsection 
fails to satisfy the conditions described in paragraph (1), the 
Secretary shall— 


‘‘(A) disapprove such plan; 
‘‘(B) provide to the State, not later than 30 days after 


the date of receipt of the State plan, a written notice 
of such disapproval that includes a description of any por-
tion of the plan that was not approved and the reason 
for the disapproval of each such portion; and 


‘‘(C) provide the State with an opportunity to correct 
any such failure and submit a revised State plan. 


‘‘(f) ALLOCATION OF FUNDS.— 
‘‘(1) BASE FUNDING.— 


‘‘(A) IN GENERAL.—For each fiscal year after fiscal year 
2020, the Secretary shall allocate a percentage equal to 
the base funding percentage for such fiscal year of the 
funds made available for grants under this section among 
the States awarded such a grant for such fiscal year using 
a formula prescribed by the Secretary based on the rate 
of insured unemployment (as defined in section 203(e)(1) 
of the Federal-State Extended Unemployment Compensa-
tion Act of 1970 (26 U.S.C. 3304 note)) in the State for 
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a period to be determined by the Secretary. In developing 
such formula with respect to a State, the Secretary shall 
consider the importance of avoiding sharp reductions in 
grant funding to a State over time. 


‘‘(B) BASE FUNDING PERCENTAGE.—For purposes of 
subparagraph (A), the term ‘base funding percentage’ 
means— 


‘‘(i) for fiscal years 2021 through 2026, 89 percent; 
and 


‘‘(ii) for fiscal years after 2026, 84 percent. 
‘‘(2) RESERVATION FOR OUTCOME PAYMENTS.— 


‘‘(A) IN GENERAL.—Of the amounts made available for 
grants under this section for each fiscal year after 2020, 
the Secretary shall reserve a percentage equal to the out-
come reservation percentage for such fiscal year for out-
come payments to increase the amount otherwise awarded 
to a State under paragraph (1). Such outcome payments 
shall be paid to States conducting reemployment services 
and eligibility assessments under this section that, during 
the previous fiscal year, met or exceeded the outcome goals 
provided in subsection (b)(1) related to reducing the average 
duration of receipt of unemployment compensation by 
improving employment outcomes. 


‘‘(B) OUTCOME RESERVATION PERCENTAGE.—For pur-
poses of subparagraph (A), the term ‘outcome reservation 
percentage’ means— 


‘‘(i) for fiscal years 2021 through 2026, 10 percent; 
and 


‘‘(ii) for fiscal years after 2026, 15 percent. 
‘‘(3) RESERVATION FOR RESEARCH AND TECHNICAL ASSIST-


ANCE.—Of the amounts made available for grants under this 
section for each fiscal year after 2020, the Secretary may 
reserve not more than 1 percent to conduct research and provide 
technical assistance to States. 


‘‘(4) CONSULTATION AND PUBLIC COMMENT.—Not later than 
September 30, 2019, the Secretary shall— 


‘‘(A) consult with the States and seek public comment 
in developing the allocation formula under paragraph (1) 
and the criteria for carrying out the reservations under 
paragraph (2); and 


‘‘(B) make publicly available the allocation formula 
and criteria developed pursuant to subclause (A). 


‘‘(g) NOTIFICATION TO CONGRESS.—Not later than 90 days prior 
to making any changes to the allocation formula or the criteria 
developed pursuant to subsection (f)(5)(A), the Secretary shall 
submit to Congress, including to the Committee on Ways and Means 
and the Committee on Appropriations of the House of Representa-
tives and the Committee on Finance and the Committee on Appro-
priations of the Senate, a notification of any such change. 


‘‘(h) SUPPLEMENT NOT SUPPLANT.—Funds made available to 
carry out this section shall be used to supplement the level of 
Federal, State, and local public funds that, in the absence of such 
availability, would be expended to provide reemployment services 
and eligibility assessments to individuals receiving unemployment 
compensation, and in no case to supplant such Federal, State, 
or local public funds. 


‘‘(i) DEFINITIONS.—In this section: 
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‘‘(1) CAUSAL EVIDENCE RATING.—The terms ‘high causal 
evidence rating’ and ‘moderate causal evidence rating’ shall 
have the meaning given such terms by the Secretary of Labor. 


‘‘(2) ELIGIBLE STATE.—The term ‘eligible State’ means a 
State that has in effect a State plan approved by the Secretary 
in accordance with subsection (e). 


‘‘(3) INTERVENTION.—The term ‘intervention’ means a 
service delivery strategy for the provision of State reemploy-
ment services and eligibility assessment activities under this 
section. 


‘‘(4) STATE.—The term ‘State’ has the meaning given the 
term in section 205 of the Federal-State Extended Unemploy-
ment Compensation Act of 1970 (26 U.S.C. 3304 note). 


‘‘(5) UNEMPLOYMENT COMPENSATION.—The term unemploy-
ment compensation means ‘regular compensation’, ‘extended 
compensation’, and ‘additional compensation’ (as such terms 
are defined by section 205 of the Federal-State Extended 
Unemployment Compensation Act of 1970 (26 U.S.C. 3304 
note)).’’. 
(b) REPORT.—Not later than 3 years after the date of enactment 


of this Act, the Secretary of Labor shall submit to Congress a 
report to describe promising interventions used by States to provide 
reemployment assistance. 


(c) ADJUSTMENT TO DISCRETIONARY SPENDING LIMITS.—Section 
251(b)(2) of the Balanced Budget and Emergency Deficit Control 
Act of 1985 (2 U.S.C. 901(b)(2)) is amended by adding at the 
end the following: 


‘‘(E) REEMPLOYMENT SERVICES AND ELIGIBILITY ASSESS-
MENTS.— 


‘‘(i) IN GENERAL.—If a bill or joint resolution 
making appropriations for a fiscal year is enacted that 
specifies an amount for grants to States under section 
306 of the Social Security Act, then the adjustment 
for that fiscal year shall be the additional new budget 
authority provided in that Act for such grants for that 
fiscal year, but shall not exceed— 


‘‘(I) for fiscal year 2018, $0; 
‘‘(II) for fiscal year 2019, $33,000,000; 
‘‘(III) for fiscal year 2020, $58,000,000; and 
‘‘(IV) for fiscal year 2021, $83,000,000. 


‘‘(ii) DEFINITION.—As used in this subparagraph, 
the term ‘additional new budget authority’ means the 
amount provided for a fiscal year, in excess of 
$117,000,000, in an appropriation Act and specified 
to pay for grants to States under section 306 of the 
Social Security Act.’’. 


(d) OTHER BUDGETARY ADJUSTMENTS.—Section 314 of the 
Congressional Budget Act of 1974 (2 U.S.C. 645) is amended by 
adding at the end the following: 


‘‘(g) ADJUSTMENT FOR REEMPLOYMENT SERVICES AND ELIGI-
BILITY ASSESSMENTS.— 


‘‘(1) IN GENERAL.— 
‘‘(A) ADJUSTMENTS.—If the Committee on Appropria-


tions of either House reports an appropriation measure 
for any of fiscal years 2022 through 2027 that provides 
budget authority for grants under section 306 of the Social 
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Security Act, or if a conference committee submits a con-
ference report thereon, the chairman of the Committee 
on the Budget of the House of Representatives or the 
Senate shall make the adjustments referred to in subpara-
graph (B) to reflect the additional new budget authority 
provided for such grants in that measure or conference 
report and the outlays resulting therefrom, consistent with 
subparagraph (D). 


‘‘(B) TYPES OF ADJUSTMENTS.—The adjustments 
referred to in this subparagraph consist of adjustments 
to— 


‘‘(i) the discretionary spending limits for that fiscal 
year as set forth in the most recently adopted concur-
rent resolution on the budget; 


‘‘(ii) the allocations to the Committees on Appro-
priations of the Senate and the House of Representa-
tives for that fiscal year under section 302(a); and 


‘‘(iii) the appropriate budget aggregates for that 
fiscal year in the most recently adopted concurrent 
resolution on the budget. 
‘‘(C) ENFORCEMENT.—The adjusted discretionary 


spending limits, allocations, and aggregates under this 
paragraph shall be considered the appropriate limits, 
allocations, and aggregates for purposes of congressional 
enforcement of this Act and concurrent budget resolutions 
under this Act. 


‘‘(D) LIMITATION.—No adjustment may be made under 
this subsection in excess of— 


‘‘(i) for fiscal year 2022, $133,000,000; 
‘‘(ii) for fiscal year 2023, $258,000,000; 
‘‘(iii) for fiscal year 2024, $433,000,000; 
‘‘(iv) for fiscal year 2025, $533,000,000; 
‘‘(v) for fiscal year 2026, $608,000,000; and 
‘‘(vi) for fiscal year 2027, $633,000,000. 


‘‘(E) DEFINITION.—As used in this subsection, the term 
‘additional new budget authority’ means the amount provided 
for a fiscal year, in excess of $117,000,000, in an appropriation 
measure or conference report (as the case may be) and specified 
to pay for grants to States under section 306 of the Social 
Security Act. 


‘‘(2) REPORT ON 302(B) LEVEL.—Following any adjustment 
made under paragraph (1), the Committees on Appropriations 
of the Senate and the House of Representatives may report 
appropriately revised suballocations pursuant to section 302(b) 
to carry out this subsection.’’. 


TITLE III—TEMPORARY EXTENSION OF 
PUBLIC DEBT LIMIT 


SEC. 30301. TEMPORARY EXTENSION OF PUBLIC DEBT LIMIT. 


(a) IN GENERAL.—Section 3101(b) of title 31, United States 
Code, shall not apply for the period beginning on the date of 
the enactment of this Act and ending on March 1, 2019. 


(b) SPECIAL RULE RELATING TO OBLIGATIONS ISSUED DURING 
EXTENSION PERIOD.—Effective on March 2, 2019, the limitation 
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in effect under section 3101(b) of title 31, United States Code, 
shall be increased to the extent that— 


(1) the face amount of obligations issued under chapter 
31 of such title and the face amount of obligations whose 
principal and interest are guaranteed by the United States 
Government (except guaranteed obligations held by the Sec-
retary of the Treasury) outstanding on March 2, 2019, exceeds 


(2) the face amount of such obligations outstanding on 
the date of the enactment of this Act. 
(c) RESTORING CONGRESSIONAL AUTHORITY OVER THE NATIONAL 


DEBT.— 
(1) EXTENSION LIMITED TO NECESSARY OBLIGATIONS.—An 


obligation shall not be taken into account under subsection 
(b)(1) unless the issuance of such obligation was necessary 
to fund a commitment incurred pursuant to law by the Federal 
Government that required payment before March 2, 2019. 


(2) PROHIBITION ON CREATION OF CASH RESERVE DURING 
EXTENSION PERIOD.—The Secretary of the Treasury shall not 
issue obligations during the period specified in subsection (a) 
for the purpose of increasing the cash balance above normal 
operating balances in anticipation of the expiration of such 
period. 


TITLE IV—JOINT SELECT COMMITTEES 


Subtitle A—Joint Select Committee on 
Solvency of Multiemployer Pension Plans 


SEC. 30421. DEFINITIONS. 


In this subtitle— 
(1) the term ‘‘joint committee’’ means the Joint Select Com-


mittee on Solvency of Multiemployer Pension Plans established 
under section 30422(a); and 


(2) the term ‘‘joint committee bill’’ means a bill consisting 
of the proposed legislative language of the joint committee 
recommended in accordance with section 30422(b)(2)(B)(ii) and 
introduced under section 30424(a). 


SEC. 30422. ESTABLISHMENT OF JOINT SELECT COMMITTEE. 


(a) ESTABLISHMENT OF JOINT SELECT COMMITTEE.—There is 
established a joint select committee of Congress to be known as 
the ‘‘Joint Select Committee on Solvency of Multiemployer Pension 
Plans’’. 


(b) IMPLEMENTATION.— 
(1) GOAL.—The goal of the joint committee is to improve 


the solvency of multiemployer pension plans and the Pension 
Benefit Guaranty Corporation. 


(2) DUTIES.— 
(A) IN GENERAL.—The joint committee shall provide 


recommendations and legislative language that will signifi-
cantly improve the solvency of multiemployer pension plans 
and the Pension Benefit Guaranty Corporation. 


(B) REPORT, RECOMMENDATIONS, AND LEGISLATIVE LAN-
GUAGE.— 
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(i) IN GENERAL.—Not later than November 30, 
2018, the joint committee shall vote on— 


(I) a report that contains a detailed statement 
of the findings, conclusions, and recommendations 
of the joint committee; and 


(II) proposed legislative language to carry out 
the recommendations described in subclause (I). 
(ii) APPROVAL OF REPORT AND LEGISLATIVE LAN-


GUAGE.— 
(I) IN GENERAL.—The report of the joint com-


mittee and the proposed legislative language 
described in clause (i) shall only be approved upon 
receiving the votes of— 


(aa) a majority of joint committee mem-
bers appointed by the Speaker of the House 
of Representatives and the Majority Leader 
of the Senate; and 


(bb) a majority of joint committee mem-
bers appointed by the Minority Leader of the 
House of Representatives and the Minority 
Leader of the Senate. 
(II) AVAILABILITY.—The text of any report and 


proposed legislative language shall be publicly 
available in electronic form at least 24 hours prior 
to its consideration. 
(iii) ADDITIONAL VIEWS.—A member of the joint 


committee who gives notice of an intention to file 
supplemental, minority, or additional views at the time 
of the final joint committee vote on the approval of 
the report and legislative language under clause (ii) 
shall be entitled to 2 calendar days after the day 
of such notice in which to file such views in writing 
with the co-chairs. Such views shall then be included 
in the joint committee report and printed in the same 
volume, or part thereof, and their inclusion shall be 
noted on the cover of the report. In the absence of 
timely notice, the joint committee report may be 
printed and transmitted immediately without such 
views. 


(iv) TRANSMISSION OF REPORT AND LEGISLATIVE 
LANGUAGE.—If the report and legislative language are 
approved by the joint committee pursuant to clause 
(ii), the joint committee shall submit the joint com-
mittee report and legislative language described in 
clause (i) to the President, the Vice President, the 
Speaker of the House of Representatives, and the 
majority and minority leaders of each House of Con-
gress not later than 15 calendar days after such 
approval. 


(v) REPORT AND LEGISLATIVE LANGUAGE TO BE 
MADE PUBLIC.—Upon the approval of the joint com-
mittee report and legislative language pursuant to 
clause (ii), the joint committee shall promptly make 
the full report and legislative language, and a record 
of any vote, available to the public. 


(3) MEMBERSHIP.— 
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(A) IN GENERAL.—The joint committee shall be com-
posed of 16 members appointed pursuant to subparagraph 
(B). 


(B) APPOINTMENT.—Members of the joint committee 
shall be appointed as follows: 


(i) The Speaker of the House of Representatives 
shall appoint 4 members from among Members of the 
House of Representatives. 


(ii) The Minority Leader of the House of Represent-
atives shall appoint 4 members from among Members 
of the House of Representatives. 


(iii) The Majority Leader of the Senate shall 
appoint 4 members from among Members of the 
Senate. 


(iv) The Minority Leader of the Senate shall 
appoint 4 members from among Members of the 
Senate. 
(C) CO-CHAIRS.—Two of the appointed members of the 


joint committee will serve as co-chairs. The Speaker of 
the House of Representatives and the Majority Leader of 
the Senate shall jointly appoint one co-chair, and the 
Minority Leader of the House of Representatives and the 
Minority Leader of the Senate shall jointly appoint the 
second co-chair. The co-chairs shall be appointed not later 
than 14 calendar days after the date of enactment of this 
Act. 


(D) DATE.—Members of the joint committee shall be 
appointed not later than 14 calendar days after the date 
of enactment of this Act. 


(E) PERIOD OF APPOINTMENT.—Members shall be 
appointed for the life of the joint committee. Any vacancy 
in the joint committee shall not affect its powers, but 
shall be filled not later than 14 calendar days after the 
date on which the vacancy occurs, in the same manner 
as the original appointment was made. If a member of 
the joint committee ceases to be a Member of the House 
of Representatives or the Senate, as the case may be, 
the member is no longer a member of the joint committee 
and a vacancy shall exist. 
(4) ADMINISTRATION.— 


(A) GENERAL AUTHORITY.—For purposes of enabling 
the joint committee to exercise its powers, functions, and 
duties under this subtitle, and consistent with the Standing 
Rules of the Senate, there is authorized from the date 
of enactment of this Act through February 28, 2019, 
$500,000 to be allocated— 


(i) in total during the period October 1, 2017 
through September 30, 2018; and 


(ii) any remaining amounts shall be carried for-
ward for the period October 1, 2018 through February 
28, 2019. 
(B) EXPENSES.—Expenses of the joint committee shall 


be paid from the contingent fund of the Senate upon 
vouchers approved by the co-chairs, subject to the rules 
and regulations of the Senate. 


(C) QUORUM.—Nine members of the joint committee 
shall constitute a quorum for purposes of voting and 
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meeting, and 5 members of the joint committee shall con-
stitute a quorum for holding hearings. 


(D) VOTING.—No proxy voting shall be allowed on 
behalf of the members of the joint committee. 


(E) MEETINGS.— 
(i) INITIAL MEETING.—Not later than 30 calendar 


days after the date of enactment of this Act, the joint 
committee shall hold its first meeting. 


(ii) AGENDA.—The co-chairs of the joint committee 
shall provide an agenda to the joint committee mem-
bers not less than 48 hours in advance of any meeting. 
(F) HEARINGS.— 


(i) IN GENERAL.—The joint committee may, for the 
purpose of carrying out this section, hold such hearings, 
sit and act at such times and places, require attendance 
of witnesses and production of books, papers, and docu-
ments, take such testimony, receive such evidence, and 
administer such oaths as the joint committee considers 
advisable. 


(ii) HEARING PROCEDURES AND RESPONSIBILITIES OF 
CO-CHAIRS.— 


(I) ANNOUNCEMENT.—The co-chairs of the joint 
committee shall make a public announcement of 
the date, place, time, and subject matter of any 
hearing to be conducted, not less than 7 days 
in advance of such hearing, unless the co-chairs 
determine that there is good cause to begin such 
hearing at an earlier date. 


(II) EQUAL REPRESENTATION OF WITNESSES.— 
Each co-chair shall be entitled to select an equal 
number of witnesses for each hearing held by the 
joint committee. 


(III) WRITTEN STATEMENT.—A witness 
appearing before the joint committee shall file a 
written statement of proposed testimony at least 
2 calendar days before the appearance of the wit-
ness, unless the requirement is waived by the co- 
chairs, following their determination that there 
is good cause for failure to comply with such 
requirement. 


(G) MINIMUM NUMBER OF PUBLIC MEETINGS AND 
HEARINGS.—The joint committee shall hold— 


(i) not less than a total of 5 public meetings or 
public hearings; and 


(ii) not less than 3 public hearings, which may 
include field hearings. 
(H) TECHNICAL ASSISTANCE.—Upon written request of 


the co-chairs, a Federal agency, including legislative branch 
agencies, shall provide technical assistance to the joint 
committee in order for the joint committee to carry out 
its duties. 


(I) STAFFING.— 
(i) DETAILS.—Employees of the legislative branch 


may be detailed to the joint committee on a nonreim-
bursable basis, consistent with the rules and regula-
tions of the Senate. 
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(ii) STAFF DIRECTOR.—The co-chairs, acting jointly, 
may designate one such employee as staff director 
of the joint committee. 


(c) ETHICAL STANDARDS.—Members on the joint committee who 
serve in the House of Representatives shall be governed by the 
ethics rules and requirements of the House. Members of the Senate 
who serve on the joint committee shall comply with the ethics 
rules of the Senate. 


(d) TERMINATION.—The joint committee shall terminate on 
December 31, 2018 or 30 days after submission of its report and 
legislative recommendations pursuant to this section whichever 
occurs first. 


SEC. 30423. FUNDING. 


(a) SPECIAL RESERVE.—To enable the joint committee to exercise 
its powers, functions, and duties under this subtitle, within the 
funds in the account for ‘‘Expenses of Inquiries and Investigations’’ 
of the Senate, not more than $500,000 shall be allocated from 
the special reserve established in S. Res. 62, agreed to February 
28, 2017 (115th Congress), for use by the joint committee. 


(b) EXPIRATION.—None of the funds made available by this 
section may be available for obligation by the joint committee after 
January 2, 2019. 


(c) AVAILABILITY REQUIREMENTS.—For purposes of the joint 
committee, section 20(b) of S. Res. 62, agreed to February 28, 
2017 (115th Congress), shall not apply. 


SEC. 30424. CONSIDERATION OF JOINT COMMITTEE BILL IN THE 
SENATE. 


(a) INTRODUCTION.—Upon receipt of proposed legislative lan-
guage approved in accordance with section 30422(b)(2)(B)(ii), the 
language shall be introduced in the Senate (by request) on the 
next day on which the Senate is in session by the Majority Leader 
of the Senate or by a Member of the Senate designated by the 
Majority Leader of the Senate. 


(b) COMMITTEE CONSIDERATION.—A joint committee bill intro-
duced in the Senate under subsection (a) shall be jointly referred 
to the Committee on Finance and the Committee on Health, Edu-
cation, Labor, and Pensions, which committees shall report the 
bill without any revision and with a favorable recommendation, 
an unfavorable recommendation, or without recommendation, no 
later than 7 session days after introduction of the bill. If either 
committee fails to report the bill within that period, that committee 
shall be automatically discharged from consideration of the bill, 
and the bill shall be placed on the appropriate calendar. 


(c) MOTION TO PROCEED TO CONSIDERATION.— 
(1) IN GENERAL.—Notwithstanding rule XXII of the 


Standing Rules of the Senate, it is in order, not later than 
2 days of session after the date on which a joint committee 
bill is reported or discharged from the Committee on Finance 
and the Committee on Health, Education, Labor, and Pensions, 
for the Majority Leader of the Senate or the Majority Leader’s 
designee to move to proceed to the consideration of the joint 
committee bill. It shall also be in order for any Member of 
the Senate to move to proceed to the consideration of the 
joint committee bill at any time after the conclusion of such 
2-day period. 
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(2) CONSIDERATION OF MOTION.—Consideration of the 
motion to proceed to the consideration of the joint committee 
bill and all debatable motions and appeals in connection there-
with shall not exceed 10 hours, which shall be divided equally 
between the Majority and Minority Leaders or their designees. 
A motion to further limit debate is in order, shall require 
an affirmative vote of three-fifths of Members duly chosen 
and sworn, and is not debatable. 


(3) VOTE THRESHOLD.—The motion to proceed to the consid-
eration of the joint committee bill shall only be agreed to 
upon an affirmative vote of three-fifths of Members duly chosen 
and sworn. 


(4) LIMITATIONS.—The motion is not subject to a motion 
to postpone. All points of order against the motion to proceed 
to the joint committee bill are waived. A motion to reconsider 
the vote by which the motion is agreed to or disagreed to 
shall not be in order. 


(5) DEADLINE.—Not later than the last day of the 115th 
Congress, the Senate shall vote on a motion to proceed to 
the joint committee bill. 


(6) COMPANION MEASURES.—For purposes of this sub-
section, the term ‘‘joint committee bill’’ includes a bill of the 
House of Representatives that is a companion measure to the 
joint committee bill introduced in the Senate. 
(d) RULES OF SENATE.—This section is enacted by Congress— 


(1) as an exercise of the rulemaking power of the Senate, 
and as such is deemed a part of the rules of the Senate, 
but applicable only with respect to the procedure to be followed 
in the Senate in the case of a joint committee bill, and supersede 
other rules only to the extent that they are inconsistent with 
such rules; and 


(2) with full recognition of the constitutional right of the 
Senate to change the rules (so far as relating to the procedure 
of the Senate) at any time, in the same manner, and to the 
same extent as in the case of any other rule of the Senate. 


Subtitle B—Joint Select Committee on 
Budget and Appropriations Process Re-
form 


SEC. 30441. DEFINITIONS. 


In this subtitle— 
(1) the term ‘‘joint committee’’ means the Joint Select Com-


mittee on Budget and Appropriations Process Reform estab-
lished under section 30442(a); and 


(2) the term ‘‘joint committee bill’’ means a bill consisting 
of the proposed legislative language of the joint committee 
recommended in accordance with section 30442(b)(2)(B)(ii) and 
introduced under section 30444(a). 


SEC. 30442. ESTABLISHMENT OF JOINT SELECT COMMITTEE. 


(a) ESTABLISHMENT OF JOINT SELECT COMMITTEE.—There is 
established a joint select committee of Congress to be known as 
the ‘‘Joint Select Committee on Budget and Appropriations Process 
Reform’’. 
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(b) IMPLEMENTATION.— 
(1) GOAL.—The goal of the joint committee is to reform 


the budget and appropriations process. 
(2) DUTIES.— 


(A) IN GENERAL.—The joint committee shall provide 
recommendations and legislative language that will signifi-
cantly reform the budget and appropriations process. 


(B) REPORT, RECOMMENDATIONS, AND LEGISLATIVE LAN-
GUAGE.— 


(i) IN GENERAL.—Not later than November 30, 
2018, the joint committee shall vote on— 


(I) a report that contains a detailed statement 
of the findings, conclusions, and recommendations 
of the joint committee; and 


(II) proposed legislative language to carry out 
the recommendations described in subclause (I). 
(ii) APPROVAL OF REPORT AND LEGISLATIVE LAN-


GUAGE.— 
(I) IN GENERAL.—The report of the joint com-


mittee and the proposed legislative language 
described in clause (i) shall only be approved upon 
receiving the votes of— 


(aa) a majority of joint committee mem-
bers appointed by the Speaker of the House 
of Representatives and the Majority Leader 
of the Senate; and 


(bb) a majority of joint committee mem-
bers appointed by the Minority Leader of the 
House of Representatives and the Minority 
Leader of the Senate. 
(II) AVAILABILITY.—The text of any report and 


proposed legislative language shall be publicly 
available in electronic form at least 24 hours prior 
to its consideration. 
(iii) ADDITIONAL VIEWS.—A member of the joint 


committee who gives notice of an intention to file 
supplemental, minority, or additional views at the time 
of the final joint committee vote on the approval of 
the report and legislative language under clause (ii) 
shall be entitled to 2 calendar days after the day 
of such notice in which to file such views in writing 
with the co-chairs. Such views shall then be included 
in the joint committee report and printed in the same 
volume, or part thereof, and their inclusion shall be 
noted on the cover of the report. In the absence of 
timely notice, the joint committee report may be 
printed and transmitted immediately without such 
views. 


(iv) TRANSMISSION OF REPORT AND LEGISLATIVE 
LANGUAGE.—If the report and legislative language are 
approved by the joint committee pursuant to clause 
(ii), the joint committee shall submit the joint com-
mittee report and legislative language described in 
clause (i) to the President, the Vice President, the 
Speaker of the House of Representatives, and the 
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majority and minority leaders of each House of Con-
gress not later than 15 calendar days after such 
approval. 


(v) REPORT AND LEGISLATIVE LANGUAGE TO BE 
MADE PUBLIC.—Upon the approval of the joint com-
mittee report and legislative language pursuant to 
clause (ii), the joint committee shall promptly make 
the full report and legislative language, and a record 
of any vote, available to the public. 


(3) MEMBERSHIP.— 
(A) IN GENERAL.—The joint committee shall be com-


posed of 16 members appointed pursuant to subparagraph 
(B). 


(B) APPOINTMENT.—Members of the joint committee 
shall be appointed as follows: 


(i) The Speaker of the House of Representatives 
shall appoint 4 members from among Members of the 
House of Representatives. 


(ii) The Minority Leader of the House of Represent-
atives shall appoint 4 members from among Members 
of the House of Representatives. 


(iii) The Majority Leader of the Senate shall 
appoint 4 members from among Members of the 
Senate. 


(iv) The Minority Leader of the Senate shall 
appoint 4 members from among Members of the 
Senate. 
(C) CO-CHAIRS.—Two of the appointed members of the 


joint committee will serve as co-chairs. The Speaker of 
the House of Representatives and the Majority Leader of 
the Senate shall jointly appoint one co-chair, and the 
Minority Leader of the House of Representatives and the 
Minority Leader of the Senate shall jointly appoint the 
second co-chair. The co-chairs shall be appointed not later 
than 14 calendar days after the date of enactment of this 
Act. 


(D) DATE.—Members of the joint committee shall be 
appointed not later than 14 calendar days after the date 
of enactment of this Act. 


(E) PERIOD OF APPOINTMENT.—Members shall be 
appointed for the life of the joint committee. Any vacancy 
in the joint committee shall not affect its powers, but 
shall be filled not later than 14 calendar days after the 
date on which the vacancy occurs, in the same manner 
as the original appointment was made. If a member of 
the joint committee ceases to be a Member of the House 
of Representatives or the Senate, as the case may be, 
the member is no longer a member of the joint committee 
and a vacancy shall exist. 
(4) ADMINISTRATION.— 


(A) GENERAL AUTHORITY.—For purposes of enabling 
the joint committee to exercise its powers, functions, and 
duties under this subtitle, and consistent with the Standing 
Rules of the Senate, there is authorized from the date 
of enactment of this Act through February 28, 2019, 
$500,000 to be allocated— 
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(i) in total during the period October 1, 2017 
through September 30, 2018; and 


(ii) any remaining amounts shall be carried for-
ward for the period October 1, 2018 through February 
28, 2019. 
(B) EXPENSES.—Expenses of the joint committee shall 


be paid from the contingent fund of the Senate upon 
vouchers approved by the co-chairs, subject to the rules 
and regulations of the Senate. 


(C) QUORUM.—Nine members of the joint committee 
shall constitute a quorum for purposes of voting and 
meeting, and 5 members of the joint committee shall con-
stitute a quorum for holding hearings. 


(D) VOTING.—No proxy voting shall be allowed on 
behalf of the members of the joint committee. 


(E) MEETINGS.— 
(i) INITIAL MEETING.—Not later than 30 calendar 


days after the date of enactment of this Act, the joint 
committee shall hold its first meeting. 


(ii) AGENDA.—The co-chairs of the joint committee 
shall provide an agenda to the joint committee mem-
bers not less than 48 hours in advance of any meeting. 
(F) HEARINGS.— 


(i) IN GENERAL.—The joint committee may, for the 
purpose of carrying out this section, hold such hearings, 
sit and act at such times and places, require attendance 
of witnesses and production of books, papers, and docu-
ments, take such testimony, receive such evidence, and 
administer such oaths as the joint committee considers 
advisable. 


(ii) HEARING PROCEDURES AND RESPONSIBILITIES OF 
CO-CHAIRS.— 


(I) ANNOUNCEMENT.—The co-chairs of the joint 
committee shall make a public announcement of 
the date, place, time, and subject matter of any 
hearing to be conducted, not less than 7 days 
in advance of such hearing, unless the co-chairs 
determine that there is good cause to begin such 
hearing at an earlier date. 


(II) EQUAL REPRESENTATION OF WITNESSES.— 
Each co-chair shall be entitled to select an equal 
number of witnesses for each hearing held by the 
joint committee. 


(III) WRITTEN STATEMENT.—A witness 
appearing before the joint committee shall file a 
written statement of proposed testimony at least 
2 calendar days before the appearance of the wit-
ness, unless the requirement is waived by the co- 
chairs, following their determination that there 
is good cause for failure to comply with such 
requirement. 


(G) MINIMUM NUMBER OF PUBLIC MEETINGS AND 
HEARINGS.—The joint committee shall hold— 


(i) not less than a total of 5 public meetings or 
public hearings; and 


(ii) not less than 3 public hearings, which may 
include field hearings. 
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(H) TECHNICAL ASSISTANCE.—Upon written request of 
the co-chairs, a Federal agency, including legislative branch 
agencies, shall provide technical assistance to the joint 
committee in order for the joint committee to carry out 
its duties. 


(I) STAFFING.— 
(i) DETAILS.—Employees of the legislative branch 


may be detailed to the joint committee on a nonreim-
bursable basis, consistent with the rules and regula-
tions of the Senate. 


(ii) STAFF DIRECTOR.—The co-chairs, acting jointly, 
may designate one such employee as staff director 
of the joint committee. 


(c) ETHICAL STANDARDS.—Members on the joint committee who 
serve in the House of Representatives shall be governed by the 
ethics rules and requirements of the House. Members of the Senate 
who serve on the joint committee shall comply with the ethics 
rules of the Senate. 


(d) TERMINATION.—The joint committee shall terminate on 
December 31, 2018 or 30 days after submission of its report and 
legislative recommendations pursuant to this section whichever 
occurs first. 
SEC. 30443. FUNDING. 


(a) SPECIAL RESERVE.—To enable the joint committee to exercise 
its powers, functions, and duties under this subtitle, within the 
funds in the account for ‘‘Expenses of Inquiries and Investigations’’ 
of the Senate, not more than $500,000 shall be allocated from 
the special reserve established in S. Res. 62, agreed to February 
28, 2017 (115th Congress), for use by the joint committee. 


(b) EXPIRATION.—None of the funds made available by this 
section may be available for obligation by the joint committee after 
January 2, 2019. 


(c) AVAILABILITY REQUIREMENTS.—For purposes of the joint 
committee, section 20(b) of S. Res. 62, agreed to February 28, 
2017 (115th Congress), shall not apply. 
SEC. 30444. CONSIDERATION OF JOINT COMMITTEE BILL IN THE 


SENATE. 


(a) INTRODUCTION.—Upon receipt of proposed legislative lan-
guage approved in accordance with section 30442(b)(2)(B)(ii), the 
language shall be introduced in the Senate (by request) on the 
next day on which the Senate is in session by the Majority Leader 
of the Senate or by a Member of the Senate designated by the 
Majority Leader of the Senate. 


(b) COMMITTEE CONSIDERATION.—A joint committee bill intro-
duced in the Senate under subsection (a) shall be referred to the 
Committee on the Budget, which shall report the bill without any 
revision and with a favorable recommendation, an unfavorable rec-
ommendation, or without recommendation, no later than 7 session 
days after introduction of the bill. If the Committee on the Budget 
fails to report the bill within that period, the committee shall 
be automatically discharged from consideration of the bill, and 
the bill shall be placed on the appropriate calendar. 


(c) MOTION TO PROCEED TO CONSIDERATION.— 
(1) IN GENERAL.—Notwithstanding rule XXII of the 


Standing Rules of the Senate, it is in order, not later than 
2 days of session after the date on which a joint committee 
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bill is reported or discharged from the Committee on the 
Budget, for the Majority Leader of the Senate or the Majority 
Leader’s designee to move to proceed to the consideration of 
the joint committee bill. It shall also be in order for any Member 
of the Senate to move to proceed to the consideration of the 
joint committee bill at any time after the conclusion of such 
2-day period. 


(2) CONSIDERATION OF MOTION.—Consideration of the 
motion to proceed to the consideration of the joint committee 
bill and all debatable motions and appeals in connection there-
with shall not exceed 10 hours, which shall be divided equally 
between the Majority and Minority Leaders or their designees. 
A motion to further limit debate is in order, shall require 
an affirmative vote of three-fifths of Members duly chosen 
and sworn, and is not debatable. 


(3) VOTE THRESHOLD.—The motion to proceed to the consid-
eration of the joint committee bill shall only be agreed to 
upon an affirmative vote of three-fifths of Members duly chosen 
and sworn. 


(4) LIMITATIONS.—The motion is not subject to a motion 
to postpone. All points of order against the motion to proceed 
to the joint committee bill are waived. A motion to reconsider 
the vote by which the motion is agreed to or disagreed to 
shall not be in order. 


(5) DEADLINE.—Not later than the last day of the 115th 
Congress, the Senate shall vote on a motion to proceed to 
the joint committee bill. 
(d) RULES OF SENATE.—This section is enacted by Congress— 


(1) as an exercise of the rulemaking power of the Senate, 
and as such is deemed a part of the rules of the Senate, 
but applicable only with respect to the procedure to be followed 
in the Senate in the case of a joint committee bill, and supersede 
other rules only to the extent that they are inconsistent with 
such rules; and 


(2) with full recognition of the constitutional right of the 
Senate to change the rules (so far as relating to the procedure 
of the Senate) at any time, in the same manner, and to the 
same extent as in the case of any other rule of the Senate. 


DIVISION D—REVENUE MEASURES 


SECTION 40001. TABLE OF CONTENTS. 


The table of contents for this division is as follows: 


DIVISION D—REVENUE MEASURES 


Sec. 40001. Table of contents. 


TITLE I—EXTENSION OF EXPIRING PROVISIONS 


Sec. 40101. Amendment of Internal Revenue Code of 1986. 


Subtitle A—Tax Relief for Families and Individuals 


Sec. 40201. Extension of exclusion from gross income of discharge of qualified prin-
cipal residence indebtedness. 


Sec. 40202. Extension of mortgage insurance premiums treated as qualified resi-
dence interest. 


Sec. 40203. Extension of above-the-line deduction for qualified tuition and related 
expenses. 
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Subtitle B—Incentives for Growth, Jobs, Investment, and Innovation 


Sec. 40301. Extension of Indian employment tax credit. 
Sec. 40302. Extension of railroad track maintenance credit. 
Sec. 40303. Extension of mine rescue team training credit. 
Sec. 40304. Extension of classification of certain race horses as 3-year property. 
Sec. 40305. Extension of 7-year recovery period for motorsports entertainment com-


plexes. 
Sec. 40306. Extension of accelerated depreciation for business property on an In-


dian reservation. 
Sec. 40307. Extension of election to expense mine safety equipment. 
Sec. 40308. Extension of special expensing rules for certain productions. 
Sec. 40309. Extension of deduction allowable with respect to income attributable to 


domestic production activities in Puerto Rico. 
Sec. 40310. Extension of special rule relating to qualified timber gain. 
Sec. 40311. Extension of empowerment zone tax incentives. 
Sec. 40312. Extension of American Samoa economic development credit. 


Subtitle C—Incentives for Energy Production and Conservation 


Sec. 40401. Extension of credit for nonbusiness energy property. 
Sec. 40402. Extension and modification of credit for residential energy property. 
Sec. 40403. Extension of credit for new qualified fuel cell motor vehicles. 
Sec. 40404. Extension of credit for alternative fuel vehicle refueling property. 
Sec. 40405. Extension of credit for 2-wheeled plug-in electric vehicles. 
Sec. 40406. Extension of second generation biofuel producer credit. 
Sec. 40407. Extension of biodiesel and renewable diesel incentives. 
Sec. 40408. Extension of production credit for Indian coal facilities. 
Sec. 40409. Extension of credits with respect to facilities producing energy from 


certain renewable resources. 
Sec. 40410. Extension of credit for energy-efficient new homes. 
Sec. 40411. Extension and phaseout of energy credit. 
Sec. 40412. Extension of special allowance for second generation biofuel plant prop-


erty. 
Sec. 40413. Extension of energy efficient commercial buildings deduction. 
Sec. 40414. Extension of special rule for sales or dispositions to implement FERC 


or State electric restructuring policy for qualified electric utilities. 
Sec. 40415. Extension of excise tax credits relating to alternative fuels. 
Sec. 40416. Extension of Oil Spill Liability Trust Fund financing rate. 


Subtitle D—Modifications of Energy Incentives 


Sec. 40501. Modifications of credit for production from advanced nuclear power fa-
cilities. 


TITLE II—MISCELLANEOUS PROVISIONS 


Sec. 41101. Amendment of Internal Revenue Code of 1986. 
Sec. 41102. Modifications to rum cover over. 
Sec. 41103. Extension of waiver of limitations with respect to excluding from gross 


income amounts received by wrongfully incarcerated individuals. 
Sec. 41104. Individuals held harmless on improper levy on retirement plans. 
Sec. 41105. Modification of user fee requirements for installment agreements. 
Sec. 41106. Form 1040SR for seniors. 
Sec. 41107. Attorneys fees relating to awards to whistleblowers. 
Sec. 41108. Clarification of whistleblower awards. 
Sec. 41109. Clarification regarding excise tax based on investment income of pri-


vate colleges and universities. 
Sec. 41110. Exception from private foundation excess business holding tax for inde-


pendently-operated philanthropic business holdings. 
Sec. 41111. Rule of construction for Craft Beverage Modernization and Tax Reform. 
Sec. 41112. Simplification of rules regarding records, statements, and returns. 
Sec. 41113. Modification of rules governing hardship distributions. 
Sec. 41114. Modification of rules relating to hardship withdrawals from cash or de-


ferred arrangements. 
Sec. 41115. Opportunity Zones rule for Puerto Rico. 
Sec. 41116. Tax home of certain citizens or residents of the United States living 


abroad. 
Sec. 41117. Treatment of foreign persons for returns relating to payments made in 


settlement of payment card and third party network transactions. 
Sec. 41118. Repeal of shift in time of payment of corporate estimated taxes. 
Sec. 41119. Enhancement of carbon dioxide sequestration credit. 
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TITLE I—EXTENSION OF EXPIRING 
PROVISIONS 


SEC. 40101. AMENDMENT OF INTERNAL REVENUE CODE OF 1986. 


Except as otherwise expressly provided, whenever in this title 
an amendment or repeal is expressed in terms of an amendment 
to, or repeal of, a section or other provision, the reference shall 
be considered to be made to a section or other provision of the 
Internal Revenue Code of 1986. 


Subtitle A—Tax Relief for Families and 
Individuals 


SEC. 40201. EXTENSION OF EXCLUSION FROM GROSS INCOME OF DIS-
CHARGE OF QUALIFIED PRINCIPAL RESIDENCE INDEBT-
EDNESS. 


(a) IN GENERAL.—Section 108(a)(1)(E) is amended by striking 
‘‘January 1, 2017’’ each place it appears and inserting ‘‘January 
1, 2018’’. 


(b) EFFECTIVE DATE.—The amendments made by this section 
shall apply to discharges of indebtedness after December 31, 2016. 
SEC. 40202. EXTENSION OF MORTGAGE INSURANCE PREMIUMS 


TREATED AS QUALIFIED RESIDENCE INTEREST. 


(a) IN GENERAL.—Subclause (I) of section 163(h)(3)(E)(iv) is 
amended by striking ‘‘December 31, 2016’’ and inserting ‘‘December 
31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to amounts paid or accrued after December 31, 2016. 
SEC. 40203. EXTENSION OF ABOVE-THE-LINE DEDUCTION FOR QUALI-


FIED TUITION AND RELATED EXPENSES. 


(a) IN GENERAL.—Section 222(e) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2016. 


Subtitle B—Incentives for Growth, Jobs, 
Investment, and Innovation 


SEC. 40301. EXTENSION OF INDIAN EMPLOYMENT TAX CREDIT. 


(a) IN GENERAL.—Section 45A(f) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2016. 
SEC. 40302. EXTENSION OF RAILROAD TRACK MAINTENANCE CREDIT. 


(a) IN GENERAL.—Section 45G(f) is amended by striking 
‘‘January 1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(b) EFFECTIVE DATE.— 
(1) IN GENERAL.—The amendment made by this section 


shall apply to expenditures paid or incurred in taxable years 
beginning after December 31, 2016. 
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(2) SAFE HARBOR ASSIGNMENTS.—Assignments, including 
related expenditures paid or incurred, under paragraph (2) 
of section 45G(b) of the Internal Revenue Code of 1986 for 
taxable years ending after January 1, 2017, and before January 
1, 2018, shall be treated as effective as of the close of such 
taxable year if made pursuant to a written agreement entered 
into no later than 90 days following the date of the enactment 
of this Act. 


SEC. 40303. EXTENSION OF MINE RESCUE TEAM TRAINING CREDIT. 


(a) IN GENERAL.—Section 45N(e) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2016. 
SEC. 40304. EXTENSION OF CLASSIFICATION OF CERTAIN RACE 


HORSES AS 3-YEAR PROPERTY. 


(a) IN GENERAL.—Section 168(e)(3)(A)(i) is amended— 
(1) by striking ‘‘January 1, 2017’’ in subclause (I) and 


inserting ‘‘January 1, 2018’’, and 
(2) by striking ‘‘December 31, 2016’’ in subclause (II) and 


inserting ‘‘December 31, 2017’’. 
(b) EFFECTIVE DATE.—The amendments made by this section 


shall apply to property placed in service after December 31, 2016. 
SEC. 40305. EXTENSION OF 7-YEAR RECOVERY PERIOD FOR MOTOR-


SPORTS ENTERTAINMENT COMPLEXES. 


(a) IN GENERAL.—Section 168(i)(15)(D) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 
SEC. 40306. EXTENSION OF ACCELERATED DEPRECIATION FOR BUSI-


NESS PROPERTY ON AN INDIAN RESERVATION. 


(a) IN GENERAL.—Section 168(j)(9) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 
SEC. 40307. EXTENSION OF ELECTION TO EXPENSE MINE SAFETY 


EQUIPMENT. 


(a) IN GENERAL.—Section 179E(g) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 
SEC. 40308. EXTENSION OF SPECIAL EXPENSING RULES FOR CERTAIN 


PRODUCTIONS. 


(a) IN GENERAL.—Section 181(g) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to productions commencing after December 31, 2016. 
SEC. 40309. EXTENSION OF DEDUCTION ALLOWABLE WITH RESPECT 


TO INCOME ATTRIBUTABLE TO DOMESTIC PRODUCTION 
ACTIVITIES IN PUERTO RICO. 


For purposes of applying section 199(d)(8)(C) of the Internal 
Revenue Code of 1986 with respect to taxable years beginning 
during 2017, such section shall be applied— 
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(1) by substituting ‘‘first 12 taxable years’’ for ‘‘first 11 
taxable years’’, and 


(2) by substituting ‘‘January 1, 2018’’ for ‘‘January 1, 2017’’. 


SEC. 40310. EXTENSION OF SPECIAL RULE RELATING TO QUALIFIED 
TIMBER GAIN. 


For purposes of applying section 1201(b) of the Internal Rev-
enue Code of 1986 with respect to taxable years beginning during 
2017, such section shall be applied by substituting ‘‘2016 or 2017’’ 
for ‘‘2016’’. 


SEC. 40311. EXTENSION OF EMPOWERMENT ZONE TAX INCENTIVES. 


(a) IN GENERAL.— 
(1) EXTENSION.—Section 1391(d)(1)(A)(i) is amended by 


striking ‘‘December 31, 2016’’ and inserting ‘‘December 31, 
2017’’. 


(2) TREATMENT OF CERTAIN TERMINATION DATES SPECIFIED 
IN NOMINATIONS.—In the case of a designation of an empower-
ment zone the nomination for which included a termination 
date which is contemporaneous with the date specified in 
subparagraph (A)(i) of section 1391(d)(1) of the Internal Rev-
enue Code of 1986 (as in effect before the enactment of this 
Act), subparagraph (B) of such section shall not apply with 
respect to such designation if, after the date of the enactment 
of this section, the entity which made such nomination amends 
the nomination to provide for a new termination date in such 
manner as the Secretary of the Treasury (or the Secretary’s 
designee) may provide. 
(b) EFFECTIVE DATE.—The amendment made by subsection 


(a)(1) shall apply to taxable years beginning after December 31, 
2016. 


SEC. 40312. EXTENSION OF AMERICAN SAMOA ECONOMIC DEVELOP-
MENT CREDIT. 


(a) IN GENERAL.—Section 119 of division A of the Tax Relief 
and Health Care Act of 2006 is amended— 


(1) in subsection (d)— 
(A) by striking ‘‘January 1, 2017’’ each place it appears 


and inserting ‘‘January 1, 2018’’, 
(B) by striking ‘‘first 11 taxable years’’ in paragraph 


(1) and inserting ‘‘first 12 taxable years’’, and 
(C) by striking ‘‘first 5 taxable years’’ in paragraph 


(2) and inserting ‘‘first 6 taxable years’’, and 
(2) in subsection (e), by adding at the end the following: 


‘‘References in this subsection to section 199 of the Internal 
Revenue Code of 1986 shall be treated as references to such 
section as in effect before its repeal.’’. 
(b) EFFECTIVE DATE.—The amendments made by this section 


shall apply to taxable years beginning after December 31, 2016. 
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Subtitle C—Incentives for Energy 
Production and Conservation 


SEC. 40401. EXTENSION OF CREDIT FOR NONBUSINESS ENERGY PROP-
ERTY. 


(a) IN GENERAL.—Section 25C(g)(2) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 


SEC. 40402. EXTENSION AND MODIFICATION OF CREDIT FOR RESIDEN-
TIAL ENERGY PROPERTY. 


(a) IN GENERAL.—Section 25D(h) is amended by striking 
‘‘December 31, 2016’’ and all that follows and inserting ‘‘December 
31, 2021.’’. 


(b) PHASEOUT.— 
(1) IN GENERAL.—Section 25D(a) is amended by striking 


‘‘the sum of—’’ and all that follows and inserting ‘‘the sum 
of the applicable percentages of— 


‘‘(1) the qualified solar electric property expenditures, 
‘‘(2) the qualified solar water heating property expendi-


tures, 
‘‘(3) the qualified fuel cell property expenditures, 
‘‘(4) the qualified small wind energy property expenditures, 


and 
‘‘(5) the qualified geothermal heat pump property expendi-


tures, 
made by the taxpayer during such year.’’. 


(2) CONFORMING AMENDMENT.—Section 25D(g) is amended 
by striking ‘‘paragraphs (1) and (2) of’’. 
(c) EFFECTIVE DATE.—The amendment made by this section 


shall apply to property placed in service after December 31, 2016. 


SEC. 40403. EXTENSION OF CREDIT FOR NEW QUALIFIED FUEL CELL 
MOTOR VEHICLES. 


(a) IN GENERAL.—Section 30B(k)(1) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property purchased after December 31, 2016. 


SEC. 40404. EXTENSION OF CREDIT FOR ALTERNATIVE FUEL VEHICLE 
REFUELING PROPERTY. 


(a) IN GENERAL.—Section 30C(g) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 


SEC. 40405. EXTENSION OF CREDIT FOR 2-WHEELED PLUG-IN ELEC-
TRIC VEHICLES. 


(a) IN GENERAL.—Section 30D(g)(3)(E)(ii) is amended by 
striking ‘‘January 1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to vehicles acquired after December 31, 2016. 
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SEC. 40406. EXTENSION OF SECOND GENERATION BIOFUEL PRODUCER 
CREDIT. 


(a) IN GENERAL.—Section 40(b)(6)(J)(i) is amended by striking 
‘‘January 1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to qualified second generation biofuel production after 
December 31, 2016. 


SEC. 40407. EXTENSION OF BIODIESEL AND RENEWABLE DIESEL 
INCENTIVES. 


(a) INCOME TAX CREDIT.— 
(1) IN GENERAL.—Subsection (g) of section 40A is amended 


by striking ‘‘December 31, 2016’’ and inserting ‘‘December 31, 
2017’’. 


(2) EFFECTIVE DATE.—The amendment made by this sub-
section shall apply to fuel sold or used after December 31, 
2016. 
(b) EXCISE TAX INCENTIVES.— 


(1) IN GENERAL.—Section 6426(c)(6) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(2) PAYMENTS.—Section 6427(e)(6)(B) is amended by 
striking ‘‘December 31, 2016’’ and inserting ‘‘December 31, 
2017’’. 


(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to fuel sold or used after December 31, 
2016. 


(4) SPECIAL RULE FOR 2017.—Notwithstanding any other 
provision of law, in the case of any biodiesel mixture credit 
properly determined under section 6426(c) of the Internal Rev-
enue Code of 1986 for the period beginning on January 1, 
2017, and ending on December 31, 2017, such credit shall 
be allowed, and any refund or payment attributable to such 
credit (including any payment under section 6427(e) of such 
Code) shall be made, only in such manner as the Secretary 
of the Treasury (or the Secretary’s delegate) shall provide. 
Such Secretary shall issue guidance within 30 days after the 
date of the enactment of this Act providing for a one-time 
submission of claims covering periods described in the preceding 
sentence. Such guidance shall provide for a 180-day period 
for the submission of such claims (in such manner as prescribed 
by such Secretary) to begin not later than 30 days after such 
guidance is issued. Such claims shall be paid by such Secretary 
not later than 60 days after receipt. If such Secretary has 
not paid pursuant to a claim filed under this subsection within 
60 days after the date of the filing of such claim, the claim 
shall be paid with interest from such date determined by using 
the overpayment rate and method under section 6621 of such 
Code. 


SEC. 40408. EXTENSION OF PRODUCTION CREDIT FOR INDIAN COAL 
FACILITIES. 


(a) IN GENERAL.—Section 45(e)(10)(A) is amended by striking 
‘‘11-year period’’ each place it appears and inserting ‘‘12-year 
period’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to coal produced after December 31, 2016. 







H. R. 1892—87 


SEC. 40409. EXTENSION OF CREDITS WITH RESPECT TO FACILITIES 
PRODUCING ENERGY FROM CERTAIN RENEWABLE 
RESOURCES. 


(a) IN GENERAL.—The following provisions of section 45(d) are 
each amended by striking ‘‘January 1, 2017’’ each place it appears 
and inserting ‘‘January 1, 2018’’: 


(1) Paragraph (2)(A). 
(2) Paragraph (3)(A). 
(3) Paragraph (4)(B). 
(4) Paragraph (6). 
(5) Paragraph (7). 
(6) Paragraph (9). 
(7) Paragraph (11)(B). 


(b) EXTENSION OF ELECTION TO TREAT QUALIFIED FACILITIES 
AS ENERGY PROPERTY.—Section 48(a)(5)(C)(ii) is amended by 
striking ‘‘January 1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(c) EFFECTIVE DATE.—The amendments made by this section 
shall take effect on January 1, 2017. 


SEC. 40410. EXTENSION OF CREDIT FOR ENERGY-EFFICIENT NEW 
HOMES. 


(a) IN GENERAL.—Section 45L(g) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to homes acquired after December 31, 2016. 


SEC. 40411. EXTENSION AND PHASEOUT OF ENERGY CREDIT. 


(a) EXTENSION OF SOLAR AND THERMAL ENERGY PROPERTY.— 
Section 48(a)(3)(A) is amended— 


(1) by striking ‘‘periods ending before January 1, 2017’’ 
in clause (ii) and inserting ‘‘property the construction of which 
begins before January 1, 2022’’, and 


(2) by striking ‘‘periods ending before January 1, 2017’’ 
in clause (vii) and inserting ‘‘property the construction of which 
begins before January 1, 2022’’. 
(b) PHASEOUT OF 30-PERCENT CREDIT RATE FOR FIBER-OPTIC 


SOLAR, QUALIFIED FUEL CELL, AND QUALIFIED SMALL WIND ENERGY 
PROPERTY.— 


(1) IN GENERAL.—Section 48(a) is amended by adding at 
the end the following new paragraph: 


‘‘(7) PHASEOUT FOR FIBER-OPTIC SOLAR, QUALIFIED FUEL 
CELL, AND QUALIFIED SMALL WIND ENERGY PROPERTY.— 


‘‘(A) IN GENERAL.—Subject to subparagraph (B), in the 
case of any qualified fuel cell property, qualified small 
wind property, or energy property described in paragraph 
(3)(A)(ii), the energy percentage determined under para-
graph (2) shall be equal to— 


‘‘(i) in the case of any property the construction 
of which begins after December 31, 2019, and before 
January 1, 2021, 26 percent, and 


‘‘(ii) in the case of any property the construction 
of which begins after December 31, 2020, and before 
January 1, 2022, 22 percent. 
‘‘(B) PLACED IN SERVICE DEADLINE.—In the case of any 


energy property described in subparagraph (A) which is 
not placed in service before January 1, 2024, the energy 
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percentage determined under paragraph (2) shall be equal 
to 0 percent.’’. 
(2) CONFORMING AMENDMENT.—Section 48(a)(2)(A) is 


amended by striking ‘‘paragraph (6)’’ and inserting ‘‘paragraphs 
(6) and (7)’’. 


(3) CLARIFICATION RELATING TO PHASEOUT FOR WIND FACILI-
TIES.—Section 48(a)(5)(E) is amended by inserting ‘‘which is 
treated as energy property by reason of this paragraph’’ after 
‘‘using wind to produce electricity’’. 
(c) EXTENSION OF QUALIFIED FUEL CELL PROPERTY.—Section 


48(c)(1)(D) is amended by striking ‘‘for any period after December 
31, 2016’’ and inserting ‘‘the construction of which does not begin 
before January 1, 2022’’. 


(d) EXTENSION OF QUALIFIED MICROTURBINE PROPERTY.—Sec-
tion 48(c)(2)(D) is amended by striking ‘‘for any period after 
December 31, 2016’’ and inserting ‘‘the construction of which does 
not begin before January 1, 2022’’. 


(e) EXTENSION OF COMBINED HEAT AND POWER SYSTEM PROP-
ERTY.—Section 48(c)(3)(A)(iv) is amended by striking ‘‘which is 
placed in service before January 1, 2017’’ and inserting ‘‘the 
construction of which begins before January 1, 2022’’. 


(f) EXTENSION OF QUALIFIED SMALL WIND ENERGY PROPERTY.— 
Section 48(c)(4)(C) is amended by striking ‘‘for any period after 
December 31, 2016’’ and inserting ‘‘the construction of which does 
not begin before January 1, 2022’’. 


(g) EFFECTIVE DATE.— 
(1) IN GENERAL.—Except as otherwise provided in this sub-


section, the amendments made by this section shall apply to 
periods after December 31, 2016, under rules similar to the 
rules of section 48(m) of the Internal Revenue Code of 1986 
(as in effect on the day before the date of the enactment 
of the Revenue Reconciliation Act of 1990). 


(2) EXTENSION OF COMBINED HEAT AND POWER SYSTEM PROP-
ERTY.—The amendment made by subsection (e) shall apply 
to property placed in service after December 31, 2016. 


(3) PHASEOUTS AND TERMINATIONS.—The amendments 
made by subsection (b) shall take effect on the date of the 
enactment of this Act. 


SEC. 40412. EXTENSION OF SPECIAL ALLOWANCE FOR SECOND 
GENERATION BIOFUEL PLANT PROPERTY. 


(a) IN GENERAL.—Section 168(l)(2)(D) is amended by striking 
‘‘January 1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 


SEC. 40413. EXTENSION OF ENERGY EFFICIENT COMMERCIAL 
BUILDINGS DEDUCTION. 


(a) IN GENERAL.—Section 179D(h) is amended by striking 
‘‘December 31, 2016’’ and inserting ‘‘December 31, 2017’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to property placed in service after December 31, 2016. 
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SEC. 40414. EXTENSION OF SPECIAL RULE FOR SALES OR DISPOSI-
TIONS TO IMPLEMENT FERC OR STATE ELECTRIC 
RESTRUCTURING POLICY FOR QUALIFIED ELECTRIC 
UTILITIES. 


(a) IN GENERAL.—Section 451(k)(3), as amended by section 
13221 of Public Law 115–97, is amended by striking ‘‘January 
1, 2017’’ and inserting ‘‘January 1, 2018’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to dispositions after December 31, 2016. 


SEC. 40415. EXTENSION OF EXCISE TAX CREDITS RELATING TO ALTER-
NATIVE FUELS. 


(a) EXTENSION OF ALTERNATIVE FUELS EXCISE TAX CREDITS.— 
(1) IN GENERAL.—Sections 6426(d)(5) and 6426(e)(3) are 


each amended by striking ‘‘December 31, 2016’’ and inserting 
‘‘December 31, 2017’’. 


(2) OUTLAY PAYMENTS FOR ALTERNATIVE FUELS.—Section 
6427(e)(6)(C) is amended by striking ‘‘December 31, 2016’’ and 
inserting ‘‘December 31, 2017’’. 


(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to fuel sold or used after December 31, 
2016. 
(b) SPECIAL RULE FOR 2017.—Notwithstanding any other provi-


sion of law, in the case of any alternative fuel credit properly 
determined under section 6426(d) of the Internal Revenue Code 
of 1986 for the period beginning on January 1, 2017, and ending 
on December 31, 2017, such credit shall be allowed, and any refund 
or payment attributable to such credit (including any payment 
under section 6427(e) of such Code) shall be made, only in such 
manner as the Secretary of the Treasury (or the Secretary’s dele-
gate) shall provide. Such Secretary shall issue guidance within 
30 days after the date of the enactment of this Act providing 
for a one-time submission of claims covering periods described in 
the preceding sentence. Such guidance shall provide for a 180- 
day period for the submission of such claims (in such manner 
as prescribed by such Secretary) to begin not later than 30 days 
after such guidance is issued. Such claims shall be paid by such 
Secretary not later than 60 days after receipt. If such Secretary 
has not paid pursuant to a claim filed under this subsection within 
60 days after the date of the filing of such claim, the claim shall 
be paid with interest from such date determined by using the 
overpayment rate and method under section 6621 of such Code. 


SEC. 40416. EXTENSION OF OIL SPILL LIABILITY TRUST FUND 
FINANCING RATE. 


(a) IN GENERAL.—Section 4611(f)(2) is amended by striking 
‘‘December 31, 2017’’ and inserting ‘‘December 31, 2018’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply on and after the first day of the first calendar month 
beginning after the date of the enactment of this Act. 
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Subtitle D—Modifications of Energy 
Incentives 


SEC. 40501. MODIFICATIONS OF CREDIT FOR PRODUCTION FROM 
ADVANCED NUCLEAR POWER FACILITIES. 


(a) TREATMENT OF UNUTILIZED LIMITATION AMOUNTS.—Section 
45J(b) is amended— 


(1) by inserting ‘‘or any amendment to’’ after ‘‘enactment 
of’’ in paragraph (4), and 


(2) by adding at the end the following new paragraph: 
‘‘(5) ALLOCATION OF UNUTILIZED LIMITATION.— 


‘‘(A) IN GENERAL.—Any unutilized national megawatt 
capacity limitation shall be allocated by the Secretary 
under paragraph (3) as rapidly as is practicable after 
December 31, 2020— 


‘‘(i) first to facilities placed in service on or before 
such date to the extent that such facilities did not 
receive an allocation equal to their full nameplate 
capacity, and 


‘‘(ii) then to facilities placed in service after such 
date in the order in which such facilities are placed 
in service. 
‘‘(B) UNUTILIZED NATIONAL MEGAWATT CAPACITY LIMITA-


TION.—The term ‘unutilized national megawatt capacity 
limitation’ means the excess (if any) of— 


‘‘(i) 6,000 megawatts, over 
‘‘(ii) the aggregate amount of national megawatt 


capacity limitation allocated by the Secretary before 
January 1, 2021, reduced by any amount of such limita-
tion which was allocated to a facility which was not 
placed in service before such date. 
‘‘(C) COORDINATION WITH OTHER PROVISIONS.—In the 


case of any unutilized national megawatt capacity limita-
tion allocated by the Secretary pursuant to this para-
graph— 


‘‘(i) such allocation shall be treated for purposes 
of this section in the same manner as an allocation 
of national megawatt capacity limitation, and 


‘‘(ii) subsection (d)(1)(B) shall not apply to any 
facility which receives such allocation.’’. 


(b) TRANSFER OF CREDIT BY CERTAIN PUBLIC ENTITIES.— 
(1) IN GENERAL.—Section 45J is amended— 


(A) by redesignating subsection (e) as subsection (f), 
and 


(B) by inserting after subsection (d) the following new 
subsection: 


‘‘(e) TRANSFER OF CREDIT BY CERTAIN PUBLIC ENTITIES.— 
‘‘(1) IN GENERAL.—If, with respect to a credit under sub-


section (a) for any taxable year— 
‘‘(A) a qualified public entity would be the taxpayer 


(but for this paragraph), and 
‘‘(B) such entity elects the application of this paragraph 


for such taxable year with respect to all (or any portion 
specified in such election) of such credit, 


the eligible project partner specified in such election, and not 
the qualified public entity, shall be treated as the taxpayer 
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for purposes of this title with respect to such credit (or such 
portion thereof). 


‘‘(2) DEFINITIONS.—For purposes of this subsection— 
‘‘(A) QUALIFIED PUBLIC ENTITY.—The term ‘qualified 


public entity’ means— 
‘‘(i) a Federal, State, or local government entity, 


or any political subdivision, agency, or instrumentality 
thereof, 


‘‘(ii) a mutual or cooperative electric company 
described in section 501(c)(12) or 1381(a)(2), or 


‘‘(iii) a not-for-profit electric utility which had or 
has received a loan or loan guarantee under the Rural 
Electrification Act of 1936. 
‘‘(B) ELIGIBLE PROJECT PARTNER.—The term ‘eligible 


project partner’ means any person who— 
‘‘(i) is responsible for, or participates in, the design 


or construction of the advanced nuclear power facility 
to which the credit under subsection (a) relates, 


‘‘(ii) participates in the provision of the nuclear 
steam supply system to such facility, 


‘‘(iii) participates in the provision of nuclear fuel 
to such facility, 


‘‘(iv) is a financial institution providing financing 
for the construction or operation of such facility, or 


‘‘(v) has an ownership interest in such facility. 
‘‘(3) SPECIAL RULES.— 


‘‘(A) APPLICATION TO PARTNERSHIPS.—In the case of 
a credit under subsection (a) which is determined at the 
partnership level— 


‘‘(i) for purposes of paragraph (1)(A), a qualified 
public entity shall be treated as the taxpayer with 
respect to such entity’s distributive share of such 
credit, and 


‘‘(ii) the term ‘eligible project partner’ shall include 
any partner of the partnership. 
‘‘(B) TAXABLE YEAR IN WHICH CREDIT TAKEN INTO 


ACCOUNT.—In the case of any credit (or portion thereof) 
with respect to which an election is made under paragraph 
(1), such credit shall be taken into account in the first 
taxable year of the eligible project partner ending with, 
or after, the qualified public entity’s taxable year with 
respect to which the credit was determined. 


‘‘(C) TREATMENT OF TRANSFER UNDER PRIVATE USE 
RULES.—For purposes of section 141(b)(1), any benefit 
derived by an eligible project partner in connection with 
an election under this subsection shall not be taken into 
account as a private business use.’’. 
(2) SPECIAL RULE FOR PROCEEDS OF TRANSFERS FOR MUTUAL 


OR COOPERATIVE ELECTRIC COMPANIES.—Section 501(c)(12) is 
amended by adding at the end the following new subparagraph: 


‘‘(I) In the case of a mutual or cooperative electric 
company described in this paragraph or an organization 
described in section 1381(a)(2), income received or accrued 
in connection with an election under section 45J(e)(1) shall 
be treated as an amount collected from members for the 
sole purpose of meeting losses and expenses.’’. 


(c) EFFECTIVE DATES.— 
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(1) TREATMENT OF UNUTILIZED LIMITATION AMOUNTS.—The 
amendment made by subsection (a) shall take effect on the 
date of the enactment of this Act. 


(2) TRANSFER OF CREDIT BY CERTAIN PUBLIC ENTITIES.— 
The amendments made by subsection (b) shall apply to taxable 
years beginning after the date of the enactment of this Act. 


TITLE II—MISCELLANEOUS 
PROVISIONS 


SEC. 41101. AMENDMENT OF INTERNAL REVENUE CODE OF 1986. 


Except as otherwise expressly provided, whenever in this title 
an amendment or repeal is expressed in terms of an amendment 
to, or repeal of, a section or other provision, the reference shall 
be considered to be made to a section or other provision of the 
Internal Revenue Code of 1986. 
SEC. 41102. MODIFICATIONS TO RUM COVER OVER. 


(a) EXTENSION.— 
(1) IN GENERAL.—Section 7652(f)(1) is amended by striking 


‘‘January 1, 2017’’ and inserting ‘‘January 1, 2022’’. 
(2) EFFECTIVE DATE.—The amendment made by this sub-


section shall apply to distilled spirits brought into the United 
States after December 31, 2016. 
(b) DETERMINATION OF TAXES ON RUM.— 


(1) IN GENERAL.—Section 7652(e) is amended by adding 
at the end the following new paragraph: 


‘‘(5) DETERMINATION OF AMOUNT OF TAXES COLLECTED.— 
For purposes of this subsection, the amount of taxes collected 
under section 5001(a)(1) shall be determined without regard 
to section 5001(c).’’. 


(2) EFFECTIVE DATE.—The amendment made by this sub-
section shall apply to distilled spirits brought into the United 
States after December 31, 2017. 


SEC. 41103. EXTENSION OF WAIVER OF LIMITATIONS WITH RESPECT 
TO EXCLUDING FROM GROSS INCOME AMOUNTS 
RECEIVED BY WRONGFULLY INCARCERATED INDIVID-
UALS. 


(a) IN GENERAL.—Section 304(d) of the Protecting Americans 
from Tax Hikes Act of 2015 (26 U.S.C. 139F note) is amended 
by striking ‘‘1-year’’ and inserting ‘‘3-year’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall take effect on the date of the enactment of this Act. 
SEC. 41104. INDIVIDUALS HELD HARMLESS ON IMPROPER LEVY ON 


RETIREMENT PLANS. 


(a) IN GENERAL.—Section 6343 is amended by adding at the 
end the following new subsection: 


‘‘(f) INDIVIDUALS HELD HARMLESS ON WRONGFUL LEVY, ETC. 
ON RETIREMENT PLAN.— 


‘‘(1) IN GENERAL.—If the Secretary determines that an 
individual’s account or benefit under an eligible retirement 
plan (as defined in section 402(c)(8)(B)) has been levied upon 
in a case to which subsection (b) or (d)(2)(A) applies and prop-
erty or an amount of money is returned to the individual— 
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‘‘(A) the individual may contribute such property or 
an amount equal to the sum of— 


‘‘(i) the amount of money so returned by the Sec-
retary, and 


‘‘(ii) interest paid under subsection (c) on such 
amount of money, 


into such eligible retirement plan if such contribution is 
permitted by the plan, or into an individual retirement 
plan (other than an endowment contract) to which a roll-
over contribution of a distribution from such eligible retire-
ment plan is permitted, but only if such contribution is 
made not later than the due date (not including extensions) 
for filing the return of tax for the taxable year in which 
such property or amount of money is returned, and 


‘‘(B) the Secretary shall, at the time such property 
or amount of money is returned, notify such individual 
that a contribution described in subparagraph (A) may 
be made. 
‘‘(2) TREATMENT AS ROLLOVER.—The distribution on account 


of the levy and any contribution under paragraph (1) with 
respect to the return of such distribution shall be treated for 
purposes of this title as if such distribution and contribution 
were described in section 402(c), 402A(c)(3), 403(a)(4), 403(b)(8), 
408(d)(3), 408A(d)(3), or 457(e)(16), whichever is applicable; 
except that— 


‘‘(A) the contribution shall be treated as having been 
made for the taxable year in which the distribution on 
account of the levy occurred, and the interest paid under 
subsection (c) shall be treated as earnings within the plan 
after the contribution and shall not be included in gross 
income, and 


‘‘(B) such contribution shall not be taken into account 
under section 408(d)(3)(B). 
‘‘(3) REFUND, ETC., OF INCOME TAX ON LEVY.— 


‘‘(A) IN GENERAL.—If any amount is includible in gross 
income for a taxable year by reason of a distribution on 
account of a levy referred to in paragraph (1) and any 
portion of such amount is treated as a rollover contribution 
under paragraph (2), any tax imposed by chapter 1 on 
such portion shall not be assessed, and if assessed shall 
be abated, and if collected shall be credited or refunded 
as an overpayment made on the due date for filing the 
return of tax for such taxable year. 


‘‘(B) EXCEPTION.—Subparagraph (A) shall not apply 
to a rollover contribution under this subsection which is 
made from an eligible retirement plan which is not a Roth 
IRA or a designated Roth account (within the meaning 
of section 402A) to a Roth IRA or a designated Roth account 
under an eligible retirement plan. 
‘‘(4) INTEREST.—Notwithstanding subsection (d), interest 


shall be allowed under subsection (c) in a case in which the 
Secretary makes a determination described in subsection 
(d)(2)(A) with respect to a levy upon an individual retirement 
plan. 


‘‘(5) TREATMENT OF INHERITED ACCOUNTS.—For purposes 
of paragraph (1)(A), section 408(d)(3)(C) shall be disregarded 
in determining whether an individual retirement plan is a 
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plan to which a rollover contribution of a distribution from 
the plan levied upon is permitted.’’. 
(b) EFFECTIVE DATE.—The amendment made by this section 


shall apply to amounts paid under subsections (b), (c), and (d)(2)(A) 
of section 6343 of the Internal Revenue Code of 1986 in taxable 
years beginning after December 31, 2017. 
SEC. 41105. MODIFICATION OF USER FEE REQUIREMENTS FOR 


INSTALLMENT AGREEMENTS. 


(a) IN GENERAL.—Section 6159 is amended by redesignating 
subsection (f) as subsection (g) and by inserting after subsection 
(e) the following new subsection: 


‘‘(f) INSTALLMENT AGREEMENT FEES.— 
‘‘(1) LIMITATION ON FEE AMOUNT.—The amount of any fee 


imposed on an installment agreement under this section may 
not exceed the amount of such fee as in effect on the date 
of the enactment of this subsection. 


‘‘(2) WAIVER OR REIMBURSEMENT.—In the case of any tax-
payer with an adjusted gross income, as determined for the 
most recent year for which such information is available, which 
does not exceed 250 percent of the applicable poverty level 
(as determined by the Secretary)— 


‘‘(A) if the taxpayer has agreed to make payments 
under the installment agreement by electronic payment 
through a debit instrument, no fee shall be imposed on 
an installment agreement under this section, and 


‘‘(B) if the taxpayer is unable to make payments under 
the installment agreement by electronic payment through 
a debit instrument, the Secretary shall, upon completion 
of the installment agreement, pay the taxpayer an amount 
equal to any such fees imposed.’’. 


(b) EFFECTIVE DATE.—The amendments made by this section 
shall apply to agreements entered into on or after the date which 
is 60 days after the date of the enactment of this Act. 
SEC. 41106. FORM 1040SR FOR SENIORS. 


(a) IN GENERAL.—The Secretary of the Treasury (or the Sec-
retary’s delegate) shall make available a form, to be known as 
‘‘Form 1040SR’’, for use by individuals to file the return of tax 
imposed by chapter 1 of the Internal Revenue Code of 1986. Such 
form shall be as similar as practicable to Form 1040EZ, except 
that— 


(1) the form shall be available only to individuals who 
have attained age 65 as of the close of the taxable year, 


(2) the form may be used even if income for the taxable 
year includes— 


(A) social security benefits (as defined in section 86(d) 
of the Internal Revenue Code of 1986), 


(B) distributions from qualified retirement plans (as 
defined in section 4974(c) of such Code), annuities or other 
such deferred payment arrangements, 


(C) interest and dividends, or 
(D) capital gains and losses taken into account in deter-


mining adjusted net capital gain (as defined in section 
1(h)(3) of such Code), and 
(3) the form shall be available without regard to the amount 


of any item of taxable income or the total amount of taxable 
income for the taxable year. 
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(b) EFFECTIVE DATE.—The form required by subsection (a) shall 
be made available for taxable years beginning after the date of 
the enactment of this Act. 
SEC. 41107. ATTORNEYS FEES RELATING TO AWARDS TO WHISTLE-


BLOWERS. 


(a) IN GENERAL.—Paragraph (21) of section 62(a) is amended 
to read as follows: 


‘‘(21) ATTORNEYS’ FEES RELATING TO AWARDS TO WHISTLE-
BLOWERS.— 


‘‘(A) IN GENERAL.—Any deduction allowable under this 
chapter for attorney fees and court costs paid by, or on 
behalf of, the taxpayer in connection with any award 
under— 


‘‘(i) section 7623(b), or 
‘‘(ii) in the case of taxable years beginning after 


December 31, 2017, any action brought under— 
‘‘(I) section 21F of the Securities Exchange 


Act of 1934 (15 U.S.C. 78u–6), 
‘‘(II) a State false claims act, including a State 


false claims act with qui tam provisions, or 
‘‘(III) section 23 of the Commodity Exchange 


Act (7 U.S.C. 26). 
‘‘(B) MAY NOT EXCEED AWARD.—Subparagraph (A) shall 


not apply to any deduction in excess of the amount includ-
ible in the taxpayer’s gross income for the taxable year 
on account of such award.’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2017. 
SEC. 41108. CLARIFICATION OF WHISTLEBLOWER AWARDS. 


(a) DEFINITION OF PROCEEDS.— 
(1) IN GENERAL.—Section 7623 is amended by adding at 


the end the following new subsection: 
‘‘(c) PROCEEDS.—For purposes of this section, the term ‘proceeds’ 


includes— 
‘‘(1) penalties, interest, additions to tax, and additional 


amounts provided under the internal revenue laws, and 
‘‘(2) any proceeds arising from laws for which the Internal 


Revenue Service is authorized to administer, enforce, or inves-
tigate, including— 


‘‘(A) criminal fines and civil forfeitures, and 
‘‘(B) violations of reporting requirements.’’. 


(2) CONFORMING AMENDMENTS.—Paragraphs (1) and (2)(A) 
of section 7623(b) are each amended by striking ‘‘collected pro-
ceeds (including penalties, interest, additions to tax, and addi-
tional amounts) resulting from the action’’ and inserting ‘‘pro-
ceeds collected as a result of the action’’. 
(b) AMOUNT OF PROCEEDS DETERMINED WITHOUT REGARD TO 


AVAILABILITY.—Paragraphs (1) and (2)(A) of section 7623(b) are 
each amended by inserting ‘‘(determined without regard to whether 
such proceeds are available to the Secretary)’’ after ‘‘in response 
to such action’’. 


(c) DISPUTED AMOUNT THRESHOLD.—Section 7623(b)(5)(B) is 
amended by striking ‘‘tax, penalties, interest, additions to tax, and 
additional amounts’’ and inserting ‘‘proceeds’’. 


(d) EFFECTIVE DATE.—The amendments made by this section 
shall apply to information provided before, on, or after the date 
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of the enactment of this Act with respect to which a final determina-
tion for an award has not been made before such date of enactment. 


SEC. 41109. CLARIFICATION REGARDING EXCISE TAX BASED ON 
INVESTMENT INCOME OF PRIVATE COLLEGES AND 
UNIVERSITIES. 


(a) IN GENERAL.—Subsection (b)(1) of section 4968, as added 
by section 13701(a) of Public Law 115–97, is amended— 


(1) by inserting ‘‘tuition-paying’’ after ‘‘500’’ in subpara-
graph (A), and 


(2) by inserting ‘‘tuition-paying’’ after ‘‘50 percent of the’’ 
in subparagraph (B). 
(b) EFFECTIVE DATE.—The amendments made by this section 


shall apply to taxable years beginning after December 31, 2017. 


SEC. 41110. EXCEPTION FROM PRIVATE FOUNDATION EXCESS BUSI-
NESS HOLDING TAX FOR INDEPENDENTLY-OPERATED 
PHILANTHROPIC BUSINESS HOLDINGS. 


(a) IN GENERAL.—Section 4943 is amended by adding at the 
end the following new subsection: 


‘‘(g) EXCEPTION FOR CERTAIN HOLDINGS LIMITED TO INDEPEND-
ENTLY-OPERATED PHILANTHROPIC BUSINESS.— 


‘‘(1) IN GENERAL.—Subsection (a) shall not apply with 
respect to the holdings of a private foundation in any business 
enterprise which meets the requirements of paragraphs (2), 
(3), and (4) for the taxable year. 


‘‘(2) OWNERSHIP.—The requirements of this paragraph are 
met if— 


‘‘(A) 100 percent of the voting stock in the business 
enterprise is held by the private foundation at all times 
during the taxable year, and 


‘‘(B) all the private foundation’s ownership interests 
in the business enterprise were acquired by means other 
than by purchase. 
‘‘(3) ALL PROFITS TO CHARITY.— 


‘‘(A) IN GENERAL.—The requirements of this paragraph 
are met if the business enterprise, not later than 120 
days after the close of the taxable year, distributes an 
amount equal to its net operating income for such taxable 
year to the private foundation. 


‘‘(B) NET OPERATING INCOME.—For purposes of this 
paragraph, the net operating income of any business enter-
prise for any taxable year is an amount equal to the gross 
income of the business enterprise for the taxable year, 
reduced by the sum of— 


‘‘(i) the deductions allowed by chapter 1 for the 
taxable year which are directly connected with the 
production of such income, 


‘‘(ii) the tax imposed by chapter 1 on the business 
enterprise for the taxable year, and 


‘‘(iii) an amount for a reasonable reserve for 
working capital and other business needs of the busi-
ness enterprise. 


‘‘(4) INDEPENDENT OPERATION.—The requirements of this 
paragraph are met if, at all times during the taxable year— 


‘‘(A) no substantial contributor (as defined in section 
4958(c)(3)(C)) to the private foundation or family member 
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(as determined under section 4958(f)(4)) of such a contrib-
utor is a director, officer, trustee, manager, employee, or 
contractor of the business enterprise (or an individual 
having powers or responsibilities similar to any of the 
foregoing), 


‘‘(B) at least a majority of the board of directors of 
the private foundation are persons who are not— 


‘‘(i) directors or officers of the business enterprise, 
or 


‘‘(ii) family members (as so determined) of a 
substantial contributor (as so defined) to the private 
foundation, and 
‘‘(C) there is no loan outstanding from the business 


enterprise to a substantial contributor (as so defined) to 
the private foundation or to any family member of such 
a contributor (as so determined). 
‘‘(5) CERTAIN DEEMED PRIVATE FOUNDATIONS EXCLUDED.— 


This subsection shall not apply to— 
‘‘(A) any fund or organization treated as a private 


foundation for purposes of this section by reason of sub-
section (e) or (f), 


‘‘(B) any trust described in section 4947(a)(1) (relating 
to charitable trusts), and 


‘‘(C) any trust described in section 4947(a)(2) (relating 
to split-interest trusts).’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2017. 
SEC. 41111. RULE OF CONSTRUCTION FOR CRAFT BEVERAGE MOD-


ERNIZATION AND TAX REFORM. 


(a) IN GENERAL.—Subpart A of part IX of subtitle C of title 
I of Public Law 115–97 is amended by adding at the end the 
following new section: 
‘‘SEC. 13809. RULE OF CONSTRUCTION. 


‘‘Nothing in this subpart, the amendments made by this sub-
part, or any regulation promulgated under this subpart or the 
amendments made by this subpart, shall be construed to preempt, 
supersede, or otherwise limit or restrict any State, local, or tribal 
law that prohibits or regulates the production or sale of distilled 
spirits, wine, or malt beverages.’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall take effect as if included in Public Law 115–97. 
SEC. 41112. SIMPLIFICATION OF RULES REGARDING RECORDS, STATE-


MENTS, AND RETURNS. 


(a) IN GENERAL.—Subsection (a) of section 5555 is amended 
by adding at the end the following: ‘‘For calendar quarters beginning 
after the date of the enactment of this sentence, and before January 
1, 2020, the Secretary shall permit a person to employ a unified 
system for any records, statements, and returns required to be 
kept, rendered, or made under this section for any beer produced 
in the brewery for which the tax imposed by section 5051 has 
been determined, including any beer which has been removed for 
consumption on the premises of the brewery.’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to calendar quarters beginning after the date of the 
enactment of this Act. 
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SEC. 41113. MODIFICATION OF RULES GOVERNING HARDSHIP DIS-
TRIBUTIONS. 


(a) IN GENERAL.—Not later than 1 year after the date of the 
enactment of this Act, the Secretary of the Treasury shall modify 
Treasury Regulation section 1.401(k)–1(d)(3)(iv)(E) to— 


(1) delete the 6-month prohibition on contributions imposed 
by paragraph (2) thereof, and 


(2) make any other modifications necessary to carry out 
the purposes of section 401(k)(2)(B)(i)(IV) of the Internal Rev-
enue Code of 1986. 
(b) EFFECTIVE DATE.—The revised regulations under this sec-


tion shall apply to plan years beginning after December 31, 2018. 
SEC. 41114. MODIFICATION OF RULES RELATING TO HARDSHIP WITH-


DRAWALS FROM CASH OR DEFERRED ARRANGEMENTS. 


(a) IN GENERAL.—Section 401(k) is amended by adding at the 
end the following: 


‘‘(14) SPECIAL RULES RELATING TO HARDSHIP WITH-
DRAWALS.—For purposes of paragraph (2)(B)(i)(IV)— 


‘‘(A) AMOUNTS WHICH MAY BE WITHDRAWN.—The fol-
lowing amounts may be distributed upon hardship of the 
employee: 


‘‘(i) Contributions to a profit-sharing or stock bonus 
plan to which section 402(e)(3) applies. 


‘‘(ii) Qualified nonelective contributions (as defined 
in subsection (m)(4)(C)). 


‘‘(iii) Qualified matching contributions described 
in paragraph (3)(D)(ii)(I). 


‘‘(iv) Earnings on any contributions described in 
clause (i), (ii), or (iii). 
‘‘(B) NO REQUIREMENT TO TAKE AVAILABLE LOAN.—A 


distribution shall not be treated as failing to be made 
upon the hardship of an employee solely because the 
employee does not take any available loan under the plan.’’. 


(b) CONFORMING AMENDMENT.—Section 401(k)(2)(B)(i)(IV) is 
amended to read as follows: 


‘‘(IV) subject to the provisions of paragraph 
(14), upon hardship of the employee, or’’. 


(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply to plan years beginning after December 31, 2018. 
SEC. 41115. OPPORTUNITY ZONES RULE FOR PUERTO RICO. 


(a) IN GENERAL.—Subsection (b) of section 1400Z–1 is amended 
by adding at the end the following new paragraph: 


‘‘(3) SPECIAL RULE FOR PUERTO RICO.—Each population 
census tract in Puerto Rico that is a low- income community 
shall be deemed to be certified and designated as a qualified 
opportunity zone, effective on the date of the enactment of 
Public Law 115–97.’’. 
(b) CONFORMING AMENDMENT.—Section 1400Z–1(d)(1) is 


amended by inserting ‘‘and subsection (b)(3)’’ after ‘‘paragraph (2)’’. 
SEC. 41116. TAX HOME OF CERTAIN CITIZENS OR RESIDENTS OF THE 


UNITED STATES LIVING ABROAD. 


(a) IN GENERAL.—Paragraph (3) of section 911(d) is amended 
by inserting before the period at the end of the second sentence 
the following: ‘‘, unless such individual is serving in an area des-
ignated by the President of the United States by Executive order 
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as a combat zone for purposes of section 112 in support of the 
Armed Forces of the United States’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to taxable years beginning after December 31, 2017. 


SEC. 41117. TREATMENT OF FOREIGN PERSONS FOR RETURNS 
RELATING TO PAYMENTS MADE IN SETTLEMENT OF PAY-
MENT CARD AND THIRD PARTY NETWORK TRANS-
ACTIONS. 


(a) IN GENERAL.—Section 6050W(d)(1)(B) is amended by adding 
at the end the following: ‘‘Notwithstanding the preceding sentence, 
a person with only a foreign address shall not be treated as a 
participating payee with respect to any payment settlement entity 
solely because such person receives payments from such payment 
settlement entity in dollars.’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall apply to returns for calendar years beginning after December 
31, 2017. 


SEC. 41118. REPEAL OF SHIFT IN TIME OF PAYMENT OF CORPORATE 
ESTIMATED TAXES. 


The Trade Preferences Extension Act of 2015 is amended by 
striking section 803 (relating to time for payment of corporate 
estimated taxes). 


SEC. 41119. ENHANCEMENT OF CARBON DIOXIDE SEQUESTRATION 
CREDIT. 


(a) IN GENERAL.—Section 45Q is amended to read as follows: 


‘‘SEC. 45Q. CREDIT FOR CARBON OXIDE SEQUESTRATION. 


‘‘(a) GENERAL RULE.—For purposes of section 38, the carbon 
oxide sequestration credit for any taxable year is an amount equal 
to the sum of— 


‘‘(1) $20 per metric ton of qualified carbon oxide which 
is— 


‘‘(A) captured by the taxpayer using carbon capture 
equipment which is originally placed in service at a quali-
fied facility before the date of the enactment of the Bipar-
tisan Budget Act of 2018, and 


‘‘(B) disposed of by the taxpayer in secure geological 
storage and not used by the taxpayer as described in para-
graph (2)(B), 
‘‘(2) $10 per metric ton of qualified carbon oxide which 


is— 
‘‘(A) captured by the taxpayer using carbon capture 


equipment which is originally placed in service at a quali-
fied facility before the date of the enactment of the Bipar-
tisan Budget Act of 2018, and 


‘‘(B)(i) used by the taxpayer as a tertiary injectant 
in a qualified enhanced oil or natural gas recovery project 
and disposed of by the taxpayer in secure geological storage, 
or 


‘‘(ii) utilized by the taxpayer in a manner described 
in subsection (f)(5), 
‘‘(3) the applicable dollar amount (as determined under 


subsection (b)(1)) per metric ton of qualified carbon oxide which 
is— 
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‘‘(A) captured by the taxpayer using carbon capture 
equipment which is originally placed in service at a quali-
fied facility on or after the date of the enactment of the 
Bipartisan Budget Act of 2018, during the 12-year period 
beginning on the date the equipment was originally placed 
in service, and 


‘‘(B) disposed of by the taxpayer in secure geological 
storage and not used by the taxpayer as described in para-
graph (4)(B), and 
‘‘(4) the applicable dollar amount (as determined under 


subsection (b)(1)) per metric ton of qualified carbon oxide which 
is— 


‘‘(A) captured by the taxpayer using carbon capture 
equipment which is originally placed in service at a quali-
fied facility on or after the date of the enactment of the 
Bipartisan Budget Act of 2018, during the 12-year period 
beginning on the date the equipment was originally placed 
in service, and 


‘‘(B)(i) used by the taxpayer as a tertiary injectant 
in a qualified enhanced oil or natural gas recovery project 
and disposed of by the taxpayer in secure geological storage, 
or 


‘‘(ii) utilized by the taxpayer in a manner described 
in subsection (f)(5). 


‘‘(b) APPLICABLE DOLLAR AMOUNT; ADDITIONAL EQUIPMENT; 
ELECTION.— 


‘‘(1) APPLICABLE DOLLAR AMOUNT.— 
‘‘(A) IN GENERAL.—The applicable dollar amount shall 


be an amount equal to— 
‘‘(i) for any taxable year beginning in a calendar 


year after 2016 and before 2027— 
‘‘(I) for purposes of paragraph (3) of subsection 


(a), the dollar amount established by linear inter-
polation between $22.66 and $50 for each calendar 
year during such period, and 


‘‘(II) for purposes of paragraph (4) of such sub-
section, the dollar amount established by linear 
interpolation between $12.83 and $35 for each cal-
endar year during such period, and 
‘‘(ii) for any taxable year beginning in a calendar 


year after 2026— 
‘‘(I) for purposes of paragraph (3) of subsection 


(a), an amount equal to the product of $50 and 
the inflation adjustment factor for such calendar 
year determined under section 43(b)(3)(B) for such 
calendar year, determined by substituting ‘2025’ 
for ‘1990’, and 


‘‘(II) for purposes of paragraph (4) of such sub-
section, an amount equal to the product of $35 
and the inflation adjustment factor for such cal-
endar year determined under section 43(b)(3)(B) 
for such calendar year, determined by substituting 
‘2025’ for ‘1990’. 


‘‘(B) ROUNDING.—The applicable dollar amount deter-
mined under subparagraph (A) shall be rounded to the 
nearest cent. 
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‘‘(2) INSTALLATION OF ADDITIONAL CARBON CAPTURE EQUIP-
MENT ON EXISTING QUALIFIED FACILITY.—In the case of a quali-
fied facility placed in service before the date of the enactment 
of the Bipartisan Budget Act of 2018, for which additional 
carbon capture equipment is placed in service on or after the 
date of the enactment of such Act, the amount of qualified 
carbon oxide which is captured by the taxpayer shall be equal 
to— 


‘‘(A) for purposes of paragraphs (1)(A) and (2)(A) of 
subsection (a), the lesser of— 


‘‘(i) the total amount of qualified carbon oxide cap-
tured at such facility for the taxable year, or 


‘‘(ii) the total amount of the carbon dioxide capture 
capacity of the carbon capture equipment in service 
at such facility on the day before the date of the 
enactment of the Bipartisan Budget Act of 2018, and 
‘‘(B) for purposes of paragraphs (3)(A) and (4)(A) of 


such subsection, an amount (not less than zero) equal to 
the excess of— 


‘‘(i) the amount described in clause (i) of subpara-
graph (A), over 


‘‘(ii) the amount described in clause (ii) of such 
subparagraph. 


‘‘(3) ELECTION.—For purposes of determining the carbon 
oxide sequestration credit under this section, a taxpayer may 
elect to have the dollar amounts applicable under paragraph 
(1) or (2) of subsection (a) apply in lieu of the dollar amounts 
applicable under paragraph (3) or (4) of such subsection for 
each metric ton of qualified carbon oxide which is captured 
by the taxpayer using carbon capture equipment which is origi-
nally placed in service at a qualified facility on or after the 
date of the enactment of the Bipartisan Budget Act of 2018. 
‘‘(c) QUALIFIED CARBON OXIDE.—For purposes of this section— 


‘‘(1) IN GENERAL.—The term ‘qualified carbon oxide’ 
means— 


‘‘(A) any carbon dioxide which— 
‘‘(i) is captured from an industrial source by carbon 


capture equipment which is originally placed in service 
before the date of the enactment of the Bipartisan 
Budget Act of 2018, 


‘‘(ii) would otherwise be released into the 
atmosphere as industrial emission of greenhouse gas 
or lead to such release, and 


‘‘(iii) is measured at the source of capture and 
verified at the point of disposal, injection, or utilization, 
‘‘(B) any carbon dioxide or other carbon oxide which— 


‘‘(i) is captured from an industrial source by carbon 
capture equipment which is originally placed in service 
on or after the date of the enactment of the Bipartisan 
Budget Act of 2018, 


‘‘(ii) would otherwise be released into the 
atmosphere as industrial emission of greenhouse gas 
or lead to such release, and 


‘‘(iii) is measured at the source of capture and 
verified at the point of disposal, injection, or utilization, 
or 
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‘‘(C) in the case of a direct air capture facility, any 
carbon dioxide which— 


‘‘(i) is captured directly from the ambient air, and 
‘‘(ii) is measured at the source of capture and 


verified at the point of disposal, injection, or utilization. 
‘‘(2) RECYCLED CARBON OXIDE.—The term ‘qualified carbon 


oxide’ includes the initial deposit of captured carbon oxide 
used as a tertiary injectant. Such term does not include carbon 
oxide that is recaptured, recycled, and re-injected as part of 
the enhanced oil and natural gas recovery process. 
‘‘(d) QUALIFIED FACILITY.—For purposes of this section, the 


term ‘qualified facility’ means any industrial facility or direct air 
capture facility— 


‘‘(1) the construction of which begins before January 1, 
2024, and— 


‘‘(A) construction of carbon capture equipment begins 
before such date, or 


‘‘(B) the original planning and design for such facility 
includes installation of carbon capture equipment, and 
‘‘(2) which captures— 


‘‘(A) in the case of a facility which emits not more 
than 500,000 metric tons of carbon oxide into the 
atmosphere during the taxable year, not less than 25,000 
metric tons of qualified carbon oxide during the taxable 
year which is utilized in a manner described in subsection 
(f)(5), 


‘‘(B) in the case of an electricity generating facility 
which is not described in subparagraph (A), not less than 
500,000 metric tons of qualified carbon oxide during the 
taxable year, or 


‘‘(C) in the case of a direct air capture facility or 
any facility not described in subparagraph (A) or (B), not 
less than 100,000 metric tons of qualified carbon oxide 
during the taxable year. 


‘‘(e) DEFINITIONS.—For purposes of this section— 
‘‘(1) DIRECT AIR CAPTURE FACILITY.— 


‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
term ‘direct air capture facility’ means any facility which 
uses carbon capture equipment to capture carbon dioxide 
directly from the ambient air. 


‘‘(B) EXCEPTION.—The term ‘direct air capture facility’ 
shall not include any facility which captures carbon 
dioxide— 


‘‘(i) which is deliberately released from naturally 
occurring subsurface springs, or 


‘‘(ii) using natural photosynthesis. 
‘‘(2) QUALIFIED ENHANCED OIL OR NATURAL GAS RECOVERY 


PROJECT.—The term ‘qualified enhanced oil or natural gas 
recovery project’ has the meaning given the term ‘qualified 
enhanced oil recovery project’ by section 43(c)(2), by substituting 
‘crude oil or natural gas’ for ‘crude oil’ in subparagraph (A)(i) 
thereof. 


‘‘(3) TERTIARY INJECTANT.—The term ‘tertiary injectant’ has 
the same meaning as when used within section 193(b)(1). 
‘‘(f) SPECIAL RULES.— 


‘‘(1) ONLY QUALIFIED CARBON OXIDE CAPTURED AND DIS-
POSED OF OR USED WITHIN THE UNITED STATES TAKEN INTO 
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ACCOUNT.—The credit under this section shall apply only with 
respect to qualified carbon oxide the capture and disposal, 
use, or utilization of which is within— 


‘‘(A) the United States (within the meaning of section 
638(1)), or 


‘‘(B) a possession of the United States (within the 
meaning of section 638(2)). 
‘‘(2) SECURE GEOLOGICAL STORAGE.—The Secretary, in con-


sultation with the Administrator of the Environmental Protec-
tion Agency, the Secretary of Energy, and the Secretary of 
the Interior, shall establish regulations for determining ade-
quate security measures for the geological storage of qualified 
carbon oxide under subsection (a) such that the qualified carbon 
oxide does not escape into the atmosphere. Such term shall 
include storage at deep saline formations, oil and gas reservoirs, 
and unminable coal seams under such conditions as the Sec-
retary may determine under such regulations. 


‘‘(3) CREDIT ATTRIBUTABLE TO TAXPAYER.— 
‘‘(A) IN GENERAL.—Except as provided in subparagraph 


(B) or in any regulations prescribed by the Secretary, any 
credit under this section shall be attributable to— 


‘‘(i) in the case of qualified carbon oxide captured 
using carbon capture equipment which is originally 
placed in service at a qualified facility before the date 
of the enactment of the Bipartisan Budget Act of 2018, 
the person that captures and physically or contrac-
tually ensures the disposal, utilization, or use as a 
tertiary injectant of such qualified carbon oxide, and 


‘‘(ii) in the case of qualified carbon oxide captured 
using carbon capture equipment which is originally 
placed in service at a qualified facility on or after 
the date of the enactment of the Bipartisan Budget 
Act of 2018, the person that owns the carbon capture 
equipment and physically or contractually ensures the 
capture and disposal, utilization, or use as a tertiary 
injectant of such qualified carbon oxide. 
‘‘(B) ELECTION.—If the person described in subpara-


graph (A) makes an election under this subparagraph in 
such time and manner as the Secretary may prescribe 
by regulations, the credit under this section— 


‘‘(i) shall be allowable to the person that disposes 
of the qualified carbon oxide, utilizes the qualified 
carbon oxide, or uses the qualified carbon oxide as 
a tertiary injectant, and 


‘‘(ii) shall not be allowable to the person described 
in subparagraph (A). 


‘‘(4) RECAPTURE.—The Secretary shall, by regulations, pro-
vide for recapturing the benefit of any credit allowable under 
subsection (a) with respect to any qualified carbon oxide which 
ceases to be captured, disposed of, or used as a tertiary injectant 
in a manner consistent with the requirements of this section. 


‘‘(5) UTILIZATION OF QUALIFIED CARBON OXIDE.— 
‘‘(A) IN GENERAL.—For purposes of this section, utiliza-


tion of qualified carbon oxide means— 
‘‘(i) the fixation of such qualified carbon oxide 


through photosynthesis or chemosynthesis, such as 
through the growing of algae or bacteria, 
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‘‘(ii) the chemical conversion of such qualified 
carbon oxide to a material or chemical compound in 
which such qualified carbon oxide is securely stored, 
or 


‘‘(iii) the use of such qualified carbon oxide for 
any other purpose for which a commercial market 
exists (with the exception of use as a tertiary injectant 
in a qualified enhanced oil or natural gas recovery 
project), as determined by the Secretary. 
‘‘(B) MEASUREMENT.— 


‘‘(i) IN GENERAL.—For purposes of determining the 
amount of qualified carbon oxide utilized by the tax-
payer under paragraph (2)(B)(ii) or (4)(B)(ii) of sub-
section (a), such amount shall be equal to the metric 
tons of qualified carbon oxide which the taxpayer dem-
onstrates, based upon an analysis of lifecycle green-
house gas emissions and subject to such requirements 
as the Secretary, in consultation with the Secretary 
of Energy and the Administrator of the Environmental 
Protection Agency, determines appropriate, were— 


‘‘(I) captured and permanently isolated from 
the atmosphere, or 


‘‘(II) displaced from being emitted into the 
atmosphere, 


through use of a process described in subparagraph 
(A). 


‘‘(ii) LIFECYCLE GREENHOUSE GAS EMISSIONS.—For 
purposes of clause (i), the term ‘lifecycle greenhouse 
gas emissions’ has the same meaning given such term 
under subparagraph (H) of section 211(o)(1) of the 
Clean Air Act (42 U.S.C. 7545(o)(1)), as in effect on 
the date of the enactment of the Bipartisan Budget 
Act of 2018, except that ‘product’ shall be substituted 
for ‘fuel’ each place it appears in such subparagraph. 


‘‘(6) ELECTION FOR APPLICABLE FACILITIES.— 
‘‘(A) IN GENERAL.—For purposes of this section, in the 


case of an applicable facility, for any taxable year in which 
such facility captures not less than 500,000 metric tons 
of qualified carbon oxide during the taxable year, the per-
son described in paragraph (3)(A)(ii) may elect to have 
such facility, and any carbon capture equipment placed 
in service at such facility, deemed as having been placed 
in service on the date of the enactment of the Bipartisan 
Budget Act of 2018. 


‘‘(B) APPLICABLE FACILITY.—For purposes of this para-
graph, the term ‘applicable facility’ means a qualified 
facility— 


‘‘(i) which was placed in service before the date 
of the enactment of the Bipartisan Budget Act of 2018, 
and 


‘‘(ii) for which no taxpayer claimed a credit under 
this section in regards to such facility for any taxable 
year ending before the date of the enactment of such 
Act. 


‘‘(7) INFLATION ADJUSTMENT.—In the case of any taxable 
year beginning in a calendar year after 2009, there shall be 
substituted for each dollar amount contained in paragraphs 
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(1) and (2) of subsection (a) an amount equal to the product 
of— 


‘‘(A) such dollar amount, multiplied by 
‘‘(B) the inflation adjustment factor for such calendar 


year determined under section 43(b)(3)(B) for such calendar 
year, determined by substituting ‘2008’ for ‘1990’. 


‘‘(g) APPLICATION OF SECTION FOR CERTAIN CARBON CAPTURE 
EQUIPMENT.—In the case of any carbon capture equipment placed 
in service before the date of the enactment of the Bipartisan Budget 
Act of 2018, the credit under this section shall apply with respect 
to qualified carbon oxide captured using such equipment before 
the end of the calendar year in which the Secretary, in consultation 
with the Administrator of the Environmental Protection Agency, 
certifies that, during the period beginning after October 3, 2008, 
a total of 75,000,000 metric tons of qualified carbon oxide have 
been taken into account in accordance with— 


‘‘(1) subsection (a) of this section, as in effect on the day 
before the date of the enactment of the Bipartisan Budget 
Act of 2018, and 


‘‘(2) paragraphs (1) and (2) of subsection (a) of this section. 
‘‘(h) REGULATIONS.—The Secretary may prescribe such regula-


tions and other guidance as may be necessary or appropriate to 
carry out this section, including regulations or other guidance to— 


‘‘(1) ensure proper allocation under subsection (a) for quali-
fied carbon oxide captured by a taxpayer during the taxable 
year ending after the date of the enactment of the Bipartisan 
Budget Act of 2018, and 


‘‘(2) determine whether a facility satisfies the requirements 
under subsection (d)(1) during such taxable year.’’. 
(b) EFFECTIVE DATE.—The amendment made by this section 


shall apply to taxable years beginning after December 31, 2017. 


DIVISION E—HEALTH AND HUMAN 
SERVICES EXTENDERS 


SEC. 50100. SHORT TITLE; TABLE OF CONTENTS. 


(a) SHORT TITLE.—This division may be cited as the ‘‘Advancing 
Chronic Care, Extenders, and Social Services (ACCESS) Act’’ 


(b) TABLE OF CONTENTS.—The table of contents for this division 
is as follows: 


DIVISION E—HEALTH AND HUMAN SERVICES EXTENDERS 
Sec. 50100. Short title; table of contents. 


TITLE I—CHIP 
Sec. 50101. Funding extension of the Children’s Health Insurance Program through 


fiscal year 2027. 
Sec. 50102. Extension of pediatric quality measures program. 
Sec. 50103. Extension of outreach and enrollment program. 


TITLE II—MEDICARE EXTENDERS 
Sec. 50201. Extension of work GPCI floor. 
Sec. 50202. Repeal of Medicare payment cap for therapy services; limitation to en-


sure appropriate therapy. 
Sec. 50203. Medicare ambulance services. 
Sec. 50204. Extension of increased inpatient hospital payment adjustment for cer-


tain low-volume hospitals. 
Sec. 50205. Extension of the Medicare-dependent hospital (MDH) program. 
Sec. 50206. Extension of funding for quality measure endorsement, input, and se-


lection; reporting requirements. 
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Sec. 50207. Extension of funding outreach and assistance for low-income programs; 
State health insurance assistance program reporting requirements. 


Sec. 50208. Extension of home health rural add-on. 


TITLE III—CREATING HIGH-QUALITY RESULTS AND OUTCOMES 
NECESSARY TO IMPROVE CHRONIC (CHRONIC) CARE 


Subtitle A—Receiving High Quality Care in the Home 
Sec. 50301. Extending the Independence at Home Demonstration Program. 
Sec. 50302. Expanding access to home dialysis therapy. 


Subtitle B—Advancing Team-Based Care 
Sec. 50311. Providing continued access to Medicare Advantage special needs plans 


for vulnerable populations. 


Subtitle C—Expanding Innovation and Technology 
Sec. 50321. Adapting benefits to meet the needs of chronically ill Medicare Advan-


tage enrollees. 
Sec. 50322. Expanding supplemental benefits to meet the needs of chronically ill 


Medicare Advantage enrollees. 
Sec. 50323. Increasing convenience for Medicare Advantage enrollees through tele-


health. 
Sec. 50324. Providing accountable care organizations the ability to expand the use 


of telehealth. 
Sec. 50325. Expanding the use of telehealth for individuals with stroke. 


Subtitle D—Identifying the Chronically Ill Population 
Sec. 50331. Providing flexibility for beneficiaries to be part of an accountable care 


organization. 


Subtitle E—Empowering Individuals and Caregivers in Care Delivery 
Sec. 50341. Eliminating barriers to care coordination under accountable care orga-


nizations. 
Sec. 50342. GAO study and report on longitudinal comprehensive care planning 


services under Medicare part B. 


Subtitle F—Other Policies to Improve Care for the Chronically Ill 
Sec. 50351. GAO study and report on improving medication synchronization. 
Sec. 50352. GAO study and report on impact of obesity drugs on patient health and 


spending. 
Sec. 50353. HHS study and report on long-term risk factors for chronic conditions 


among Medicare beneficiaries. 
Sec. 50354. Providing prescription drug plans with parts A and B claims data to 


promote the appropriate use of medications and improve health out-
comes. 


TITLE IV—PART B IMPROVEMENT ACT AND OTHER PART B 
ENHANCEMENTS 


Subtitle A—Medicare Part B Improvement Act 
Sec. 50401. Home infusion therapy services temporary transitional payment. 
Sec. 50402. Orthotist’s and prosthetist’s clinical notes as part of the patient’s med-


ical record. 
Sec. 50403. Independent accreditation for dialysis facilities and assurance of high 


quality surveys. 
Sec. 50404. Modernizing the application of the Stark rule under Medicare. 


Subtitle B—Additional Medicare Provisions 
Sec. 50411. Making permanent the removal of the rental cap for durable medical 


equipment under Medicare with respect to speech generating devices. 
Sec. 50412. Increased civil and criminal penalties and increased sentences for Fed-


eral health care program fraud and abuse. 
Sec. 50413. Reducing the volume of future EHR-related significant hardship re-


quests. 
Sec. 50414. Strengthening rules in case of competition for diabetic testing strips. 


TITLE V—OTHER HEALTH EXTENDERS 
Sec. 50501. Extension for family-to-family health information centers. 
Sec. 50502. Extension for sexual risk avoidance education. 
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Sec. 50503. Extension for personal responsibility education. 


TITLE VI—CHILD AND FAMILY SERVICES AND SUPPORTS EXTENDERS 


Subtitle A—Continuing the Maternal, Infant, and Early Childhood Home Visiting 
Program 


Sec. 50601. Continuing evidence-based home visiting program. 
Sec. 50602. Continuing to demonstrate results to help families. 
Sec. 50603. Reviewing statewide needs to target resources. 
Sec. 50604. Improving the likelihood of success in high-risk communities. 
Sec. 50605. Option to fund evidence-based home visiting on a pay for outcome 


basis. 
Sec. 50606. Data exchange standards for improved interoperability. 
Sec. 50607. Allocation of funds. 


Subtitle B—Extension of Health Professions Workforce Demonstration Projects 
Sec. 50611. Extension of health workforce demonstration projects for low-income in-


dividuals. 


TITLE VII—FAMILY FIRST PREVENTION SERVICES ACT 


Subtitle A—Investing in Prevention and Supporting Families 
Sec. 50701. Short title. 
Sec. 50702. Purpose. 


PART I—PREVENTION ACTIVITIES UNDER TITLE IV–E 
Sec. 50711. Foster care prevention services and programs. 
Sec. 50712. Foster care maintenance payments for children with parents in a li-


censed residential family-based treatment facility for substance abuse. 
Sec. 50713. Title IV–E payments for evidence-based kinship navigator programs. 


PART II—ENHANCED SUPPORT UNDER TITLE IV–B 
Sec. 50721. Elimination of time limit for family reunification services while in fos-


ter care and permitting time-limited family reunification services when 
a child returns home from foster care. 


Sec. 50722. Reducing bureaucracy and unnecessary delays when placing children in 
homes across State lines. 


Sec. 50723. Enhancements to grants to improve well-being of families affected by 
substance abuse. 


PART III—MISCELLANEOUS 
Sec. 50731. Reviewing and improving licensing standards for placement in a rel-


ative foster family home. 
Sec. 50732. Development of a statewide plan to prevent child abuse and neglect fa-


talities. 
Sec. 50733. Modernizing the title and purpose of title IV–E. 
Sec. 50734. Effective dates. 


PART IV—ENSURING THE NECESSITY OF A PLACEMENT THAT IS NOT IN A FOSTER 
FAMILY HOME 


Sec. 50741. Limitation on Federal financial participation for placements that are 
not in foster family homes. 


Sec. 50742. Assessment and documentation of the need for placement in a qualified 
residential treatment program. 


Sec. 50743. Protocols to prevent inappropriate diagnoses. 
Sec. 50744. Additional data and reports regarding children placed in a setting that 


is not a foster family home. 
Sec. 50745. Criminal records checks and checks of child abuse and neglect reg-


istries for adults working in child-care institutions and other group care 
settings. 


Sec. 50746. Effective dates; application to waivers. 


PART V—CONTINUING SUPPORT FOR CHILD AND FAMILY SERVICES 
Sec. 50751. Supporting and retaining foster families for children. 
Sec. 50752. Extension of child and family services programs. 
Sec. 50753. Improvements to the John H. Chafee foster care independence program 


and related provisions. 


PART VI—CONTINUING INCENTIVES TO STATES TO PROMOTE ADOPTION AND LEGAL 
GUARDIANSHIP 


Sec. 50761. Reauthorizing adoption and legal guardianship incentive programs. 
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PART VII—TECHNICAL CORRECTIONS 
Sec. 50771. Technical corrections to data exchange standards to improve program 


coordination. 
Sec. 50772. Technical corrections to State requirement to address the develop-


mental needs of young children. 


PART VIII—ENSURING STATES REINVEST SAVINGS RESULTING FROM INCREASE IN 
ADOPTION ASSISTANCE 


Sec. 50781. Delay of adoption assistance phase-in. 
Sec. 50782. GAO study and report on State reinvestment of savings resulting from 


increase in adoption assistance. 


TITLE VIII—SUPPORTING SOCIAL IMPACT PARTNERSHIPS TO PAY FOR 
RESULTS 


Sec. 50801. Short title. 
Sec. 50802. Social impact partnerships to pay for results. 


TITLE IX—PUBLIC HEALTH PROGRAMS 
Sec. 50901. Extension for community health centers, the National Health Service 


Corps, and teaching health centers that operate GME programs. 
Sec. 50902. Extension for special diabetes programs. 


TITLE X—MISCELLANEOUS HEALTH CARE POLICIES 
Sec. 51001. Home health payment reform. 
Sec. 51002. Information to satisfy documentation of Medicare eligibility for home 


health services. 
Sec. 51003. Technical amendments to Public Law 114–10. 
Sec. 51004. Expanded access to Medicare intensive cardiac rehabilitation programs. 
Sec. 51005. Extension of blended site neutral payment rate for certain long-term 


care hospital discharges; temporary adjustment to site neutral payment 
rates. 


Sec. 51006. Recognition of attending physician assistants as attending physicians 
to serve hospice patients. 


Sec. 51007. Extension of enforcement instruction on supervision requirements for 
outpatient therapeutic services in critical access and small rural hos-
pitals through 2017. 


Sec. 51008. Allowing physician assistants, nurse practitioners, and clinical nurse 
specialists to supervise cardiac, intensive cardiac, and pulmonary reha-
bilitation programs. 


Sec. 51009. Transitional payment rules for certain radiation therapy services under 
the physician fee schedule. 


TITLE XI—PROTECTING SENIORS’ ACCESS TO MEDICARE ACT 
Sec. 52001. Repeal of the Independent Payment Advisory Board. 


TITLE XII—OFFSETS 
Sec. 53101. Modifying reductions in Medicaid DSH allotments. 
Sec. 53102. Third party liability in Medicaid and CHIP. 
Sec. 53103. Treatment of lottery winnings and other lump-sum income for purposes 


of income eligibility under Medicaid. 
Sec. 53104. Rebate obligation with respect to line extension drugs. 
Sec. 53105. Medicaid Improvement Fund. 
Sec. 53106. Physician fee schedule update. 
Sec. 53107. Payment for outpatient physical therapy services and outpatient occu-


pational therapy services furnished by a therapy assistant. 
Sec. 53108. Reduction for non-emergency ESRD ambulance transports. 
Sec. 53109. Hospital transfer policy for early discharges to hospice care. 
Sec. 53110. Medicare payment update for home health services. 
Sec. 53111. Medicare payment update for skilled nursing facilities. 
Sec. 53112. Preventing the artificial inflation of star ratings after the consolidation 


of Medicare Advantage plans offered by the same organization. 
Sec. 53113. Sunsetting exclusion of biosimilars from Medicare part D coverage gap 


discount program. 
Sec. 53114. Adjustments to Medicare part B and part D premium subsidies for 


higher income individuals. 
Sec. 53115. Medicare Improvement Fund. 
Sec. 53116. Closing the Donut Hole for Seniors. 
Sec. 53117. Modernizing child support enforcement fees. 
Sec. 53118. Increasing efficiency of prison data reporting. 
Sec. 53119. Prevention and Public Health Fund. 
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TITLE I—CHIP 


SEC. 50101. FUNDING EXTENSION OF THE CHILDREN’S HEALTH INSUR-
ANCE PROGRAM THROUGH FISCAL YEAR 2027. 


(a) IN GENERAL.—Section 2104(a) of the Social Security Act 
(42 U.S.C. 1397dd(a)), as amended by section 3002(a) of the 
HEALTHY KIDS Act (division C of Public Law 115–120), is 
amended— 


(1) in paragraph (25), by striking ‘‘; and’’ and inserting 
a semicolon; 


(2) in paragraph (26), by striking the period at the end 
and inserting a semicolon; and 


(3) by adding at the end the following new paragraphs: 
‘‘(27) for each of fiscal years 2024 through 2026, such 


sums as are necessary to fund allotments to States under 
subsections (c) and (m); and 


‘‘(28) for fiscal year 2027, for purposes of making two semi- 
annual allotments— 


‘‘(A) $7,650,000,000 for the period beginning on October 
1, 2026, and ending on March 31, 2027; and 


‘‘(B) $7,650,000,000 for the period beginning on April 
1, 2027, and ending on September 30, 2027.’’. 


(b) ALLOTMENTS.— 
(1) IN GENERAL.—Section 2104(m) of the Social Security 


Act (42 U.S.C. 1397dd(m)), as amended by section 3002(b) of 
the HEALTHY KIDS Act (division C of Public Law 115–120), 
is amended— 


(A) in paragraph (2)(B)— 
(i) in the matter preceding clause (i), by striking 


‘‘(25)’’ and inserting ‘‘(27)’’; 
(ii) in clause (i), by striking ‘‘and 2023’’ and 


inserting ‘‘, 2023, and 2027’’; and 
(iii) in clause (ii)(I), by striking ‘‘(or, in the case 


of fiscal year 2018, under paragraph (4))’’ and inserting 
‘‘(or, in the case of fiscal year 2018 or 2024, under 
paragraph (4) or (10), respectively)’’; 
(B) in paragraph (5)— 


(i) by striking ‘‘or (10)’’ and inserting ‘‘(10), or 
(11)’’; and 


(ii) by striking ‘‘or 2023,’’ and inserting ‘‘2023, or 
2027,’’; 
(C) in paragraph (7)— 


(i) in subparagraph (A), by striking ‘‘2023’’ and 
inserting ‘‘2027,’’; and 


(ii) in the matter following subparagraph (B), by 
striking ‘‘or fiscal year 2022’’ and inserting ‘‘fiscal year 
2022, fiscal year 2024, or fiscal year 2026’’; 
(D) in paragraph (9)— 


(i) by striking ‘‘or (10)’’ and inserting ‘‘(10), or 
(11)’’; and 


(ii) by striking ‘‘or 2023,’’ and inserting ‘‘2023, or 
2027,’’; and 
(E) by adding at the end the following: 


‘‘(11) FOR FISCAL YEAR 2027.— 
‘‘(A) FIRST HALF.—Subject to paragraphs (5) and (7), 


from the amount made available under subparagraph (A) 
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of paragraph (28) of subsection (a) for the semi-annual 
period described in such subparagraph, increased by the 
amount of the appropriation for such period under section 
50101(b)(2) of the Advancing Chronic Care, Extenders, and 
Social Services Act, the Secretary shall compute a State 
allotment for each State (including the District of Columbia 
and each commonwealth and territory) for such semi- 
annual period in an amount equal to the first half ratio 
(described in subparagraph (D)) of the amount described 
in subparagraph (C). 


‘‘(B) SECOND HALF.—Subject to paragraphs (5) and (7), 
from the amount made available under subparagraph (B) 
of paragraph (28) of subsection (a) for the semi-annual 
period described in such subparagraph, the Secretary shall 
compute a State allotment for each State (including the 
District of Columbia and each commonwealth and territory) 
for such semi-annual period in an amount equal to the 
amount made available under such subparagraph, multi-
plied by the ratio of— 


‘‘(i) the amount of the allotment to such State 
under subparagraph (A); to 


‘‘(ii) the total of the amount of all of the allotments 
made available under such subparagraph. 
‘‘(C) FULL YEAR AMOUNT BASED ON REBASED AMOUNT.— 


The amount described in this subparagraph for a State 
is equal to the Federal payments to the State that are 
attributable to (and countable towards) the total amount 
of allotments available under this section to the State 
in fiscal year 2026 (including payments made to the State 
under subsection (n) for fiscal year 2026 as well as amounts 
redistributed to the State in fiscal year 2026), multiplied 
by the allotment increase factor under paragraph (6) for 
fiscal year 2027. 


‘‘(D) FIRST HALF RATIO.—The first half ratio described 
in this subparagraph is the ratio of— 


‘‘(i) the sum of— 
‘‘(I) the amount made available under sub-


section (a)(28)(A); and 
‘‘(II) the amount of the appropriation for such 


period under section 50101(b)(2) of the Advancing 
Chronic Care, Extenders, and Social Services Act; 
to 
‘‘(ii) the sum of— 


‘‘(I) the amount described in clause (i); and 
‘‘(II) the amount made available under sub-


section (a)(28)(B).’’. 
(2) ONE-TIME APPROPRIATION FOR FISCAL YEAR 2027.—There 


is appropriated to the Secretary of Health and Human Services, 
out of any money in the Treasury not otherwise appropriated, 
such sums as are necessary to fund allotments to States under 
subsections (c) and (m) of section 2104 of the Social Security 
Act (42 U.S.C. 1397dd) for fiscal year 2027, taking into account 
the full year amounts calculated for States under paragraph 
(11)(C) of subsection (m) of such section (as added by paragraph 
(1)) and the amounts appropriated under subparagraphs (A) 
and (B) of subsection (a)(28) of such section (as added by 
subsection (a)). Such amount shall accompany the allotment 
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made for the period beginning on October 1, 2026, and ending 
on March 31, 2027, under paragraph (28)(A) of section 2104(a) 
of such Act (42 U.S.C. 1397dd(a)), to remain available until 
expended. Such amount shall be used to provide allotments 
to States under paragraph (11) of section 2104(m) of such 
Act for the first 6 months of fiscal year 2027 in the same 
manner as allotments are provided under subsection (a)(28)(A) 
of such section 2104 and subject to the same terms and condi-
tions as apply to the allotments provided from such subsection 
(a)(28)(A). 
(c) EXTENSION OF THE CHILD ENROLLMENT CONTINGENCY 


FUND.—Section 2104(n) of the Social Security Act (42 U.S.C. 
1397dd(n)), as amended by section 3002(c) of the HEALTHY KIDS 
Act (division C of Public Law 115–120), is amended— 


(1) in paragraph (2)— 
(A) in subparagraph (A)(ii)— 


(i) by striking ‘‘and 2018 through 2022’’ and 
inserting ‘‘2018 through 2022, and 2024 through 2026’’; 
and 


(ii) by striking ‘‘and 2023’’ and inserting ‘‘2023, 
and 2027’’; and 
(B) in subparagraph (B)— 


(i) by striking ‘‘and 2018 through 2022’’ and 
inserting ‘‘2018 through 2022, and 2024 through 2026’’; 
and 


(ii) by striking ‘‘and 2023’’ and inserting ‘‘2023, 
and 2027’’; and 


(2) in paragraph (3)(A), in the matter preceding clause 
(i)— 


(A) by striking ‘‘or in any of fiscal years 2018 through 
2022’’ and inserting ‘‘fiscal years 2018 through 2022, or 
fiscal years 2024 through 2026’’; and 


(B) by striking ‘‘or 2023’’ and inserting ‘‘2023, or 2027’’. 
(d) EXTENSION OF QUALIFYING STATES OPTION.—Section 


2105(g)(4) of the Social Security Act (42 U.S.C. 1397ee(g)(4)), as 
amended by section 3002(d) of the HEALTHY KIDS Act (division 
C of Public Law 115–120), is amended— 


(1) in the paragraph heading, by striking ‘‘THROUGH 2023’’ 
and inserting ‘‘THROUGH 2027’’; and 


(2) in subparagraph (A), by striking ‘‘2023’’ and inserting 
‘‘2027’’. 
(e) EXTENSION OF EXPRESS LANE ELIGIBILITY OPTION.—Section 


1902(e)(13)(I) of the Social Security Act (42 U.S.C. 1396a(e)(13)(I)), 
as amended by section 3002(e) of the HEALTHY KIDS Act (division 
C of Public Law 115–120), is amended by striking ‘‘2023’’ and 
inserting ‘‘2027’’. 


(f) ASSURANCE OF ELIGIBILITY STANDARD FOR CHILDREN AND 
FAMILIES.— 


(1) IN GENERAL.—Section 2105(d)(3) of the Social Security 
Act (42 U.S.C. 1397ee(d)(3)), as amended by section 3002(f)(1) 
of the HEALTHY KIDS Act (division C of Public Law 115– 
120), is amended— 


(A) in the paragraph heading, by striking ‘‘THROUGH 
SEPTEMBER 30, 2023’’ and inserting ‘‘THROUGH SEPTEMBER 
30, 2027’’; and 
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(B) in subparagraph (A), in the matter preceding clause 
(i), by striking ‘‘2023’’ each place it appears and inserting 
‘‘2027’’. 
(2) CONFORMING AMENDMENTS.—Section 1902(gg)(2) of the 


Social Security Act (42 U.S.C. 1396a(gg)(2)), as amended by 
section 3002(f)(2) of the HEALTHY KIDS Act (division C of 
Public Law 115–120), is amended— 


(A) in the paragraph heading, by striking ‘‘THROUGH 
SEPTEMBER 30, 2023’’ and inserting ‘‘THROUGH SEPTEMBER 
30, 2027’’; and 


(B) by striking ‘‘2023,’’ each place it appears and 
inserting ‘‘2027’’. 


SEC. 50102. EXTENSION OF PEDIATRIC QUALITY MEASURES PROGRAM. 


(a) IN GENERAL.—Section 1139A(i)(1) of the Social Security 
Act (42 U.S.C. 1320b–9a(i)(1)), as amended by section 3003(b) of 
the HEALTHY KIDS Act (division C of Public Law 115–120), is 
amended— 


(1) in subparagraph (B), by striking ‘‘; and’’ and inserting 
a semicolon; 


(2) in subparagraph (C), by striking the period at the 
end and inserting ‘‘; and’’; and 


(3) by adding at the end the following new subparagraph: 
‘‘(D) for the period of fiscal years 2024 through 2027, 


$60,000,000 for the purpose of carrying out this section 
(other than subsections (e), (f), and (g)).’’. 


(b) MAKING REPORTING MANDATORY.—Section 1139A of the 
Social Security Act (42 U.S.C. 1320b–9a) is amended— 


(1) in subsection (a)— 
(A) in the heading for paragraph (4), by inserting ‘‘AND 


MANDATORY REPORTING’’ after ‘‘REPORTING’’; 
(B) in paragraph (4)— 


(i) by striking ‘‘Not later than’’ and inserting the 
following: 
‘‘(A) VOLUNTARY REPORTING.—Not later than’’; and 


(ii) by adding at the end the following: 
‘‘(B) MANDATORY REPORTING.—Beginning with the 


annual State report on fiscal year 2024 required under 
subsection (c)(1), the Secretary shall require States to use 
the initial core measurement set and any updates or 
changes to that set to report information regarding the 
quality of pediatric health care under titles XIX and XXI 
using the standardized format for reporting information 
and procedures developed under subparagraph (A).’’; and 


(C) in paragraph (6)(B), by inserting ‘‘and, beginning 
with the report required on January 1, 2025, and for each 
annual report thereafter, the status of mandatory reporting 
by States under titles XIX and XXI, utilizing the initial 
core quality measurement set and any updates or changes 
to that set’’ before the semicolon; and 
(2) in subsection (c)(1)(A), by inserting ‘‘and, beginning 


with the annual report on fiscal year 2024, all of the core 
measures described in subsection (a) and any updates or 
changes to those measures’’ before the semicolon. 
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SEC. 50103. EXTENSION OF OUTREACH AND ENROLLMENT PROGRAM. 


(a) IN GENERAL.—Section 2113 of the Social Security Act (42 
U.S.C. 1397mm), as amended by section 3004(a) of the HEALTHY 
KIDS Act (division C of Public Law 115–120), is amended— 


(1) in subsection (a)(1), by striking ‘‘2023’’ and inserting 
‘‘2027’’; and 


(2) in subsection (g)— 
(A) by striking ‘‘and $120,000,000’’ and inserting ‘‘, 


$120,000,000’’; and 
(B) by inserting ‘‘, and $48,000,000 for the period of 


fiscal years 2024 through 2027’’ after ‘‘2023’’. 
(b) ADDITIONAL RESERVED FUNDS.—Section 2113(a) of the Social 


Security Act (42 U.S.C. 1397mm(a)) is amended— 
(1) in paragraph (1), by striking ‘‘paragraph (2)’’ and 


inserting ‘‘paragraphs (2) and (3)’’; and 
(2) by adding at the end the following new paragraph: 
‘‘(3) TEN PERCENT SET ASIDE FOR EVALUATING AND PRO-


VIDING TECHNICAL ASSISTANCE TO GRANTEES.—For the period 
of fiscal years 2024 through 2027, an amount equal to 10 
percent of such amounts shall be used by the Secretary for 
the purpose of evaluating and providing technical assistance 
to eligible entities awarded grants under this section.’’. 
(c) USE OF RESERVED FUNDS FOR NATIONAL ENROLLMENT AND 


RETENTION STRATEGIES.—Section 2113(h) of the Social Security Act 
(42 U.S.C. 1397mm(h)) is amended— 


(1) in paragraph (5), by striking ‘‘; and’’ and inserting 
a semicolon; 


(2) by redesignating paragraph (6) as paragraph (7); and 
(3) by inserting after paragraph (5) the following new para-


graph: 
‘‘(6) the development of materials and toolkits and the 


provision of technical assistance to States regarding enrollment 
and retention strategies for eligible children under this title 
and title XIX; and’’. 


TITLE II—MEDICARE EXTENDERS 


SEC. 50201. EXTENSION OF WORK GPCI FLOOR. 


Section 1848(e)(1)(E) of the Social Security Act (42 U.S.C. 
1395w–4(e)(1)(E)) is amended by striking ‘‘January 1, 2018’’ and 
inserting ‘‘January 1, 2020’’. 
SEC. 50202. REPEAL OF MEDICARE PAYMENT CAP FOR THERAPY SERV-


ICES; LIMITATION TO ENSURE APPROPRIATE THERAPY. 


Section 1833(g) of the Social Security Act (42 U.S.C. 1395l(g)) 
is amended— 


(1) in paragraph (1)— 
(A) by striking ‘‘Subject to paragraphs (4) and (5)’’ 


and inserting ‘‘(A) Subject to paragraphs (4) and (5)’’; 
(B) in the subparagraph (A), as inserted and designated 


by subparagraph (A) of this paragraph, by adding at the 
end the following new sentence: ‘‘The preceding sentence 
shall not apply to expenses incurred with respect to services 
furnished after December 31, 2017.’’; and 


(C) by adding at the end the following new subpara-
graph: 
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‘‘(B) With respect to services furnished during 2018 or a subse-
quent year, in the case of physical therapy services of the type 
described in section 1861(p), speech-language pathology services 
of the type described in such section through the application of 
section 1861(ll)(2), and physical therapy services and speech-lan-
guage pathology services of such type which are furnished by a 
physician or as incident to physicians’ services, with respect to 
expenses incurred in any calendar year, any amount that is more 
than the amount specified in paragraph (2) for the year shall 
not be considered as incurred expenses for purposes of subsections 
(a) and (b) unless the applicable requirements of paragraph (7) 
are met.’’; 


(2) in paragraph (3)— 
(A) by striking ‘‘Subject to paragraphs (4) and (5)’’ 


and inserting ‘‘(A) Subject to paragraphs (4) and (5)’’; 
(B) in the subparagraph (A), as inserted and designated 


by subparagraph (A) of this paragraph, by adding at the 
end the following new sentence: ‘‘The preceding sentence 
shall not apply to expenses incurred with respect to services 
furnished after December 31, 2017.’’; and 


(C) by adding at the end the following new subpara-
graph:. 


‘‘(B) With respect to services furnished during 2018 or a subse-
quent year, in the case of occupational therapy services (of the 
type that are described in section 1861(p) through the operation 
of section 1861(g) and of such type which are furnished by a 
physician or as incident to physicians’ services), with respect to 
expenses incurred in any calendar year, any amount that is more 
than the amount specified in paragraph (2) for the year shall 
not be considered as incurred expenses for purposes of subsections 
(a) and (b) unless the applicable requirements of paragraph (7) 
are met.’’; 


(3) in paragraph (5)— 
(A) by redesignating subparagraph (D) as paragraph 


(8) and moving such paragraph to immediately follow para-
graph (7), as added by paragraph (4) of this section; and 


(B) in subparagraph (E)(iv), by inserting ‘‘, except as 
such process is applied under paragraph (7)(B)’’ before the 
period at the end; and 
(4) by adding at the end the following new paragraph: 


‘‘(7) For purposes of paragraphs (1)(B) and (3)(B), with respect 
to services described in such paragraphs, the requirements 
described in this paragraph are as follows: 


‘‘(A) INCLUSION OF APPROPRIATE MODIFIER.—The claim for 
such services contains an appropriate modifier (such as the 
KX modifier described in paragraph (5)(B)) indicating that such 
services are medically necessary as justified by appropriate 
documentation in the medical record involved. 


‘‘(B) TARGETED MEDICAL REVIEW FOR CERTAIN SERVICES 
ABOVE THRESHOLD.— 


‘‘(i) IN GENERAL.—In the case where expenses that 
would be incurred for such services would exceed the 
threshold described in clause (ii) for the year, such services 
shall be subject to the process for medical review imple-
mented under paragraph (5)(E). 


‘‘(ii) THRESHOLD.—The threshold under this clause 
for— 
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‘‘(I) a year before 2028, is $3,000; 
‘‘(II) 2028, is the amount specified in subclause 


(I) increased by the percentage increase in the MEI 
(as defined in section 1842(i)(3)) for 2028; and 


‘‘(III) a subsequent year, is the amount specified 
in this clause for the preceding year increased by the 
percentage increase in the MEI (as defined in section 
1842(i)(3)) for such subsequent year; 


except that if an increase under subclause (II) or (III) 
for a year is not a multiple of $10, it shall be rounded 
to the nearest multiple of $10. 


‘‘(iii) APPLICATION.—The threshold under clause (ii) 
shall be applied separately— 


‘‘(I) for physical therapy services and speech-lan-
guage pathology services; and 


‘‘(II) for occupational therapy services. 
‘‘(iv) FUNDING.—For purposes of carrying out this 


subparagraph, the Secretary shall provide for the transfer, 
from the Federal Supplementary Medical Insurance Trust 
Fund under section 1841 to the Centers for Medicare & 
Medicaid Services Program Management Account, of 
$5,000,000 for each fiscal year beginning with fiscal year 
2018, to remain available until expended. Such funds may 
not be used by a contractor under section 1893(h) for med-
ical reviews under this subparagraph.’’. 


SEC. 50203. MEDICARE AMBULANCE SERVICES. 


(a) EXTENSION OF CERTAIN GROUND AMBULANCE ADD-ON PAY-
MENTS.— 


(1) GROUND AMBULANCE.—Section 1834(l)(13)(A) of the 
Social Security Act (42 U.S.C. 1395m(l)(13)(A)) is amended 
by striking ‘‘2018’’ and inserting ‘‘2023’’ each place it appears. 


(2) SUPER RURAL AMBULANCE.—Section 1834(l)(12)(A) of the 
Social Security Act (42 U.S.C. 1395m(l)(12)(A)) is amended, 
in the first sentence, by striking ‘‘2018’’ and inserting ‘‘2023’’. 
(b) REQUIRING GROUND AMBULANCE PROVIDERS OF SERVICES 


AND SUPPLIERS TO SUBMIT COST AND OTHER INFORMATION.—Section 
1834(l) of the Social Security Act (42 U.S.C. 1395m(l)) is amended 
by adding at the end the following new paragraph: 


‘‘(17) SUBMISSION OF COST AND OTHER INFORMATION.— 
‘‘(A) DEVELOPMENT OF DATA COLLECTION SYSTEM.—The 


Secretary shall develop a data collection system (which 
may include use of a cost survey) to collect cost, revenue, 
utilization, and other information determined appropriate 
by the Secretary with respect to providers of services (in 
this paragraph referred to as ‘providers’) and suppliers 
of ground ambulance services. Such system shall be 
designed to collect information— 


‘‘(i) needed to evaluate the extent to which reported 
costs relate to payment rates under this subsection; 


‘‘(ii) on the utilization of capital equipment and 
ambulance capacity, including information consistent 
with the type of information described in section 
1121(a); and 


‘‘(iii) on different types of ground ambulance serv-
ices furnished in different geographic locations, 
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including rural areas and low population density areas 
described in paragraph (12). 
‘‘(B) SPECIFICATION OF DATA COLLECTION SYSTEM.— 


‘‘(i) IN GENERAL.—The Secretary shall— 
‘‘(I) not later than December 31, 2019, specify 


the data collection system under subparagraph (A); 
and 


‘‘(II) identify the providers and suppliers of 
ground ambulance services that would be required 
to submit information under such data collection 
system, including the representative sample 
described in clause (ii). 
‘‘(ii) DETERMINATION OF REPRESENTATIVE 


SAMPLE.— 
‘‘(I) IN GENERAL.—Not later than December 


31, 2019, with respect to the data collection for 
the first year under such system, and for each 
subsequent year through 2024, the Secretary shall 
determine a representative sample to submit 
information under the data collection system. 


‘‘(II) REQUIREMENTS.—The sample under sub-
clause (I) shall be representative of the different 
types of providers and suppliers of ground ambu-
lance services (such as those providers and sup-
pliers that are part of an emergency service or 
part of a government organization) and the 
geographic locations in which ground ambulance 
services are furnished (such as urban, rural, and 
low population density areas). 


‘‘(III) LIMITATION.—The Secretary shall not 
include an individual provider or supplier of 
ground ambulance services in the sample under 
subclause (I) in 2 consecutive years, to the extent 
practicable. 


‘‘(C) REPORTING OF COST INFORMATION.—For each year, 
a provider or supplier of ground ambulance services identi-
fied by the Secretary under subparagraph (B)(i)(II) as being 
required to submit information under the data collection 
system with respect to a period for the year shall submit 
to the Secretary information specified under the system. 
Such information shall be submitted in a form and manner, 
and at a time, specified by the Secretary for purposes 
of this subparagraph. 


‘‘(D) PAYMENT REDUCTION FOR FAILURE TO REPORT.— 
‘‘(i) IN GENERAL.—Beginning January 1, 2022, sub-


ject to clause (ii), a 10 percent reduction to payments 
under this subsection shall be made for the applicable 
period (as defined in clause (ii)) to a provider or sup-
plier of ground ambulance services that— 


‘‘(I) is required to submit information under 
the data collection system with respect to a period 
under subparagraph (C); and 


‘‘(II) does not sufficiently submit such informa-
tion, as determined by the Secretary. 
‘‘(ii) APPLICABLE PERIOD DEFINED.—For purposes 


of clause (i), the term ‘applicable period’ means, with 
respect to a provider or supplier of ground ambulance 
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services, a year specified by the Secretary not more 
than 2 years after the end of the period with respect 
to which the Secretary has made a determination 
under clause (i)(II) that the provider or supplier of 
ground ambulance services failed to sufficiently submit 
information under the data collection system. 


‘‘(iii) HARDSHIP EXEMPTION.—The Secretary may 
exempt a provider or supplier from the payment reduc-
tion under clause (i) with respect to an applicable 
period in the event of significant hardship, such as 
a natural disaster, bankruptcy, or other similar situa-
tion that the Secretary determines interfered with the 
ability of the provider or supplier of ground ambulance 
services to submit such information in a timely manner 
for the specified period. 


‘‘(iv) INFORMAL REVIEW.—The Secretary shall 
establish a process under which a provider or supplier 
of ground ambulance services may seek an informal 
review of a determination that the provider or supplier 
is subject to the payment reduction under clause (i). 
‘‘(E) ONGOING DATA COLLECTION.— 


‘‘(i) REVISION OF DATA COLLECTION SYSTEM.—The 
Secretary may, as the Secretary determines appro-
priate and, if available, taking into consideration the 
report (or reports) under subparagraph (F), revise the 
data collection system under subparagraph (A). 


‘‘(ii) SUBSEQUENT DATA COLLECTION.—In order to 
continue to evaluate the extent to which reported costs 
relate to payment rates under this subsection and for 
other purposes the Secretary deems appropriate, the 
Secretary shall require providers and suppliers of 
ground ambulance services to submit information for 
years after 2024 as the Secretary determines appro-
priate, but in no case less often than once every 3 
years. 
‘‘(F) GROUND AMBULANCE DATA COLLECTION SYSTEM 


STUDY.— 
‘‘(i) IN GENERAL.—Not later than March 15, 2023, 


and as determined necessary by the Medicare Payment 
Advisory Commission thereafter, such Commission 
shall assess, and submit to Congress a report on, 
information submitted by providers and suppliers of 
ground ambulance services through the data collection 
system under subparagraph (A), the adequacy of pay-
ments for ground ambulance services under this sub-
section, and geographic variations in the cost of fur-
nishing such services. 


‘‘(ii) CONTENTS.—A report under clause (i) shall 
contain the following: 


‘‘(I) An analysis of information submitted 
through the data collection system. 


‘‘(II) An analysis of any burden on providers 
and suppliers of ground ambulance services associ-
ated with the data collection system. 


‘‘(III) A recommendation as to whether 
information should continue to be submitted 
through such data collection system or if such 
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system should be revised under subparagraph 
(E)(i). 


‘‘(IV) Other information determined appro-
priate by the Commission. 


‘‘(G) PUBLIC AVAILABILITY.—The Secretary shall post 
information on the results of the data collection under 
this paragraph on the Internet website of the Centers 
for Medicare & Medicaid Services, as determined appro-
priate by the Secretary. 


‘‘(H) IMPLEMENTATION.—The Secretary shall implement 
this paragraph through notice and comment rulemaking. 


‘‘(I) ADMINISTRATION.—Chapter 35 of title 44, United 
States Code, shall not apply to the collection of information 
required under this subsection. 


‘‘(J) LIMITATIONS ON REVIEW.—There shall be no 
administrative or judicial review under section 1869, sec-
tion 1878, or otherwise of the data collection system or 
identification of respondents under this paragraph. 


‘‘(K) FUNDING FOR IMPLEMENTATION.—For purposes of 
carrying out subparagraph (A), the Secretary shall provide 
for the transfer, from the Federal Supplementary Medical 
Insurance Trust Fund under section 1841, of $15,000,000 
to the Centers for Medicare & Medicaid Services Program 
Management Account for fiscal year 2018. Amounts trans-
ferred under this subparagraph shall remain available until 
expended.’’. 


SEC. 50204. EXTENSION OF INCREASED INPATIENT HOSPITAL PAY-
MENT ADJUSTMENT FOR CERTAIN LOW-VOLUME HOS-
PITALS. 


(a) IN GENERAL.—Section 1886(d)(12) of the Social Security 
Act (42 U.S.C. 1395ww(d)(12)) is amended— 


(1) in subparagraph (B), in the matter preceding clause 
(i), by striking ‘‘fiscal year 2018’’ and inserting ‘‘fiscal year 
2023’’; 


(2) in subparagraph (C)— 
(A) in clause (i)— 


(i) by striking ‘‘through 2017’’ the first place it 
appears and inserting ‘‘through 2022’’; and 


(ii) by striking ‘‘ and has less than 800 discharges’’ 
and all that follows through the period at the end 
and inserting the following ‘‘and has— 


‘‘(I) with respect to each of fiscal years 2005 
through 2010, less than 800 discharges during the 
fiscal year; 


‘‘(II) with respect to each of fiscal years 2011 
through 2018, less than 1,600 discharges of 
individuals entitled to, or enrolled for, benefits 
under part A during the fiscal year or portion 
of fiscal year; 


‘‘(III) with respect to each of fiscal years 2019 
through 2022, less than 3,800 discharges during 
the fiscal year; and 


‘‘(IV) with respect to fiscal year 2023 and each 
subsequent fiscal year, less than 800 discharges 
during the fiscal year.’’; and 


(B) in clause (ii)— 
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(i) by striking ‘‘subparagraph (B)’’ and inserting 
‘‘subparagraphs (B) and (D)’’; and 


(ii) by inserting ‘‘(except as provided in clause (i)(II) 
and subparagraph (D)(i))’’ after ‘‘regardless’’; and 


(3) in subparagraph (D)— 
(A) by striking ‘‘through 2017’’ and inserting ‘‘through 


2022’’; 
(B) by striking ‘‘hospitals with 200 or fewer’’ and 


inserting the following: ‘‘hospitals— 
‘‘(i) with respect to each of fiscal years 2011 


through 2018, with 200 or fewer’’; 
(C) by striking the period at the end and inserting 


‘‘or portion of fiscal year; and’’; and 
(D) by adding at the end the following new clause: 


‘‘(ii) with respect to each of fiscal years 2019 
through 2022, with 500 or fewer discharges in the 
fiscal year to 0 percent for low-volume hospitals with 
greater than 3,800 discharges in the fiscal year.’’. 


(b) MEDPAC REPORT ON EXTENSION OF INCREASED INPATIENT 
HOSPITAL PAYMENT ADJUSTMENT FOR CERTAIN LOW-VOLUME HOS-
PITALS.— 


(1) IN GENERAL.—Not later than March 15, 2022, the Medi-
care Payment Advisory Commission shall submit to Congress 
a report on the extension of the increased inpatient hospital 
payment adjustment for certain low-volume hospitals under 
section 1886(d)(12) of the Social Security Act (42 U.S.C. 
1395ww(d)(12)) under the provisions of, and amendments made 
by, this section. 


(2) CONTENTS.—The report under paragraph (1) shall 
include an evaluation of the effects of such extension on the 
following: 


(A) Beneficiary utilization of inpatient hospital services 
under title XVIII of the Social Security Act (42 U.S.C. 
1395 et seq.). 


(B) The financial status of hospitals with a low volume 
of Medicare or total inpatient admissions. 


(C) Program spending under such title XVIII. 
(D) Other matters relevant to evaluating the effects 


of such extension. 


SEC. 50205. EXTENSION OF THE MEDICARE-DEPENDENT HOSPITAL 
(MDH) PROGRAM. 


(a) IN GENERAL.—Section 1886(d)(5)(G) of the Social Security 
Act (42 U.S.C. 1395ww(d)(5)(G)) is amended— 


(1) in clause (i), by striking ‘‘October 1, 2017’’ and inserting 
‘‘October 1, 2022’’; 


(2) in clause (ii)(II), by striking ‘‘October 1, 2017’’ and 
inserting ‘‘October 1, 2022’’; and 


(3) in clause (iv), by striking subclause (I) and inserting 
the following new subclause: 


‘‘(I) that is located in— 
‘‘(aa) a rural area; or 
‘‘(bb) a State with no rural area (as defined in para-


graph (2)(D)) and satisfies any of the criteria in subclause 
(I), (II), or (III) of paragraph (8)(E)(ii),’’; and 
(4) by inserting after subclause (IV) the following new 


flush sentences: 
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‘‘Subclause (I)(bb) shall apply for purposes of payment under clause 
(ii) only for discharges of a hospital occurring on or after the 
effective date of a determination of medicare-dependent small rural 
hospital status made by the Secretary with respect to the hospital 
after the date of the enactment of this sentence. For purposes 
of applying subclause (II) of paragraph (8)(E)(ii) under subclause 
(I)(bb), such subclause (II) shall be applied by inserting ‘as of 
January 1, 2018,’ after ‘such State’ each place it appears.’’. 


(b) CONFORMING AMENDMENTS.— 
(1) EXTENSION OF TARGET AMOUNT.—Section 1886(b)(3)(D) 


of the Social Security Act (42 U.S.C. 1395ww(b)(3)(D)) is 
amended— 


(A) in the matter preceding clause (i), by striking 
‘‘October 1, 2017’’ and inserting ‘‘October 1, 2022’’; and 


(B) in clause (iv), by striking ‘‘through fiscal year 2017’’ 
and inserting ‘‘through fiscal year 2022’’. 
(2) PERMITTING HOSPITALS TO DECLINE RECLASSIFICATION.— 


Section 13501(e)(2) of the Omnibus Budget Reconciliation Act 
of 1993 (42 U.S.C. 1395ww note) is amended by striking 
‘‘through fiscal year 2017’’ and inserting ‘‘through fiscal year 
2022’’. 
(c) GAO STUDY AND REPORT.— 


(1) STUDY.—The Comptroller General of the United States 
(in this subsection referred to as the ‘‘Comptroller General’’) 
shall conduct a study on the medicare-dependent, small rural 
hospital program under section 1886(d) of the Social Security 
Act (42 U.S.C. 1395x(d)). Such study shall include an analysis 
of the following: 


(A) The payor mix of medicare-dependent, small rural 
hospitals (as defined in paragraph (5)(G)(iv) of such section 
1886(d)), how such mix will trend in future years (based 
on current trends and projections), and whether or not 
the requirement under subclause (IV) of such paragraph 
should be revised. 


(B) The characteristics of medicare-dependent, small 
rural hospitals that meet the requirement of such subclause 
(IV) through the application of paragraph (a)(iii)(A) or 
(a)(iii)(B) of section 412.108 of title 42, Code of Federal 
Regulations, including Medicare inpatient and outpatient 
utilization, payor mix, and financial status (including Medi-
care and total margins), and whether or not Medicare 
payments for such hospitals should be revised. 


(C) Such other items related to medicare-dependent, 
small rural hospitals as the Comptroller General deter-
mines appropriate. 
(2) REPORT.—Not later than 2 years after the date of the 


enactment of this Act, the Comptroller General shall submit 
to Congress a report containing the results of the study con-
ducted under paragraph (1), together with recommendations 
for such legislation and administrative action as the Comp-
troller General determines appropriate. 


SEC. 50206. EXTENSION OF FUNDING FOR QUALITY MEASURE 
ENDORSEMENT, INPUT, AND SELECTION; REPORTING 
REQUIREMENTS. 


(a) EXTENSION OF FUNDING.—Section 1890(d)(2) of the Social 
Security Act (42 U.S.C. 1395aaa(d)(2)) is amended— 
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(1) in the first sentence— 
(A) by striking ‘‘2014 and’’ and inserting ‘‘2014,’’; and 
(B) by inserting the following before the period: ‘‘, 


and $7,500,000 for each of fiscal years 2018 and 2019’’; 
and 
(2) by adding at the end the following new sentence: 


‘‘Amounts transferred for each of fiscal years 2018 and 2019 
shall be in addition to any unobligated funds transferred for 
a preceding fiscal year that are available under the preceding 
sentence.’’ 
(b) ANNUAL REPORT BY SECRETARY TO CONGRESS.—Section 1890 


of the Social Security Act (42 U.S.C. 1395aaa) is amended by 
adding at the end the following new subsection: 


‘‘(e) ANNUAL REPORT BY SECRETARY TO CONGRESS.—By not 
later than March 1 of each year (beginning with 2019), the Secretary 
shall submit to Congress a report containing the following: 


‘‘(1) A comprehensive plan that identifies the quality 
measurement needs of programs and initiatives of the Secretary 
and provides a strategy for using the entity with a contract 
under subsection (a) and any other entity the Secretary has 
contracted with or may contract with to perform work associ-
ated with section 1890A to help meet those needs, specifically 
with respect to the programs under this title and title XIX. 
In years after the first plan under this paragraph is submitted, 
the requirements of this paragraph may be met by providing 
an update to the plan. 


‘‘(2) The amount of funding provided under subsection (d) 
for purposes of carrying out this section and section 1890A 
that has been obligated by the Secretary, the amount of funding 
provided that has been expended, and the amount of funding 
provided that remains unobligated. 


‘‘(3) With respect to the activities described under this 
section or section 1890A, a description of how the funds 
described in paragraph (2) have been obligated or expended, 
including how much of that funding has been obligated or 
expended for work performed by the Secretary, the entity with 
a contract under subsection (a), and any other entity the Sec-
retary has contracted with to perform work. 


‘‘(4) A description of the activities for which the funds 
described in paragraph (2) were used, including task orders 
and activities assigned to the entity with a contract under 
subsection (a), activities performed by the Secretary, and task 
orders and activities assigned to any other entity the Secretary 
has contracted with to perform work related to carrying out 
section 1890A. 


‘‘(5) The amount of funding described in paragraph (2) 
that has been obligated or expended for each of the activities 
described in paragraph (4). 


‘‘(6) Estimates for, and descriptions of, obligations and 
expenditures that the Secretary anticipates will be needed in 
the succeeding two year period to carry out each of the quality 
measurement activities required under this section and section 
1890A, including any obligations that will require funds to 
be expended in a future year.’’. 
(c) REVISIONS TO ANNUAL REPORT FROM CONSENSUS-BASED 


ENTITY TO CONGRESS AND THE SECRETARY.— 
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(1) IN GENERAL.—Section 1890(b)(5)(A) of the Social Secu-
rity Act (42 U.S.C. 1395aaa(b)(5)(A)) is amended— 


(A) by redesignating clauses (i) through (vi) as sub-
clauses (I) through (VI), respectively, and moving the mar-
gins accordingly; 


(B) in the matter preceding subclause (I), as redesig-
nated by subparagraph (A), by striking ‘‘containing a 
description of—’’ and inserting ‘‘containing the following: 


‘‘(i) A description of—’’; and 
(C) by adding at the end the following new clauses: 


‘‘(ii) An itemization of financial information for 
the fiscal year ending September 30 of the preceding 
year, including— 


‘‘(I) annual revenues of the entity (including 
any government funding, private sector contribu-
tions, grants, membership revenues, and invest-
ment revenue); 


‘‘(II) annual expenses of the entity (including 
grants paid, benefits paid, salaries or other com-
pensation, fundraising expenses, and overhead 
costs); and 


‘‘(III) a breakdown of the amount awarded per 
contracted task order and the specific projects 
funded in each task order assigned to the entity. 
‘‘(iii) Any updates or modifications of internal poli-


cies and procedures of the entity as they relate to 
the duties of the entity under this section, including— 


‘‘(I) specifically identifying any modifications 
to the disclosure of interests and conflicts of 
interests for committees, work groups, task forces, 
and advisory panels of the entity; and 


‘‘(II) information on external stakeholder 
participation in the duties of the entity under this 
section (including complete rosters for all commit-
tees, work groups, task forces, and advisory panels 
funded through government contracts, descriptions 
of relevant interests and any conflicts of interest 
for members of all committees, work groups, task 
forces, and advisory panels, and the total percent-
age by health care sector of all convened commit-
tees, work groups, task forces, and advisory 
panels.’’. 


(2) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to reports submitted for years beginning 
with 2019. 
(d) GAO STUDY AND REPORT.— 


(1) STUDY.—The Comptroller General of the United States 
shall conduct a study on health care quality measurement 
efforts funded under sections 1890 and 1890A of the Social 
Security Act (42 U.S.C. 1395aaa; 1395aaa–1). Such study shall 
include an examination of the following: 


(A) The extent to which the Secretary of Health and 
Human Services (in this subsection referred to as the ‘‘Sec-
retary’’) has set and prioritized objectives to be achieved 
for each of the quality measurement activities required 
under such sections 1890 and 1890A. 







H. R. 1892—123 


(B) The efforts that the Secretary has undertaken to 
meet quality measurement objectives associated with such 
sections 1890 and 1890A, including division of responsibil-
ities for those efforts within the Department of Health 
and Human Services and through contracts with a con-
sensus-based entity under subsection (a) of such section 
1890 (in this subsection referred to as the ‘‘consensus- 
based entity’’) and other entities, and the extent of any 
overlap among the work performed by the Secretary, the 
consensus-based entity, the Measure Applications Partner-
ship (MAP) convened by such entity to provide input to 
the Secretary on the selection of quality and efficiency 
measures, and any other entities the Secretary has con-
tracted with to perform work related to carrying out such 
sections 1890 and 1890A. 


(C) The total amount of funding provided to the Sec-
retary for purposes of carrying out such sections 1890 
and 1890A, the amount of such funding that has been 
obligated or expended by the Secretary, and the amount 
of such funding that remains unobligated. 


(D) How the funds described in subparagraph (C) have 
been allocated, including how much of the funding has 
been allocated for work performed by the Secretary, the 
consensus-based entity, and any other entity the Secretary 
has contracted with to perform work related to carrying 
out such sections 1890 and 1890A, respectively, and 
descriptions of such work. 


(E) The extent to which the Secretary has developed 
a comprehensive and long-term plan to ensure that it can 
achieve quality measurement objectives related to carrying 
out such sections 1890 and 1890A in a timely manner 
and with efficient use of available resources, including the 
roles of the consensus-based entity, the Measure Applica-
tions Partnership (MAP), and any other entity the Sec-
retary has contracted with to perform work related to such 
sections 1890 and 1890A in helping the Secretary achieve 
those objectives. 
(2) REPORT.—Not later than 18 months after the date of 


enactment of this Act, the Comptroller General of the United 
States shall submit to Congress a report containing the results 
of the study conducted under paragraph (1), together with 
recommendations for such legislation and administrative action 
as the Comptroller General determines appropriate. 


SEC. 50207. EXTENSION OF FUNDING OUTREACH AND ASSISTANCE FOR 
LOW-INCOME PROGRAMS; STATE HEALTH INSURANCE 
ASSISTANCE PROGRAM REPORTING REQUIREMENTS. 


(a) FUNDING EXTENSIONS.— 
(1) ADDITIONAL FUNDING FOR STATE HEALTH INSURANCE 


PROGRAMS.—Subsection (a)(1)(B) of section 119 of the Medicare 
Improvements for Patients and Providers Act of 2008 (42 U.S.C. 
1395b–3 note), as amended by section 3306 of the Patient 
Protection and Affordable Care Act (Public Law 111–148), sec-
tion 610 of the American Taxpayer Relief Act of 2012 (Public 
Law 112–240), section 1110 of the Pathway for SGR Reform 
Act of 2013 (Public Law 113–67), section 110 of the Protecting 
Access to Medicare Act of 2014 (Public Law 113–93), and section 
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208 of the Medicare Access and CHIP Reauthorization Act 
of 2015 (Public Law 114–10) is amended— 


(A) in clause (vi), by striking ‘‘and’’ at the end; 
(B) in clause (vii), by striking the period at the end 


and inserting ‘‘; and’’; and 
(C) by adding at the end the following new clauses: 


‘‘(viii) for fiscal year 2018, of $13,000,000; and 
‘‘(ix) for fiscal year 2019, of $13,000,000.’’. 


(2) ADDITIONAL FUNDING FOR AREA AGENCIES ON AGING.— 
Subsection (b)(1)(B) of such section 119, as so amended, is 
amended— 


(A) in clause (vi), by striking ‘‘and’’ at the end; 
(B) in clause (vii), by striking the period at the end 


and inserting ‘‘; and’’; and 
(C) by inserting after clause (vii) the following new 


clauses: 
‘‘(viii) for fiscal year 2018, of $7,500,000; and 
‘‘(ix) for fiscal year 2019, of $7,500,000.’’. 


(3) ADDITIONAL FUNDING FOR AGING AND DISABILITY 
RESOURCE CENTERS.—Subsection (c)(1)(B) of such section 119, 
as so amended, is amended— 


(A) in clause (vi), by striking ‘‘and’’ at the end; 
(B) in clause (vii), by striking the period at the end 


and inserting ‘‘; and’’; and 
(C) by inserting after clause (vii) the following new 


clauses: 
‘‘(viii) for fiscal year 2018, of $5,000,000; and 
‘‘(ix) for fiscal year 2019, of $5,000,000.’’. 


(4) ADDITIONAL FUNDING FOR CONTRACT WITH THE NATIONAL 
CENTER FOR BENEFITS AND OUTREACH ENROLLMENT.—Sub-
section (d)(2) of such section 119, as so amended, is amended— 


(A) in clause (vi), by striking ‘‘and’’ at the end; 
(B) in clause (vii), by striking the period at the end 


and inserting ‘‘; and’’; and 
(C) by inserting after clause (vii) the following new 


clauses: 
‘‘(viii) for fiscal year 2018, of $12,000,000; and 
‘‘(ix) for fiscal year 2019, of $12,000,000.’’. 


(b) STATE HEALTH INSURANCE ASSISTANCE PROGRAM REPORTING 
REQUIREMENTS.—Beginning not later than April 1, 2019, and 
biennially thereafter, the Agency for Community Living shall elec-
tronically post on its website the following information, with respect 
to grants to States for State health insurance assistance programs, 
(such information to be presented by State and by entity receiving 
funds from the State to carry out such a program funded by such 
grant): 


(1) The amount of Federal funding provided to each such 
State for such program for the period involved and the amount 
of Federal funding provided by each such State for such pro-
gram to each such entity for the period involved. 


(2) Information as the Secretary may specify, with respect 
to such programs carried out through such grants, consistent 
with the terms and conditions for receipt of such grants. 


SEC. 50208. EXTENSION OF HOME HEALTH RURAL ADD-ON. 


(a) EXTENSION.— 
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(1) IN GENERAL.—Section 421 of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003 (Public 
Law 108–173; 117 Stat. 2283; 42 U.S.C. 1395fff note), as 
amended by section 5201(b) of the Deficit Reduction Act of 
2005 (Public Law 109–171; 120 Stat. 46), section 3131(c) of 
the Patient Protection and Affordable Care Act (Public Law 
111–148; 124 Stat. 428), and section 210 of the Medicare Access 
and CHIP Reauthorization Act of 2015 (Public Law 114–10; 
129 Stat. 151) is amended— 


(A) in subsection (a), by striking ‘‘January 1, 2018’’ 
and inserting ‘‘January 1, 2019’’ each place it appears; 


(B) by redesignating subsections (b) and (c) as sub-
sections (c) and (d), respectively; 


(C) in each of subsections (c) and (d), as so redesig-
nated, by striking ‘‘subsection (a)’’ and inserting ‘‘subsection 
(a) or (b)’’; and 


(D) by inserting after subsection (a) the following new 
subsection: 


‘‘(b) SUBSEQUENT TEMPORARY INCREASE.— 
‘‘(1) IN GENERAL.—The Secretary shall increase the pay-


ment amount otherwise made under such section 1895 for 
home health services furnished in a county (or equivalent area) 
in a rural area (as defined in such section 1886(d)(2)(D)) that, 
as determined by the Secretary— 


‘‘(A) is in the highest quartile of all counties (or equiva-
lent areas) based on the number of Medicare home health 
episodes furnished per 100 individuals who are entitled 
to, or enrolled for, benefits under part A of title XVIII 
of the Social Security Act or enrolled for benefits under 
part B of such title (but not enrolled in a plan under 
part C of such title)— 


‘‘(i) in the case of episodes and visits ending during 
2019, by 1.5 percent; and 


‘‘(ii) in the case of episodes and visits ending during 
2020, by 0.5 percent; 
‘‘(B) has a population density of 6 individuals or fewer 


per square mile of land area and is not described in 
subparagraph (A)— 


‘‘(i) in the case of episodes and visits ending during 
2019, by 4 percent; 


‘‘(ii) in the case of episodes and visits ending during 
2020, by 3 percent; 


‘‘(iii) in the case of episodes and visits ending 
during 2021, by 2 percent; and 


‘‘(iv) in the case of episodes and visits ending 
during 2022, by 1 percent; and 
‘‘(C) is not described in either subparagraph (A) or 


(B)— 
‘‘(i) in the case of episodes and visits ending during 


2019, by 3 percent; 
‘‘(ii) in the case of episodes and visits ending during 


2020, by 2 percent; and 
‘‘(iii) in the case of episodes and visits ending 


during 2021, by 1 percent. 
‘‘(2) RULES FOR DETERMINATIONS.— 
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‘‘(A) NO SWITCHING.—For purposes of this subsection, 
the determination by the Secretary as to which subpara-
graph of paragraph (1) applies to a county (or equivalent 
area) shall be made a single time and shall apply for 
the duration of the period to which this subsection applies. 


‘‘(B) UTILIZATION.—In determining which counties (or 
equivalent areas) are in the highest quartile under para-
graph (1)(A), the following rules shall apply: 


‘‘(i) The Secretary shall use data from 2015. 
‘‘(ii) The Secretary shall exclude data from the 


territories (and the territories shall not be described 
in such paragraph). 


‘‘(iii) The Secretary may exclude data from counties 
(or equivalent areas) in rural areas with a low volume 
of home health episodes (and if data is so excluded 
with respect to a county (or equivalent area), such 
county (or equivalent area) shall not be described in 
such paragraph). 
‘‘(C) POPULATION DENSITY.—In determining population 


density under paragraph (1)(B), the Secretary shall use 
data from the 2010 decennial Census. 
‘‘(3) LIMITATIONS ON REVIEW.—There shall be no adminis-


trative or judicial review under section 1869, section 1878, 
or otherwise of determinations under paragraph (1).’’. 


(2) REQUIREMENT TO SUBMIT COUNTY DATA ON CLAIM 
FORM.—Section 1895(c) of the Social Security Act (42 U.S.C. 
1395fff(c)) is amended— 


(A) in paragraph (1), by striking ‘‘and’’ at the end; 
(B) in paragraph (2), by striking the period at the 


end and inserting ‘‘; and’’; and 
(C) by adding at the end the following new paragraph: 


‘‘(3) in the case of home health services furnished on or 
after January 1, 2019, the claim contains the code for the 
county (or equivalent area) in which the home health service 
was furnished.’’. 
(b) HHS OIG ANALYSIS.—Not later than January 1, 2023, the 


Inspector General of the Department of Health and Human Services 
shall submit to Congress— 


(1) an analysis of the home health claims and utilization 
of home health services by county (or equivalent area) under 
the Medicare program; and 


(2) recommendations the Inspector General determines 
appropriate based on such analysis. 
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TITLE III—CREATING HIGH-QUALITY 
RESULTS AND OUTCOMES NEC-
ESSARY TO IMPROVE CHRONIC 
(CHRONIC) CARE 


Subtitle A—Receiving High Quality Care in 
the Home 


SEC. 50301. EXTENDING THE INDEPENDENCE AT HOME DEMONSTRA-
TION PROGRAM. 


(a) IN GENERAL.—Section 1866E of the Social Security Act 
(42 U.S.C. 1395cc–5) is amended— 


(1) in subsection (e)— 
(A) in paragraph (1)— 


(i) by striking ‘‘An agreement’’ and inserting 
‘‘Agreements’’; and 


(ii) by striking ‘‘5-year’’ and inserting ‘‘7-year’’; and 
(B) in paragraph (5)— 


(i) by striking ‘‘10,000’’ and inserting ‘‘15,000’’; and 
(ii) by adding at the end the following new sen-


tence: ‘‘An applicable beneficiary that participates in 
the demonstration program by reason of the increase 
from 10,000 to 15,000 in the preceding sentence pursu-
ant to the amendment made by section 
50301(a)(1)(B)(i) of the Advancing Chronic Care, 
Extenders, and Social Services Act shall be considered 
in the spending target estimates under paragraph (1) 
of subsection (c) and the incentive payment calculations 
under paragraph (2) of such subsection for the sixth 
and seventh years of such program.’’; 


(2) in subsection (g), in the first sentence, by inserting 
‘‘, including, to the extent practicable, with respect to the use 
of electronic health information systems, as described in sub-
section (b)(1)(A)(vi)’’ after ‘‘under the demonstration program’’; 
and 


(3) in subsection (i)(1)(A), by striking ‘‘will not receive an 
incentive payment for the second of 2’’ and inserting ‘‘did not 
achieve savings for the third of 3’’. 
(b) EFFECTIVE DATE.—The amendment made by subsection 


(a)(3) shall take effect as if included in the enactment of Public 
Law 111–148. 


SEC. 50302. EXPANDING ACCESS TO HOME DIALYSIS THERAPY. 


(a) IN GENERAL.—Section 1881(b)(3) of the Social Security Act 
(42 U.S.C. 1395rr(b)(3)) is amended— 


(1) by redesignating subparagraphs (A) and (B) as clauses 
(i) and (ii), respectively; 


(2) in clause (ii), as redesignated by paragraph (1), by 
striking ‘‘on a comprehensive’’ and insert ‘‘subject to subpara-
graph (B), on a comprehensive’’; 


(3) by striking ‘‘With respect to’’ and inserting ‘‘(A) With 
respect to’’; and 


(4) by adding at the end the following new subparagraph: 
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‘‘(B)(i) For purposes of subparagraph (A)(ii), subject to clause 
(ii), an individual determined to have end stage renal disease 
receiving home dialysis may choose to receive monthly end stage 
renal disease-related clinical assessments furnished on or after 
January 1, 2019, via telehealth. 


‘‘(ii) Clause (i) shall apply to an individual only if the individual 
receives a face-to-face clinical assessment, without the use of tele-
health— 


‘‘(I) in the case of the initial 3 months of home dialysis 
of such individual, at least monthly; and 


‘‘(II) after such initial 3 months, at least once every 3 
consecutive months.’’. 
(b) ORIGINATING SITE REQUIREMENTS.— 


(1) IN GENERAL.—Section 1834(m) of the Social Security 
Act (42 U.S.C. 1395m(m)) is amended— 


(A) in paragraph (4)(C)(ii), by adding at the end the 
following new subclauses: 


‘‘(IX) A renal dialysis facility, but only for pur-
poses of section 1881(b)(3)(B). 


‘‘(X) The home of an individual, but only for 
purposes of section 1881(b)(3)(B).’’; and 


(B) by adding at the end the following new paragraph: 
‘‘(5) TREATMENT OF HOME DIALYSIS MONTHLY ESRD-RELATED 


VISIT.—The geographic requirements described in paragraph 
(4)(C)(i) shall not apply with respect to telehealth services 
furnished on or after January 1, 2019, for purposes of section 
1881(b)(3)(B), at an originating site described in subclause (VI), 
(IX), or (X) of paragraph (4)(C)(ii).’’. 


(2) NO FACILITY FEE IF ORIGINATING SITE FOR HOME DIALYSIS 
THERAPY IS THE HOME.—Section 1834(m)(2)(B) of the Social 
Security (42 U.S.C. 1395m(m)(2)(B)) is amended— 


(A) by redesignating clauses (i) and (ii) as subclauses 
(I) and (II), and indenting appropriately; 


(B) in subclause (II), as redesignated by subparagraph 
(A), by striking ‘‘clause (i) or this clause’’ and inserting 
‘‘subclause (I) or this subclause’’; 


(C) by striking ‘‘SITE.—With respect to’’ and inserting 
‘‘SITE.— 


‘‘(i) IN GENERAL.—Subject to clause (ii), with 
respect to’’; and 
(D) by adding at the end the following new clause: 


‘‘(ii) NO FACILITY FEE IF ORIGINATING SITE FOR 
HOME DIALYSIS THERAPY IS THE HOME.—No facility fee 
shall be paid under this subparagraph to an originating 
site described in paragraph (4)(C)(ii)(X).’’. 


(c) CLARIFICATION REGARDING TELEHEALTH PROVIDED TO BENE-
FICIARIES.—Section 1128A(i)(6) of the Social Security Act (42 U.S.C. 
1320a–7a(i)(6)) is amended— 


(1) in subparagraph (H), by striking ‘‘or’’ at the end; 
(2) in subparagraph (I), by striking the period at the end 


and inserting ‘‘; or’’; and 
(3) by adding at the end the following new subparagraph: 


‘‘(J) the provision of telehealth technologies (as defined 
by the Secretary) on or after January 1, 2019, by a provider 
of services or a renal dialysis facility (as such terms are 
defined for purposes of title XVIII) to an individual with 
end stage renal disease who is receiving home dialysis 
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for which payment is being made under part B of such 
title, if— 


‘‘(i) the telehealth technologies are not offered as 
part of any advertisement or solicitation; 


‘‘(ii) the telehealth technologies are provided for 
the purpose of furnishing telehealth services related 
to the individual’s end stage renal disease; and 


‘‘(iii) the provision of the telehealth technologies 
meets any other requirements set forth in regulations 
promulgated by the Secretary.’’. 


(d) CONFORMING AMENDMENT.—Section 1881(b)(1) of the Social 
Security Act (42 U.S.C. 1395rr(b)(1)) is amended by striking ‘‘para-
graph (3)(A)’’ and inserting ‘‘paragraph (3)(A)(i)’’. 


Subtitle B—Advancing Team-Based Care 


SEC. 50311. PROVIDING CONTINUED ACCESS TO MEDICARE ADVAN-
TAGE SPECIAL NEEDS PLANS FOR VULNERABLE POPU-
LATIONS. 


(a) EXTENSION.—Section 1859(f)(1) of the Social Security Act 
(42 U.S.C. 1395w–28(f)(1)) is amended by striking ‘‘and for periods 
before January 1, 2019’’. 


(b) INCREASED INTEGRATION OF DUAL SNPS.— 
(1) IN GENERAL.—Section 1859(f) of the Social Security 


Act (42 U.S.C. 1395w–28(f)) is amended— 
(A) in paragraph (3), by adding at the end the following 


new subparagraph: 
‘‘(F) The plan meets the requirements applicable under 


paragraph (8).’’; and 
(B) by adding at the end the following new paragraph: 


‘‘(8) INCREASED INTEGRATION OF DUAL SNPS.— 
‘‘(A) DESIGNATED CONTACT.—The Secretary, acting 


through the Federal Coordinated Health Care Office estab-
lished under section 2602 of Public Law 111–148, shall 
serve as a dedicated point of contact for States to address 
misalignments that arise with the integration of specialized 
MA plans for special needs individuals described in sub-
section (b)(6)(B)(ii) under this paragraph and, consistent 
with such role, shall establish— 


‘‘(i) a uniform process for disseminating to State 
Medicaid agencies information under this title 
impacting contracts between such agencies and such 
plans under this subsection; and 


‘‘(ii) basic resources for States interested in 
exploring such plans as a platform for integration, 
such as a model contract or other tools to achieve 
those goals. 
‘‘(B) UNIFIED GRIEVANCES AND APPEALS PROCESS.— 


‘‘(i) IN GENERAL.—Not later than April 1, 2020, 
the Secretary shall establish procedures, to the extent 
feasible as determined by the Secretary, unifying griev-
ances and appeals procedures under sections 1852(f), 
1852(g), 1902(a)(3), 1902(a)(5), and 1932(b)(4) for items 
and services provided by specialized MA plans for spe-
cial needs individuals described in subsection 
(b)(6)(B)(ii) under this title and title XIX. With respect 







H. R. 1892—130 


to items and services described in the preceding sen-
tence, procedures established under this clause shall 
apply in place of otherwise applicable grievances and 
appeals procedures. The Secretary shall solicit com-
ment in developing such procedures from States, plans, 
beneficiaries and their representatives, and other rel-
evant stakeholders. 


‘‘(ii) PROCEDURES.—The procedures established 
under clause (i) shall be included in the plan contract 
under paragraph (3)(D) and shall— 


‘‘(I) adopt the provisions for the enrollee that 
are most protective for the enrollee and, to the 
extent feasible as determined by the Secretary, 
are compatible with unified timeframes and 
consolidated access to external review under an 
integrated process; 


‘‘(II) take into account differences in State 
plans under title XIX to the extent necessary; 


‘‘(III) be easily navigable by an enrollee; and 
‘‘(IV) include the elements described in clause 


(iii), as applicable. 
‘‘(iii) ELEMENTS DESCRIBED.—Both unified appeals 


and unified grievance procedures shall include, as 
applicable, the following elements described in this 
clause: 


‘‘(I) Single written notification of all applicable 
grievances and appeal rights under this title and 
title XIX. For purposes of this subparagraph, the 
Secretary may waive the requirements under sec-
tion 1852(g)(1)(B) when the specialized MA plan 
covers items or services under this part or under 
title XIX. 


‘‘(II) Single pathways for resolution of any 
grievance or appeal related to a particular item 
or service provided by specialized MA plans for 
special needs individuals described in subsection 
(b)(6)(B)(ii) under this title and title XIX. 


‘‘(III) Notices written in plain language and 
available in a language and format that is acces-
sible to the enrollee, including in non-English lan-
guages that are prevalent in the service area of 
the specialized MA plan. 


‘‘(IV) Unified timeframes for grievances and 
appeals processes, such as an individual’s filing 
of a grievance or appeal, a plan’s acknowledgment 
and resolution of a grievance or appeal, and 
notification of decisions with respect to a grievance 
or appeal. 


‘‘(V) Requirements for how the plan must 
process, track, and resolve grievances and appeals, 
to ensure beneficiaries are notified on a timely 
basis of decisions that are made throughout the 
grievance or appeals process and are able to easily 
determine the status of a grievance or appeal. 
‘‘(iv) CONTINUATION OF BENEFITS PENDING 


APPEAL.—The unified procedures under clause (i) shall, 
with respect to all benefits under parts A and B and 
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title XIX subject to appeal under such procedures, 
incorporate provisions under current law and imple-
menting regulations that provide continuation of bene-
fits pending appeal under this title and title XIX. 
‘‘(C) REQUIREMENT FOR UNIFIED GRIEVANCES AND 


APPEALS.—For 2021 and subsequent years, the contract 
of a specialized MA plan for special needs individuals 
described in subsection (b)(6)(B)(ii) with a State Medicaid 
agency under paragraph (3)(D) shall require the use of 
unified grievances and appeals procedures as described 
in subparagraph (B). 


‘‘(D) REQUIREMENTS FOR INTEGRATION.— 
‘‘(i) IN GENERAL.—For 2021 and subsequent years, 


a specialized MA plan for special needs individuals 
described in subsection (b)(6)(B)(ii) shall meet one or 
more of the following requirements, to the extent per-
mitted under State law, for integration of benefits 
under this title and title XIX: 


‘‘(I) The specialized MA plan must meet the 
requirements of contracting with the State Med-
icaid agency described in paragraph (3)(D) in addi-
tion to coordinating long-term services and sup-
ports or behavioral health services, or both, by 
meeting an additional minimum set of require-
ments determined by the Secretary through the 
Federal Coordinated Health Care Office estab-
lished under section 2602 of the Patient Protection 
and Affordable Care Act based on input from stake-
holders, such as notifying the State in a timely 
manner of hospitalizations, emergency room visits, 
and hospital or nursing home discharges of 
enrollees, assigning one primary care provider for 
each enrollee, or sharing data that would benefit 
the coordination of items and services under this 
title and the State plan under title XIX. Such 
minimum set of requirements must be included 
in the contract of the specialized MA plan with 
the State Medicaid agency under such paragraph. 


‘‘(II) The specialized MA plan must meet the 
requirements of a fully integrated plan described 
in section 1853(a)(1)(B)(iv)(II) (other than the 
requirement that the plan have similar average 
levels of frailty, as determined by the Secretary, 
as the PACE program), or enter into a capitated 
contract with the State Medicaid agency to provide 
long-term services and supports or behavioral 
health services, or both. 


‘‘(III) In the case of a specialized MA plan 
that is offered by a parent organization that is 
also the parent organization of a Medicaid man-
aged care organization providing long term serv-
ices and supports or behavioral services under a 
contract under section 1903(m), the parent 
organization must assume clinical and financial 
responsibility for benefits provided under this title 
and title XIX with respect to any individual who 
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is enrolled in both the specialized MA plan and 
the Medicaid managed care organization. 
‘‘(ii) SUSPENSION OF ENROLLMENT FOR FAILURE TO 


MEET REQUIREMENTS DURING INITIAL PERIOD.—During 
the period of plan years 2021 through 2025, if the 
Secretary determines that a specialized MA plan for 
special needs individuals described in subsection 
(b)(6)(B)(ii) has failed to comply with clause (i), the 
Secretary may provide for the application against the 
Medicare Advantage organization offering the plan of 
the remedy described in section 1857(g)(2)(B) in the 
same manner as the Secretary may apply such remedy, 
and in accordance with the same procedures as would 
apply, in the case of an MA organization determined 
by the Secretary to have engaged in conduct described 
in section 1857(g)(1). If the Secretary applies such 
remedy to a Medicare Advantage organization under 
the preceding sentence, the organization shall submit 
to the Secretary (at a time, and in a form and manner, 
specified by the Secretary) information describing how 
the plan will come into compliance with clause (i). 
‘‘(E) STUDY AND REPORT TO CONGRESS.— 


‘‘(i) IN GENERAL.—Not later than March 15, 2022, 
and, subject to clause (iii), biennially thereafter 
through 2032, the Medicare Payment Advisory 
Commission established under section 1805, in con-
sultation with the Medicaid and CHIP Payment and 
Access Commission established under section 1900, 
shall conduct (and submit to the Secretary and the 
Committees on Ways and Means and Energy and Com-
merce of the House of Representatives and the Com-
mittee on Finance of the Senate a report on) a study 
to determine how specialized MA plans for special 
needs individuals described in subsection (b)(6)(B)(ii) 
perform among each other based on data from 
Healthcare Effectiveness Data and Information Set 
(HEDIS) quality measures, reported on the plan level, 
as required under section 1852(e)(3) (or such other 
measures or data sources that are available and appro-
priate, such as encounter data and Consumer Assess-
ment of Healthcare Providers and Systems data, as 
specified by such Commissions as enabling an accurate 
evaluation under this subparagraph). Such study shall 
include, as feasible, the following comparison groups 
of specialized MA plans for special needs individuals 
described in subsection (b)(6)(B)(ii): 


‘‘(I) A comparison group of such plans that 
are described in subparagraph (D)(i)(I). 


‘‘(II) A comparison group of such plans that 
are described in subparagraph (D)(i)(II). 


‘‘(III) A comparison group of such plans oper-
ating within the Financial Alignment Initiative 
demonstration for the period for which such plan 
is so operating and the demonstration is in effect, 
and, in the case that an integration option that 
is not with respect to specialized MA plans for 
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special needs individuals is established after the 
conclusion of the demonstration involved. 


‘‘(IV) A comparison group of such plans that 
are described in subparagraph (D)(i)(III). 


‘‘(V) A comparison group of MA plans, as fea-
sible, not described in a previous subclause of this 
clause, with respect to the performance of such 
plans for enrollees who are special needs individ-
uals described in subsection (b)(6)(B)(ii). 
‘‘(ii) ADDITIONAL REPORTS.—Beginning with 2033 


and every five years thereafter, the Medicare Payment 
Advisory Commission, in consultation with the Med-
icaid and CHIP Payment and Access Commission, shall 
conduct a study described in clause (i).’’. 


(2) CONFORMING AMENDMENT TO RESPONSIBILITIES OF FED-
ERAL COORDINATED HEALTH CARE OFFICE.—Section 2602(d) of 
Public Law 111–148 (42 U.S.C. 1315b(d)) is amended by adding 
at the end the following new paragraphs: 


‘‘(6) To act as a designated contact for States under sub-
section (f)(8)(A) of section 1859 of the Social Security Act (42 
U.S.C. 1395w–28) with respect to the integration of specialized 
MA plans for special needs individuals described in subsection 
(b)(6)(B)(ii) of such section. 


‘‘(7) To be responsible, subject to the final approval of 
the Secretary, for developing regulations and guidance related 
to the implementation of a unified grievance and appeals 
process as described in subparagraphs (B) and (C) of section 
1859(f)(8) of the Social Security Act (42 U.S.C. 1395w–28(f)(8)). 


‘‘(8) To be responsible, subject to the final approval of 
the Secretary, for developing regulations and guidance related 
to the integration or alignment of policy and oversight under 
the Medicare program under title XVIII of such Act and the 
Medicaid program under title XIX of such Act regarding special-
ized MA plans for special needs individuals described in sub-
section (b)(6)(B)(ii) of such section 1859.’’. 
(c) IMPROVEMENTS TO SEVERE OR DISABLING CHRONIC CONDI-


TION SNPS.— 
(1) CARE MANAGEMENT REQUIREMENTS.—Section 1859(f)(5) 


of the Social Security Act (42 U.S.C. 1395w–28(f)(5)) is 
amended— 


(A) by striking ‘‘ALL SNPS.—The requirements’’ and 
inserting ‘‘ALL SNPS.— 


‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
requirements’’; 


(B) by redesignating subparagraphs (A) and (B) as 
clauses (i) and (ii), respectively, and indenting appro-
priately; and 


(C) in clause (ii), as redesignated by subparagraph 
(B), by redesignating clauses (i) through (iii) as subclauses 
(I) through (III), respectively, and indenting appropriately; 
and 


(D) by adding at the end the following new subpara-
graph: 


‘‘(B) IMPROVEMENTS TO CARE MANAGEMENT REQUIRE-
MENTS FOR SEVERE OR DISABLING CHRONIC CONDITION 
SNPS.—For 2020 and subsequent years, in the case of a 
specialized MA plan for special needs individuals described 
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in subsection (b)(6)(B)(iii), the requirements described in 
this paragraph include the following: 


‘‘(i) The interdisciplinary team under subpara-
graph (A)(ii)(III) includes a team of providers with 
demonstrated expertise, including training in an 
applicable specialty, in treating individuals similar to 
the targeted population of the plan. 


‘‘(ii) Requirements developed by the Secretary to 
provide face-to-face encounters with individuals 
enrolled in the plan not less frequently than on an 
annual basis. 


‘‘(iii) As part of the model of care under clause 
(i) of subparagraph (A), the results of the initial assess-
ment and annual reassessment under clause (ii)(I) of 
such subparagraph of each individual enrolled in the 
plan are addressed in the individual’s individualized 
care plan under clause (ii)(II) of such subparagraph. 


‘‘(iv) As part of the annual evaluation and approval 
of such model of care, the Secretary shall take into 
account whether the plan fulfilled the previous year’s 
goals (as required under the model of care). 


‘‘(v) The Secretary shall establish a minimum 
benchmark for each element of the model of care of 
a plan. The Secretary shall only approve a plan’s model 
of care under this paragraph if each element of the 
model of care meets the minimum benchmark 
applicable under the preceding sentence.’’. 


(2) REVISIONS TO THE DEFINITION OF A SEVERE OR DISABLING 
CHRONIC CONDITIONS SPECIALIZED NEEDS INDIVIDUAL.— 


(A) IN GENERAL.—Section 1859(b)(6)(B)(iii) of the Social 
Security Act (42 U.S.C. 1395w–28(b)(6)(B)(iii)) is 
amended— 


(i) by striking ‘‘who have’’ and inserting ‘‘who— 
‘‘(I) before January 1, 2022, have’’; 


(ii) in subclause (I), as added by clause (i), by 
striking the period at the end and inserting ‘‘; and’’; 
and 


(iii) by adding at the end the following new sub-
clause: 


‘‘(II) on or after January 1, 2022, have one 
or more comorbid and medically complex chronic 
conditions that is life threatening or significantly 
limits overall health or function, have a high risk 
of hospitalization or other adverse health out-
comes, and require intensive care coordination and 
that is listed under subsection (f)(9)(A).’’. 


(B) PANEL OF CLINICAL ADVISORS.—Section 1859(f) of 
the Social Security Act (42 U.S.C. 1395w–28(f)), as 
amended by subsection (b), is amended by adding at the 
end the following new paragraph: 
‘‘(9) LIST OF CONDITIONS FOR CLARIFICATION OF THE DEFINI-


TION OF A SEVERE OR DISABLING CHRONIC CONDITIONS SPECIAL-
IZED NEEDS INDIVIDUAL.— 


‘‘(A) IN GENERAL.—Not later than December 31, 2020, 
and every 5 years thereafter, subject to subparagraphs 
(B) and (C), the Secretary shall convene a panel of clinical 
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advisors to establish and update a list of conditions that 
meet each of the following criteria: 


‘‘(i) Conditions that meet the definition of a severe 
or disabling chronic condition under subsection 
(b)(6)(B)(iii) on or after January 1, 2022. 


‘‘(ii) Conditions that require prescription drugs, 
providers, and models of care that are unique to the 
specific population of enrollees in a specialized MA 
plan for special needs individuals described in such 
subsection on or after such date and— 


‘‘(I) as a result of access to, and enrollment 
in, such a specialized MA plan for special needs 
individuals, individuals with such condition would 
have a reasonable expectation of slowing or halting 
the progression of the disease, improving health 
outcomes and decreasing overall costs for individ-
uals diagnosed with such condition compared to 
available options of care other than through such 
a specialized MA plan for special needs individuals; 
or 


‘‘(II) have a low prevalence in the general 
population of beneficiaries under this title or a 
disproportionally high per-beneficiary cost under 
this title. 


‘‘(B) INCLUSION OF CERTAIN CONDITIONS.—The condi-
tions listed under subparagraph (A) shall include HIV/ 
AIDS, end stage renal disease, and chronic and disabling 
mental illness. 


‘‘(C) REQUIREMENT.—In establishing and updating the 
list under subparagraph (A), the panel shall take into 
account the availability of varied benefits, cost-sharing, 
and supplemental benefits under the model described in 
paragraph (2) of section 1859(h), including the expansion 
under paragraph (1) of such section.’’. 


(d) QUALITY MEASUREMENT AT THE PLAN LEVEL FOR SNPS 
AND DETERMINATION OF FEASABILITY OF QUALITY MEASUREMENT 
AT THE PLAN LEVEL FOR ALL MA PLANS.—Section 1853(o) of the 
Social Security Act (42 U.S.C. 1395w–23(o)) is amended by adding 
at the end the following new paragraphs: 


‘‘(6) QUALITY MEASUREMENT AT THE PLAN LEVEL FOR SNPS.— 
‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 


Secretary may require reporting of data under section 
1852(e) for, and apply under this subsection, quality meas-
ures at the plan level for specialized MA plans for special 
needs individuals instead of at the contract level. 


‘‘(B) CONSIDERATIONS.—Prior to applying quality 
measurement at the plan level under this paragraph, the 
Secretary shall— 


‘‘(i) take into consideration the minimum number 
of enrollees in a specialized MA plan for special needs 
individuals in order to determine if a statistically 
significant or valid measurement of quality at the plan 
level is possible under this paragraph; 


‘‘(ii) take into consideration the impact of such 
application on plans that serve a disproportionate 
number of individuals dually eligible for benefits under 
this title and under title XIX; 
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‘‘(iii) if quality measures are reported at the plan 
level, ensure that MA plans are not required to provide 
duplicative information; and 


‘‘(iv) ensure that such reporting does not interfere 
with the collection of encounter data submitted by 
MA organizations or the administration of any changes 
to the program under this part as a result of the 
collection of such data. 
‘‘(C) APPLICATION.—If the Secretary applies quality 


measurement at the plan level under this paragraph— 
‘‘(i) such quality measurement may include Medi-


care Health Outcomes Survey (HOS), Healthcare 
Effectiveness Data and Information Set (HEDIS), Con-
sumer Assessment of Healthcare Providers and Sys-
tems (CAHPS) measures and quality measures under 
part D; and 


‘‘(ii) the Secretary shall consider applying adminis-
trative actions, such as remedies described in section 
1857(g)(2), at the plan level. 


‘‘(7) DETERMINATION OF FEASIBILITY OF QUALITY MEASURE-
MENT AT THE PLAN LEVEL FOR ALL MA PLANS.— 


‘‘(A) DETERMINATION OF FEASIBILITY.—The Secretary 
shall determine the feasibility of requiring reporting of 
data under section 1852(e) for, and applying under this 
subsection, quality measures at the plan level for all MA 
plans under this part. 


‘‘(B) CONSIDERATION OF CHANGE.—After making a 
determination under subparagraph (A), the Secretary shall 
consider requiring such reporting and applying such quality 
measures at the plan level as described in such subpara-
graph’’. 


(e) GAO STUDY AND REPORT ON STATE-LEVEL INTEGRATION 
BETWEEN DUAL SNPS AND MEDICAID.— 


(1) STUDY.—The Comptroller General of the United States 
(in this subsection referred to as the ‘‘Comptroller General’’) 
shall conduct a study on State-level integration between special-
ized MA plans for special needs individuals described in sub-
section (b)(6) (B)(ii) of section 1859 of the Social Security Act 
(42 U.S.C. 1395w–28) and the Medicaid program under title 
XIX of such Act (42 U.S.C. 1396 et seq.). Such study shall 
include an analysis of the following: 


(A) The characteristics of States in which the State 
agency responsible for administering the State plan under 
such title XIX has a contract with such a specialized MA 
plan and that delivers long-term services and supports 
under the State plan under such title XIX through a man-
aged care program, including the requirements under such 
State plan with respect to long-term services and supports. 


(B) The types of such specialized MA plans, which 
may include the following: 


(i) A plan described in section 1853(a)(1)(B)(iv)(II) 
of such Act (42 U.S.C. 1395w–23(a)(1)(B)(iv)(II)). 


(ii) A plan that meets the requirements described 
in subsection (f)(3)(D) of such section 1859. 


(iii) A plan described in clause (ii) that also meets 
additional requirements established by the State. 







H. R. 1892—137 


(C) The characteristics of individuals enrolled in such 
specialized MA plans. 


(D) As practicable, the following with respect to State 
programs for the delivery of long-term services and sup-
ports under such title XIX through a managed care pro-
gram: 


(i) Which populations of individuals are eligible 
to receive such services and supports. 


(ii) Whether all such services and supports are 
provided on a capitated basis or if any of such services 
and supports are carved out and provided through 
fee-for service. 
(E) As practicable, how the availability and variation 


of integration arrangements of such specialized MA plans 
offered in States affects spending, service delivery options, 
access to community-based care, and utilization of care. 


(F) The efforts of State Medicaid programs to transition 
dually-eligible beneficiaries receiving long-term services 
and supports (LTSS) from institutional settings to home 
and community-based settings and related financial 
impacts of such transitions. 


(G) Barriers and opportunities for making further 
progress on dual integration, as well as recommendations 
for legislation or administrative action to expedite or refine 
pathways toward fully integrated care. 
(2) REPORT.—Not later than 2 years after the date of the 


enactment of this Act, the Comptroller General shall submit 
to Congress a report containing the results of the study con-
ducted under paragraph (1), together with recommendations 
for such legislation and administrative action as the Comp-
troller General determines appropriate. 


Subtitle C—Expanding Innovation and 
Technology 


SEC. 50321. ADAPTING BENEFITS TO MEET THE NEEDS OF CHRON-
ICALLY ILL MEDICARE ADVANTAGE ENROLLEES. 


Section 1859 of the Social Security Act (42 U.S.C. 1395w– 
28) is amended by adding at the end the following new subsection: 


‘‘(h) NATIONAL TESTING OF MEDICARE ADVANTAGE VALUE-BASED 
INSURANCE DESIGN MODEL.— 


‘‘(1) IN GENERAL.—In implementing the Medicare Advan-
tage Value-Based Insurance Design model that is being tested 
under section 1115A(b), the Secretary shall revise the testing 
of the model under such section to cover, effective not later 
than January 1, 2020, all States. 


‘‘(2) TERMINATION AND MODIFICATION PROVISION NOT 
APPLICABLE UNTIL JANUARY 1, 2022.—The provisions of section 
1115A(b)(3)(B) shall apply to the Medicare Advantage Value- 
Based Insurance Design model, including such model as revised 
under paragraph (1), beginning January 1, 2022, but shall 
not apply to such model, as so revised, prior to such date. 


‘‘(3) FUNDING.—The Secretary shall allocate funds made 
available under section 1115A(f)(1) to design, implement, and 
evaluate the Medicare Advantage Value-Based Insurance 
Design model, as revised under paragraph (1).’’. 
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SEC. 50322. EXPANDING SUPPLEMENTAL BENEFITS TO MEET THE 
NEEDS OF CHRONICALLY ILL MEDICARE ADVANTAGE 
ENROLLEES. 


(a) IN GENERAL.—Section 1852(a)(3) of the Social Security Act 
(42 U.S.C. 1395w–22(a)(3)) is amended— 


(1) in subparagraph (A), by striking ‘‘Each’’ and inserting 
‘‘Subject to subparagraph (D), each’’; and 


(2) by adding at the end the following new subparagraph: 
‘‘(D) EXPANDING SUPPLEMENTAL BENEFITS TO MEET THE 


NEEDS OF CHRONICALLY ILL ENROLLEES.— 
‘‘(i) IN GENERAL.—For plan year 2020 and subse-


quent plan years, in addition to any supplemental 
health care benefits otherwise provided under this 
paragraph, an MA plan, including a specialized MA 
plan for special needs individuals (as defined in section 
1859(b)(6)), may provide supplemental benefits 
described in clause (ii) to a chronically ill enrollee 
(as defined in clause (iii)). 


‘‘(ii) SUPPLEMENTAL BENEFITS DESCRIBED.— 
‘‘(I) IN GENERAL.—Supplemental benefits 


described in this clause are supplemental benefits 
that, with respect to a chronically ill enrollee, have 
a reasonable expectation of improving or 
maintaining the health or overall function of the 
chronically ill enrollee and may not be limited 
to being primarily health related benefits. 


‘‘(II) AUTHORITY TO WAIVE UNIFORMITY 
REQUIREMENTS.—The Secretary may, only with 
respect to supplemental benefits provided to a 
chronically ill enrollee under this subparagraph, 
waive the uniformity requirements under this part, 
as determined appropriate by the Secretary. 
‘‘(iii) CHRONICALLY ILL ENROLLEE DEFINED.—In this 


subparagraph, the term ‘chronically ill enrollee’ means 
an enrollee in an MA plan that the Secretary deter-
mines— 


‘‘(I) has one or more comorbid and medically 
complex chronic conditions that is life threatening 
or significantly limits the overall health or function 
of the enrollee; 


‘‘(II) has a high risk of hospitalization or other 
adverse health outcomes; and 


‘‘(III) requires intensive care coordination.’’. 
(b) GAO STUDY AND REPORT.— 


(1) STUDY.—The Comptroller General of the United States 
(in this subsection referred to as the ‘‘Comptroller General’’) 
shall conduct a study on supplemental benefits provided to 
enrollees in Medicare Advantage plans under part C of title 
XVIII of the Social Security Act, including specialized MA plans 
for special needs individuals (as defined in section 1859(b)(6) 
of such Act (42 U.S.C. 1395w–28(b)(6))). To the extend data 
are available, such study shall include an analysis of the fol-
lowing: 


(A) The type of supplemental benefits provided to such 
enrollees, the total number of enrollees receiving each 
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supplemental benefit, and whether the supplemental ben-
efit is covered by the standard benchmark cost of the 
benefit or with an additional premium. 


(B) The frequency in which supplemental benefits are 
utilized by such enrollees. 


(C) The impact supplemental benefits have on— 
(i) indicators of the quality of care received by 


such enrollees, including overall health and function 
of the enrollees; 


(ii) the utilization of items and services for which 
benefits are available under the original Medicare fee- 
for-service program option under parts A and B of 
such title XVIII by such enrollees; and 


(iii) the amount of the bids submitted by Medicare 
Advantage Organizations for Medicare Advantage 
plans under such part C. 


(2) CONSULTATION.—In conducting the study under para-
graph (1), the Comptroller General shall, as necessary, consult 
with the Centers for Medicare & Medicaid Services and Medi-
care Advantage organizations offering Medicare Advantage 
plans. 


(3) REPORT.—Not later than 5 years after the date of the 
enactment of this Act, the Comptroller General shall submit 
to Congress a report containing the results of the study con-
ducted under paragraph (1), together with recommendations 
for such legislation and administrative action as the Comp-
troller General determines appropriate. 


SEC. 50323. INCREASING CONVENIENCE FOR MEDICARE ADVANTAGE 
ENROLLEES THROUGH TELEHEALTH. 


(a) IN GENERAL.—Section 1852 of the Social Security Act (42 
U.S.C. 1395w–22) is amended— 


(1) in subsection (a)(1)(B)(i), by inserting ‘‘, subject to sub-
section (m),’’ after ‘‘means’’; and 


(2) by adding at the end the following new subsection: 
‘‘(m) PROVISION OF ADDITIONAL TELEHEALTH BENEFITS.— 


‘‘(1) MA PLAN OPTION.—For plan year 2020 and subsequent 
plan years, subject to the requirements of paragraph (3), an 
MA plan may provide additional telehealth benefits (as defined 
in paragraph (2)) to individuals enrolled under this part. 


‘‘(2) ADDITIONAL TELEHEALTH BENEFITS DEFINED.— 
‘‘(A) IN GENERAL.—For purposes of this subsection and 


section 1854: 
‘‘(i) DEFINITION.—The term ‘additional telehealth 


benefits’ means services— 
‘‘(I) for which benefits are available under part 


B, including services for which payment is not 
made under section 1834(m) due to the conditions 
for payment under such section; and 


‘‘(II) that are identified for such year as clini-
cally appropriate to furnish using electronic 
information and telecommunications technology 
when a physician (as defined in section 1861(r)) 
or practitioner (described in section 1842(b)(18)(C)) 
providing the service is not at the same location 
as the plan enrollee. 
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‘‘(ii) EXCLUSION OF CAPITAL AND INFRASTRUCTURE 
COSTS AND INVESTMENTS.—The term ‘additional tele-
health benefits’ does not include capital and infrastruc-
ture costs and investments relating to such benefits. 
‘‘(B) PUBLIC COMMENT.—Not later than November 30, 


2018, the Secretary shall solicit comments on— 
‘‘(i) what types of items and services (including 


those provided through supplemental health care bene-
fits, such as remote patient monitoring, secure mes-
saging, store and forward technologies, and other non- 
face-to-face communication) should be considered to 
be additional telehealth benefits; and 


‘‘(ii) the requirements for the provision or fur-
nishing of such benefits (such as training and coordina-
tion requirements). 


‘‘(3) REQUIREMENTS FOR ADDITIONAL TELEHEALTH BENE-
FITS.—The Secretary shall specify requirements for the provi-
sion or furnishing of additional telehealth benefits, including 
with respect to the following: 


‘‘(A) Physician or practitioner qualifications (other than 
licensure) and other requirements such as specific training. 


‘‘(B) Factors necessary for the coordination of such 
benefits with other items and services including those fur-
nished in-person. 


‘‘(C) Such other areas as determined by the Secretary. 
‘‘(4) ENROLLEE CHOICE.—If an MA plan provides a service 


as an additional telehealth benefit (as defined in paragraph 
(2))— 


‘‘(A) the MA plan shall also provide access to such 
benefit through an in-person visit (and not only as an 
additional telehealth benefit); and 


‘‘(B) an individual enrollee shall have discretion as 
to whether to receive such service through the in-person 
visit or as an additional telehealth benefit. 
‘‘(5) TREATMENT UNDER MA.—For purposes of this sub-


section and section 1854, if a plan provides additional telehealth 
benefits, such additional telehealth benefits shall be treated 
as if they were benefits under the original Medicare fee-for- 
service program option. 


‘‘(6) CONSTRUCTION.—Nothing in this subsection shall be 
construed as affecting the requirement under subsection (a)(1) 
that MA plans provide enrollees with items and services (other 
than hospice care) for which benefits are available under parts 
A and B, including benefits available under section 1834(m).’’. 
(b) CLARIFICATION REGARDING INCLUSION IN BID AMOUNT.— 


Section 1854(a)(6)(A)(ii)(I) of the Social Security Act (42 U.S.C. 
1395w–24(a)(6)(A)(ii)(I)) is amended by inserting ‘‘, including, for 
plan year 2020 and subsequent plan years, the provision of addi-
tional telehealth benefits as described in section 1852(m)’’ before 
the semicolon at the end. 


SEC. 50324. PROVIDING ACCOUNTABLE CARE ORGANIZATIONS THE 
ABILITY TO EXPAND THE USE OF TELEHEALTH. 


(a) IN GENERAL.—Section 1899 of the Social Security Act (42 
U.S.C. 1395jjj) is amended by adding at the end the following 
new subsection: 
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‘‘(l) PROVIDING ACOS THE ABILITY TO EXPAND THE USE OF 
TELEHEALTH SERVICES.— 


‘‘(1) IN GENERAL.—In the case of telehealth services for 
which payment would otherwise be made under this title fur-
nished on or after January 1, 2020, for purposes of this sub-
section only, the following shall apply with respect to such 
services furnished by a physician or practitioner participating 
in an applicable ACO (as defined in paragraph (2)) to a Medi-
care fee-for-service beneficiary assigned to the applicable ACO: 


‘‘(A) INCLUSION OF HOME AS ORIGINATING SITE.—Subject 
to paragraph (3), the home of a beneficiary shall be treated 
as an originating site described in section 1834(m)(4)(C)(ii). 


‘‘(B) NO APPLICATION OF GEOGRAPHIC LIMITATION.—The 
geographic limitation under section 1834(m)(4)(C)(i) shall 
not apply with respect to an originating site described 
in section 1834(m)(4)(C)(ii) (including the home of a bene-
ficiary under subparagraph (A)), subject to State licensing 
requirements. 
‘‘(2) DEFINITIONS.—In this subsection: 


‘‘(A) APPLICABLE ACO.—The term ‘applicable ACO’ 
means an ACO participating in a model tested or expanded 
under section 1115A or under this section— 


‘‘(i) that operates under a two-sided model— 
‘‘(I) described in section 425.600(a) of title 42, 


Code of Federal Regulations; or 
‘‘(II) tested or expanded under section 1115A; 


and 
‘‘(ii) for which Medicare fee-for-service beneficiaries 


are assigned to the ACO using a prospective assign-
ment method, as determined appropriate by the Sec-
retary. 
‘‘(B) HOME.—The term ‘home’ means, with respect to 


a Medicare fee-for-service beneficiary, the place of residence 
used as the home of the beneficiary. 
‘‘(3) TELEHEALTH SERVICES RECEIVED IN THE HOME.—In 


the case of telehealth services described in paragraph (1) where 
the home of a Medicare fee-for-service beneficiary is the origi-
nating site, the following shall apply: 


‘‘(A) NO FACILITY FEE.—There shall be no facility fee 
paid to the originating site under section 1834(m)(2)(B). 


‘‘(B) EXCLUSION OF CERTAIN SERVICES.—No payment 
may be made for such services that are inappropriate to 
furnish in the home setting such as services that are typi-
cally furnished in inpatient settings such as a hospital.’’. 


(b) STUDY AND REPORT.— 
(1) STUDY.— 


(A) IN GENERAL.—The Secretary of Health and Human 
Services (in this subsection referred to as the ‘‘Secretary’’) 
shall conduct a study on the implementation of section 
1899(l) of the Social Security Act, as added by subsection 
(a). Such study shall include an analysis of the utilization 
of, and expenditures for, telehealth services under such 
section. 


(B) COLLECTION OF DATA.—The Secretary may collect 
such data as the Secretary determines necessary to carry 
out the study under this paragraph. 
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(2) REPORT.—Not later than January 1, 2026, the Secretary 
shall submit to Congress a report containing the results of 
the study conducted under paragraph (1), together with rec-
ommendations for such legislation and administrative action 
as the Secretary determines appropriate. 


SEC. 50325. EXPANDING THE USE OF TELEHEALTH FOR INDIVIDUALS 
WITH STROKE. 


Section 1834(m) of the Social Security Act (42 U.S.C. 
1395m(m)), as amended by section 50302(b)(1), is amended— 


(1) in paragraph (4)(C)(i), in the matter preceding subclause 
(I), by striking ‘‘The term’’ and inserting ‘‘Except as provided 
in paragraph (6), the term’’; and 


(2) by adding at the end the following new paragraph: 
‘‘(6) TREATMENT OF STROKE TELEHEALTH SERVICES.— 


‘‘(A) NON-APPLICATION OF ORIGINATING SITE REQUIRE-
MENTS.—The requirements described in paragraph (4)(C) 
shall not apply with respect to telehealth services furnished 
on or after January 1, 2019, for purposes of diagnosis, 
evaluation, or treatment of symptoms of an acute stroke, 
as determined by the Secretary. 


‘‘(B) INCLUSION OF CERTAIN SITES.—With respect to 
telehealth services described in subparagraph (A), the term 
‘originating site’ shall include any hospital (as defined in 
section 1861(e)) or critical access hospital (as defined in 
section 1861(mm)(1)), any mobile stroke unit (as defined 
by the Secretary), or any other site determined appropriate 
by the Secretary, at which the eligible telehealth individual 
is located at the time the service is furnished via a tele-
communications system. 


‘‘(C) NO ORIGINATING SITE FACILITY FEE FOR NEW 
SITES.—No facility fee shall be paid under paragraph (2)(B) 
to an originating site with respect to a telehealth service 
described in subparagraph (A) if the originating site does 
not otherwise meet the requirements for an originating 
site under paragraph (4)(C).’’. 


Subtitle D—Identifying the Chronically Ill 
Population 


SEC. 50331. PROVIDING FLEXIBILITY FOR BENEFICIARIES TO BE PART 
OF AN ACCOUNTABLE CARE ORGANIZATION. 


Section 1899(c) of the Social Security Act (42 U.S.C. 1395jjj(c)) 
is amended— 


(1) by redesignating paragraphs (1) and (2) as subpara-
graphs (A) and (B), respectively, and indenting appropriately; 


(2) by striking ‘‘ACOS.—The Secretary’’ and inserting 
‘‘ACOS.— 


‘‘(1) IN GENERAL.—Subject to paragraph (2), the Secretary’’; 
and 


(3) by adding at the end the following new paragraph: 
‘‘(2) PROVIDING FLEXIBILITY.— 


‘‘(A) CHOICE OF PROSPECTIVE ASSIGNMENT.—For each 
agreement period (effective for agreements entered into 
or renewed on or after January 1, 2020), in the case where 
an ACO established under the program is in a Track that 
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provides for the retrospective assignment of Medicare fee- 
for-service beneficiaries to the ACO, the Secretary shall 
permit the ACO to choose to have Medicare fee-for-service 
beneficiaries assigned prospectively, rather than retrospec-
tively, to the ACO for an agreement period. 


‘‘(B) ASSIGNMENT BASED ON VOLUNTARY IDENTIFICATION 
BY MEDICARE FEE-FOR-SERVICE BENEFICIARIES.— 


‘‘(i) IN GENERAL.—For performance year 2018 and 
each subsequent performance year, if a system is avail-
able for electronic designation, the Secretary shall 
permit a Medicare fee-for-service beneficiary to volun-
tarily identify an ACO professional as the primary 
care provider of the beneficiary for purposes of 
assigning such beneficiary to an ACO, as determined 
by the Secretary. 


‘‘(ii) NOTIFICATION PROCESS.—The Secretary shall 
establish a process under which a Medicare fee-for- 
service beneficiary is— 


‘‘(I) notified of their ability to make an identi-
fication described in clause (i); and 


‘‘(II) informed of the process by which they 
may make and change such identification. 
‘‘(iii) SUPERSEDING CLAIMS-BASED ASSIGNMENT.—A 


voluntary identification by a Medicare fee-for-service 
beneficiary under this subparagraph shall supersede 
any claims-based assignment otherwise determined by 
the Secretary.’’. 


Subtitle E—Empowering Individuals and 
Caregivers in Care Delivery 


SEC. 50341. ELIMINATING BARRIERS TO CARE COORDINATION UNDER 
ACCOUNTABLE CARE ORGANIZATIONS. 


(a) IN GENERAL.—Section 1899 of the Social Security Act (42 
U.S.C. 1395jjj), as amended by section 50324(a), is amended— 


(1) in subsection (b)(2), by adding at the end the following 
new subparagraph: 


‘‘(I) An ACO that seeks to operate an ACO Beneficiary 
Incentive Program pursuant to subsection (m) shall apply 
to the Secretary at such time, in such manner, and with 
such information as the Secretary may require.’’; 
(2) by adding at the end the following new subsection: 


‘‘(m) AUTHORITY TO PROVIDE INCENTIVE PAYMENTS TO BENE-
FICIARIES WITH RESPECT TO QUALIFYING PRIMARY CARE SERVICES.— 


‘‘(1) PROGRAM.— 
‘‘(A) IN GENERAL.—In order to encourage Medicare fee- 


for-service beneficiaries to obtain medically necessary pri-
mary care services, an ACO participating under this section 
under a payment model described in clause (i) or (ii) of 
paragraph (2)(B) may apply to establish an ACO Bene-
ficiary Incentive Program to provide incentive payments 
to such beneficiaries who are furnished qualifying services 
in accordance with this subsection. The Secretary shall 
permit such an ACO to establish such a program at the 
Secretary’s discretion and subject to such requirements, 
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including program integrity requirements, as the Secretary 
determines necessary. 


‘‘(B) IMPLEMENTATION.—The Secretary shall implement 
this subsection on a date determined appropriate by the 
Secretary. Such date shall be no earlier than January 
1, 2019, and no later than January 1, 2020. 
‘‘(2) CONDUCT OF PROGRAM.— 


‘‘(A) DURATION.—Subject to subparagraph (H), an ACO 
Beneficiary Incentive Program established under this sub-
section shall be conducted for such period (of not less 
than 1 year) as the Secretary may approve. 


‘‘(B) SCOPE.—An ACO Beneficiary Incentive Program 
established under this subsection shall provide incentive 
payments to all of the following Medicare fee-for-service 
beneficiaries who are furnished qualifying services by the 
ACO: 


‘‘(i) With respect to the Track 2 and Track 3 pay-
ment models described in section 425.600(a) of title 
42, Code of Federal Regulations (or in any successor 
regulation), Medicare fee-for-service beneficiaries who 
are preliminarily prospectively or prospectively 
assigned (or otherwise assigned, as determined by the 
Secretary) to the ACO. 


‘‘(ii) With respect to any future payment models 
involving two-sided risk, Medicare fee-for-service bene-
ficiaries who are assigned to the ACO, as determined 
by the Secretary. 
‘‘(C) QUALIFYING SERVICE.—For purposes of this sub-


section, a qualifying service is a primary care service, as 
defined in section 425.20 of title 42, Code of Federal Regula-
tions (or in any successor regulation), with respect to which 
coinsurance applies under part B, furnished through an 
ACO by— 


‘‘(i) an ACO professional described in subsection 
(h)(1)(A) who has a primary care specialty designation 
included in the definition of primary care physician 
under section 425.20 of title 42, Code of Federal Regu-
lations (or any successor regulation); 


‘‘(ii) an ACO professional described in subsection 
(h)(1)(B); or 


‘‘(iii) a Federally qualified health center or rural 
health clinic (as such terms are defined in section 
1861(aa)). 
‘‘(D) INCENTIVE PAYMENTS.—An incentive payment 


made by an ACO pursuant to an ACO Beneficiary Incentive 
Program established under this subsection shall be— 


‘‘(i) in an amount up to $20, with such maximum 
amount updated annually by the percentage increase 
in the consumer price index for all urban consumers 
(United States city average) for the 12-month period 
ending with June of the previous year; 


‘‘(ii) in the same amount for each Medicare fee- 
for-service beneficiary described in clause (i) or (ii) 
of subparagraph (B) without regard to enrollment of 
such a beneficiary in a medicare supplemental policy 
(described in section 1882(g)(1)), in a State Medicaid 
plan under title XIX or a waiver of such a plan, or 
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in any other health insurance policy or health benefit 
plan; 


‘‘(iii) made for each qualifying service furnished 
to such a beneficiary described in clause (i) or (ii) 
of subparagraph (B) during a period specified by the 
Secretary; and 


‘‘(iv) made no later than 30 days after a qualifying 
service is furnished to such a beneficiary described 
in clause (i) or (ii) of subparagraph (B). 
‘‘(E) NO SEPARATE PAYMENTS FROM THE SECRETARY.— 


The Secretary shall not make any separate payment to 
an ACO for the costs, including incentive payments, of 
carrying out an ACO Beneficiary Incentive Program estab-
lished under this subsection. Nothing in this subparagraph 
shall be construed as prohibiting an ACO from using shared 
savings received under this section to carry out an ACO 
Beneficiary Incentive Program. 


‘‘(F) NO APPLICATION TO SHARED SAVINGS CALCULA-
TION.—Incentive payments made by an ACO under this 
subsection shall be disregarded for purposes of calculating 
benchmarks, estimated average per capita Medicare 
expenditures, and shared savings under this section. 


‘‘(G) REPORTING REQUIREMENTS.—An ACO conducting 
an ACO Beneficiary Incentive Program under this sub-
section shall, at such times and in such format as the 
Secretary may require, report to the Secretary such 
information and retain such documentation as the Sec-
retary may require, including the amount and frequency 
of incentive payments made and the number of Medicare 
fee-for-service beneficiaries receiving such payments. 


‘‘(H) TERMINATION.—The Secretary may terminate an 
ACO Beneficiary Incentive Program established under this 
subsection at any time for reasons determined appropriate 
by the Secretary. 
‘‘(3) EXCLUSION OF INCENTIVE PAYMENTS.—Any payment 


made under an ACO Beneficiary Incentive Program established 
under this subsection shall not be considered income or 
resources or otherwise taken into account for purposes of— 


‘‘(A) determining eligibility for benefits or assistance 
(or the amount or extent of benefits or assistance) under 
any Federal program or under any State or local program 
financed in whole or in part with Federal funds; or 


‘‘(B) any Federal or State laws relating to taxation.’’; 
(3) in subsection (e), by inserting ‘‘, including an ACO 


Beneficiary Incentive Program under subsections (b)(2)(I) and 
(m)’’ after ‘‘the program’’; and 


(4) in subsection (g)(6), by inserting ‘‘or of an ACO Bene-
ficiary Incentive Program under subsections (b)(2)(I) and (m)’’ 
after ‘‘under subsection (d)(4)’’. 
(b) AMENDMENT TO SECTION 1128B.—Section 1128B(b)(3) of 


the Social Security Act (42 U.S.C. 1320a–7b(b)(3)) is amended— 
(1) by striking ‘‘and’’ at the end of subparagraph (I); 
(2) by striking the period at the end of subparagraph (J) 


and inserting ‘‘; and’’; and 
(3) by adding at the end the following new subparagraph: 
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‘‘(K) an incentive payment made to a Medicare fee- 
for-service beneficiary by an ACO under an ACO Bene-
ficiary Incentive Program established under subsection (m) 
of section 1899, if the payment is made in accordance 
with the requirements of such subsection and meets such 
other conditions as the Secretary may establish.’’. 


(c) EVALUATION AND REPORT.— 
(1) EVALUATION.—The Secretary of Health and Human 


Services (in this subsection referred to as the ‘‘Secretary’’) shall 
conduct an evaluation of the ACO Beneficiary Incentive Pro-
gram established under subsections (b)(2)(I) and (m) of section 
1899 of the Social Security Act (42 U.S.C. 1395jjj), as added 
by subsection (a). The evaluation shall include an analysis 
of the impact of the implementation of the Program on expendi-
tures and beneficiary health outcomes under title XVIII of 
the Social Security Act (42 U.S.C. 1395 et seq.). 


(2) REPORT.—Not later than October 1, 2023, the Secretary 
shall submit to Congress a report containing the results of 
the evaluation under paragraph (1), together with recommenda-
tions for such legislation and administrative action as the Sec-
retary determines appropriate. 


SEC. 50342. GAO STUDY AND REPORT ON LONGITUDINAL COMPREHEN-
SIVE CARE PLANNING SERVICES UNDER MEDICARE 
PART B. 


(a) STUDY.—The Comptroller General shall conduct a study 
on the establishment under part B of the Medicare program under 
title XVIII of the Social Security Act of a payment code for a 
visit for longitudinal comprehensive care planning services. Such 
study shall include an analysis of the following to the extent such 
information is available: 


(1) The frequency with which services similar to longitu-
dinal comprehensive care planning services are furnished to 
Medicare beneficiaries, which providers of services and sup-
pliers are furnishing those services, whether Medicare 
reimbursement is being received for those services, and, if 
so, through which codes those services are being reimbursed. 


(2) Whether, and the extent to which, longitudinal com-
prehensive care planning services would overlap, and could 
therefore result in duplicative payment, with services covered 
under the hospice benefit as well as the chronic care manage-
ment code, evaluation and management codes, or other codes 
that already exist under part B of the Medicare program. 


(3) Any barriers to hospitals, skilled nursing facilities, hos-
pice programs, home health agencies, and other applicable pro-
viders working with a Medicare beneficiary to engage in the 
care planning process and complete the necessary documenta-
tion to support the treatment and care plan of the beneficiary 
and provide such documentation to other providers and the 
beneficiary or the beneficiary’s representative. 


(4) Any barriers to providers, other than the provider fur-
nishing longitudinal comprehensive care planning services, 
accessing the care plan and associated documentation for use 
related to the care of the Medicare beneficiary. 


(5) Potential options for ensuring that applicable providers 
are notified of a patient’s existing longitudinal care plan and 
that applicable providers consider that plan in making their 
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treatment decisions, and what the challenges might be in imple-
menting such options. 


(6) Stakeholder’s views on the need for the development 
of quality metrics with respect to longitudinal comprehensive 
care planning services, such as measures related to— 


(A) the process of eliciting input from the Medicare 
beneficiary or from a legally authorized representative and 
documenting in the medical record the patient-directed care 
plan; 


(B) the effectiveness and patient-centeredness of the 
care plan in organizing delivery of services consistent with 
the plan; 


(C) the availability of the care plan and associated 
documentation to other providers that care for the bene-
ficiary; and 


(D) the extent to which the beneficiary received services 
and support that is free from discrimination based on 
advanced age, disability status, or advanced illness. 
(7) Stakeholder’s views on how such quality metrics would 


provide information on— 
(A) the goals, values, and preferences of the beneficiary; 
(B) the documentation of the care plan; 
(C) services furnished to the beneficiary; and 
(D) outcomes of treatment. 


(8) Stakeholder’s views on— 
(A) the type of training and education needed for 


applicable providers, individuals, and caregivers in order 
to facilitate longitudinal comprehensive care planning serv-
ices; 


(B) the types of providers of services and suppliers 
that should be included in the interdisciplinary team of 
an applicable provider; and 


(C) the characteristics of Medicare beneficiaries that 
would be most appropriate to receive longitudinal com-
prehensive care planning services, such as individuals with 
advanced disease and individuals who need assistance with 
multiple activities of daily living. 
(9) Stakeholder’s views on the frequency with which 


longitudinal comprehensive care planning services should be 
furnished. 
(b) REPORT.—Not later than 18 months after the date of the 


enactment of this Act, the Comptroller General shall submit to 
Congress a report containing the results of the study conducted 
under subsection (a), together with recommendations for such legis-
lation and administrative action as the Comptroller General deter-
mines appropriate. 


(c) DEFINITIONS.—In this section: 
(1) APPLICABLE PROVIDER.—The term ‘‘applicable provider’’ 


means a hospice program (as defined in subsection (dd)(2) of 
section 1861 of the Social Security Act (42 U.S.C. 1395ww)) 
or other provider of services (as defined in subsection (u) of 
such section) or supplier (as defined in subsection (d) of such 
section) that— 


(A) furnishes longitudinal comprehensive care planning 
services through an interdisciplinary team; and 


(B) meets such other requirements as the Secretary 
may determine to be appropriate. 
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(2) COMPTROLLER GENERAL.—The term ‘‘Comptroller Gen-
eral’’ means the Comptroller General of the United States. 


(3) INTERDISCIPLINARY TEAM.—The term ‘‘interdisciplinary 
team’’ means a group that— 


(A) includes the personnel described in subsection 
(dd)(2)(B)(i) of such section 1861; 


(B) may include a chaplain, minister, or other clergy; 
and 


(C) may include other direct care personnel. 
(4) LONGITUDINAL COMPREHENSIVE CARE PLANNING SERV-


ICES.—The term ‘‘longitudinal comprehensive care planning 
services’’ means a voluntary shared decisionmaking process 
that is furnished by an applicable provider through an inter-
disciplinary team and includes a conversation with Medicare 
beneficiaries who have received a diagnosis of a serious or 
life-threatening illness. The purpose of such services is to dis-
cuss a longitudinal care plan that addresses the progression 
of the disease, treatment options, the goals, values, and pref-
erences of the beneficiary, and the availability of other resources 
and social supports that may reduce the beneficiary’s health 
risks and promote self-management and shared decision-
making. 


(5) SECRETARY.—The term ‘‘Secretary’’ means the Secretary 
of Health and Human Services. 


Subtitle F—Other Policies to Improve Care 
for the Chronically Ill 


SEC. 50351. GAO STUDY AND REPORT ON IMPROVING MEDICATION 
SYNCHRONIZATION. 


(a) STUDY.—The Comptroller General of the United States (in 
this section referred to as the ‘‘Comptroller General’’) shall conduct 
a study on the extent to which Medicare prescription drug plans 
(MA–PD plans and stand alone prescription drug plans) under 
part D of title XVIII of the Social Security Act and private payors 
use programs that synchronize pharmacy dispensing so that individ-
uals may receive multiple prescriptions on the same day to facilitate 
comprehensive counseling and promote medication adherence. The 
study shall include a analysis of the following: 


(1) The extent to which pharmacies have adopted such 
programs. 


(2) The common characteristics of such programs, including 
how pharmacies structure counseling sessions under such pro-
grams and the types of payment and other arrangements that 
Medicare prescription drug plans and private payors employ 
under such programs to support the efforts of pharmacies. 


(3) How such programs compare for Medicare prescription 
drug plans and private payors. 


(4) What is known about how such programs affect patient 
medication adherence and overall patient health outcomes, 
including if adherence and outcomes vary by patient subpopula-
tions, such as disease state and socioeconomic status. 


(5) What is known about overall patient satisfaction with 
such programs and satisfaction with such programs, including 
within patient subpopulations, such as disease state and socio-
economic status. 
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(6) The extent to which laws and regulations of the Medi-
care program support such programs. 


(7) Barriers to the use of medication synchronization pro-
grams by Medicare prescription drug plans. 
(b) REPORT.—Not later than 18 months after the date of the 


enactment of this Act, the Comptroller General shall submit to 
Congress a report containing the results of the study under sub-
section (a), together with recommendations for such legislation and 
administrative action as the Comptroller General determines appro-
priate. 


SEC. 50352. GAO STUDY AND REPORT ON IMPACT OF OBESITY DRUGS 
ON PATIENT HEALTH AND SPENDING. 


(a) STUDY.—The Comptroller General of the United States (in 
this section referred to as the ‘‘Comptroller General’’) shall, to 
the extent data are available, conduct a study on the use of prescrip-
tion drugs to manage the weight of obese patients and the impact 
of coverage of such drugs on patient health and on health care 
spending. Such study shall examine the use and impact of these 
obesity drugs in the non-Medicare population and for Medicare 
beneficiaries who have such drugs covered through an MA–PD 
plan (as defined in section 1860D–1(a)(3)(C) of the Social Security 
Act (42 U.S.C. 1395w–101(a)(3)(C))) as a supplemental health care 
benefit. The study shall include an analysis of the following: 


(1) The prevalence of obesity in the Medicare and non- 
Medicare population. 


(2) The utilization of obesity drugs. 
(3) The distribution of Body Mass Index by individuals 


taking obesity drugs, to the extent practicable. 
(4) What is known about the use of obesity drugs in 


conjunction with the receipt of other items or services, such 
as behavioral counseling, and how these compare to items 
and services received by obese individuals who do not take 
obesity drugs. 


(5) Physician considerations and attitudes related to pre-
scribing obesity drugs. 


(6) The extent to which coverage policies cease or limit 
coverage for individuals who fail to receive clinical benefit. 


(7) What is known about the extent to which individuals 
who take obesity drugs adhere to the prescribed regimen. 


(8) What is known about the extent to which individuals 
who take obesity drugs maintain weight loss over time. 


(9) What is known about the subsequent impact such drugs 
have on medical services that are directly related to obesity, 
including with respect to subpopulations determined based on 
the extent of obesity. 


(10) What is known about the spending associated with 
the care of individuals who take obesity drugs, compared to 
the spending associated with the care of individuals who do 
not take such drugs. 
(b) REPORT.—Not later than 18 months after the date of the 


enactment of this Act, the Comptroller General shall submit to 
Congress a report containing the results of the study under sub-
section (a), together with recommendations for such legislation and 
administrative action as the Comptroller General determines appro-
priate. 
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SEC. 50353. HHS STUDY AND REPORT ON LONG-TERM RISK FACTORS 
FOR CHRONIC CONDITIONS AMONG MEDICARE BENE-
FICIARIES. 


(a) STUDY.—The Secretary of Health and Human Services (in 
this section referred to as the ‘‘Secretary’’) shall conduct a study 
on long-term cost drivers to the Medicare program, including obe-
sity, tobacco use, mental health conditions, and other factors that 
may contribute to the deterioration of health conditions among 
individuals with chronic conditions in the Medicare population. 
The study shall include an analysis of any barriers to collecting 
and analyzing such information and how to remove any such bar-
riers (including through legislation and administrative actions). 


(b) REPORT.—Not later than 18 months after the date of the 
enactment of this Act, the Secretary shall submit to Congress 
a report containing the results of the study under subsection (a), 
together with recommendations for such legislation and administra-
tive action as the Secretary determines appropriate. The Secretary 
shall also post such report on the Internet website of the Depart-
ment of Health and Human Services. 


SEC. 50354. PROVIDING PRESCRIPTION DRUG PLANS WITH PARTS A 
AND B CLAIMS DATA TO PROMOTE THE APPROPRIATE 
USE OF MEDICATIONS AND IMPROVE HEALTH OUT-
COMES. 


Section 1860D–4(c) of the Social Security Act (42 U.S.C. 1395w– 
104(c)) is amended by adding at the end the following new para-
graph: 


‘‘(6) PROVIDING PRESCRIPTION DRUG PLANS WITH PARTS A 
AND B CLAIMS DATA TO PROMOTE THE APPROPRIATE USE OF 
MEDICATIONS AND IMPROVE HEALTH OUTCOMES.— 


‘‘(A) PROCESS.—Subject to subparagraph (B), the Sec-
retary shall establish a process under which a PDP sponsor 
of a prescription drug plan may submit a request for the 
Secretary to provide the sponsor, on a periodic basis and 
in an electronic format, beginning in plan year 2020, data 
described in subparagraph (D) with respect to enrollees 
in such plan. Such data shall be provided without regard 
to whether such enrollees are described in clause (ii) of 
paragraph (2)(A). 


‘‘(B) PURPOSES.—A PDP sponsor may use the data 
provided to the sponsor pursuant to subparagraph (A) for 
any of the following purposes: 


‘‘(i) To optimize therapeutic outcomes through 
improved medication use, as such phrase is used in 
clause (i) of paragraph (2)(A). 


‘‘(ii) To improving care coordination so as to pre-
vent adverse health outcomes, such as preventable 
emergency department visits and hospital readmis-
sions. 


‘‘(iii) For any other purpose determined appro-
priate by the Secretary. 
‘‘(C) LIMITATIONS ON DATA USE.—A PDP sponsor shall 


not use data provided to the sponsor pursuant to subpara-
graph (A) for any of the following purposes: 


‘‘(i) To inform coverage determinations under this 
part. 
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‘‘(ii) To conduct retroactive reviews of medically 
accepted indications determinations. 


‘‘(iii) To facilitate enrollment changes to a different 
prescription drug plan or an MA–PD plan offered by 
the same parent organization. 


‘‘(iv) To inform marketing of benefits. 
‘‘(v) For any other purpose that the Secretary 


determines is necessary to include in order to protect 
the identity of individuals entitled to, or enrolled for, 
benefits under this title and to protect the security 
of personal health information. 
‘‘(D) DATA DESCRIBED.—The data described in this 


clause are standardized extracts (as determined by the 
Secretary) of claims data under parts A and B for items 
and services furnished under such parts for time periods 
specified by the Secretary. Such data shall include data 
as current as practicable.’’. 


TITLE IV—PART B IMPROVEMENT ACT 
AND OTHER PART B ENHANCEMENTS 


Subtitle A—Medicare Part B Improvement 
Act 


SEC. 50401. HOME INFUSION THERAPY SERVICES TEMPORARY TRANSI-
TIONAL PAYMENT. 


(a) IN GENERAL.—Section 1834(u) of the Social Security Act 
(42 U.S.C. 1395m(u)) is amended, by adding at the end the following 
new paragraph: 


‘‘(7) HOME INFUSION THERAPY SERVICES TEMPORARY TRANSI-
TIONAL PAYMENT.— 


‘‘(A) TEMPORARY TRANSITIONAL PAYMENT.— 
‘‘(i) IN GENERAL.—The Secretary shall, in accord-


ance with the payment methodology described in 
subparagraph (B) and subject to the provisions of this 
paragraph, provide a home infusion therapy services 
temporary transitional payment under this part to an 
eligible home infusion supplier (as defined in subpara-
graph (F)) for items and services described in subpara-
graphs (A) and (B) of section 1861(iii)(2)) furnished 
during the period specified in clause (ii) by such sup-
plier in coordination with the furnishing of transitional 
home infusion drugs (as defined in clause (iii)). 


‘‘(ii) PERIOD SPECIFIED.—For purposes of clause (i), 
the period specified in this clause is the period begin-
ning on January 1, 2019, and ending on the day before 
the date of the implementation of the payment system 
under paragraph (1)(A). 


‘‘(iii) TRANSITIONAL HOME INFUSION DRUG 
DEFINED.—For purposes of this paragraph, the term 
‘transitional home infusion drug’ has the meaning 
given to the term ‘home infusion drug’ under section 
1861(iii)(3)(C)), except that clause (ii) of such section 
shall not apply if a drug described in such clause 
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is identified in clauses (i), (ii), (iii) or (iv) of subpara-
graph (C) as of the date of the enactment of this 
paragraph. 
‘‘(B) PAYMENT METHODOLOGY.—For purposes of this 


paragraph, the Secretary shall establish a payment meth-
odology, with respect to items and services described in 
subparagraph (A)(i). Under such payment methodology the 
Secretary shall— 


‘‘(i) create the three payment categories described 
in clauses (i), (ii), and (iii) of subparagraph (C); 


‘‘(ii) assign drugs to such categories, in accordance 
with such clauses; 


‘‘(iii) assign appropriate Healthcare Common 
Procedure Coding System (HCPCS) codes to each pay-
ment category; and 


‘‘(iv) establish a single payment amount for each 
such payment category, in accordance with subpara-
graph (D), for each infusion drug administration cal-
endar day in the individual’s home for drugs assigned 
to such category. 
‘‘(C) PAYMENT CATEGORIES.— 


‘‘(i) PAYMENT CATEGORY 1.—The Secretary shall 
create a payment category 1 and assign to such cat-
egory drugs which are covered under the Local Cov-
erage Determination on External Infusion Pumps (LCD 
number L33794) and billed with the following HCPCS 
codes (as identified as of January 1, 2018, and as 
subsequently modified by the Secretary): J0133, J0285, 
J0287, J0288, J0289, J0895, J1170, J1250, J1265, 
J1325, J1455, J1457, J1570, J2175, J2260, J2270, 
J2274, J2278, J3010, or J3285. 


‘‘(ii) PAYMENT CATEGORY 2.—The Secretary shall 
create a payment category 2 and assign to such cat-
egory drugs which are covered under such local cov-
erage determination and billed with the following 
HCPCS codes (as identified as of January 1, 2018, 
and as subsequently modified by the Secretary): J1555 
JB, J1559 JB, J1561 JB, J1562 JB, J1569 JB, or J1575 
JB. 


‘‘(iii) PAYMENT CATEGORY 3.—The Secretary shall 
create a payment category 3 and assign to such cat-
egory drugs which are covered under such local cov-
erage determination and billed with the following 
HCPCS codes (as identified as of January 1, 2018, 
and as subsequently modified by the Secretary): J9000, 
J9039, J9040, J9065, J9100, J9190, J9200, J9360, or 
J9370. 


‘‘(iv) INFUSION DRUGS NOT OTHERWISE INCLUDED.— 
With respect to drugs that are not included in payment 
category 1, 2, or 3 under clause (i), (ii), or (iii), respec-
tively, the Secretary shall assign to the most appro-
priate of such categories, as determined by the Sec-
retary, drugs which are— 


‘‘(I) covered under such local coverage deter-
mination and billed under HCPCS codes J7799 
or J7999 (as identified as of July 1, 2017, and 
as subsequently modified by the Secretary); or 
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‘‘(II) billed under any code that is implemented 
after the date of the enactment of this paragraph 
and included in such local coverage determination 
or included in subregulatory guidance as a home 
infusion drug described in subparagraph (A)(i). 


‘‘(D) PAYMENT AMOUNTS.— 
‘‘(i) IN GENERAL.—Under the payment method-


ology, the Secretary shall pay eligible home infusion 
suppliers, with respect to items and services described 
in subparagraph (A)(i) furnished during the period 
described in subparagraph (A)(ii) by such supplier to 
an individual, at amounts equal to the amounts deter-
mined under the physician fee schedule established 
under section 1848 for services furnished during the 
year for codes and units of such codes described in 
clauses (ii), (iii), and (iv) with respect to drugs included 
in the payment category under subparagraph (C) speci-
fied in the respective clause, determined without 
application of the geographic adjustment under sub-
section (e) of such section. 


‘‘(ii) PAYMENT AMOUNT FOR CATEGORY 1.—For pur-
poses of clause (i), the codes and units described in 
this clause, with respect to drugs included in payment 
category 1 described in subparagraph (C)(i), are one 
unit of HCPCS code 96365 plus three units of HCPCS 
code 96366 (as identified as of January 1, 2018, and 
as subsequently modified by the Secretary). 


‘‘(iii) PAYMENT AMOUNT FOR CATEGORY 2.—For pur-
poses of clause (i), the codes and units described in 
this clause, with respect to drugs included in payment 
category 2 described in subparagraph (C)(i), are one 
unit of HCPCS code 96369 plus three units of HCPCS 
code 96370 (as identified as of January 1, 2018, and 
as subsequently modified by the Secretary). 


‘‘(iv) PAYMENT AMOUNT FOR CATEGORY 3.—For pur-
poses of clause (i), the codes and units described in 
this clause, with respect to drugs included in payment 
category 3 described in subparagraph (C)(i), are one 
unit of HCPCS code 96413 plus three units of HCPCS 
code 96415 (as identified as of January 1, 2018, and 
as subsequently modified by the Secretary). 
‘‘(E) CLARIFICATIONS.— 


‘‘(i) INFUSION DRUG ADMINISTRATION DAY.—For pur-
poses of this subsection, with respect to the furnishing 
of transitional home infusion drugs or home infusion 
drugs to an individual by an eligible home infusion 
supplier or a qualified home infusion therapy supplier, 
a reference to payment to such supplier for an infusion 
drug administration calendar day in the individual’s 
home shall refer to payment only for the date on which 
professional services (as described in section 
1861(iii)(2)(A)) were furnished to administer such 
drugs to such individual. For purposes of the previous 
sentence, an infusion drug administration calendar day 
shall include all such drugs administered to such indi-
vidual on such day. 
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‘‘(ii) TREATMENT OF MULTIPLE DRUGS ADMINISTERED 
ON SAME INFUSION DRUG ADMINISTRATION DAY.—In the 
case that an eligible home infusion supplier, with 
respect to an infusion drug administration calendar 
day in an individual’s home, furnishes to such indi-
vidual transitional home infusion drugs which are not 
all assigned to the same payment category under 
subparagraph (C), payment to such supplier for such 
infusion drug administration calendar day in the 
individual’s home shall be a single payment equal to 
the amount of payment under this paragraph for the 
drug, among all such drugs so furnished to such indi-
vidual during such calendar day, for which the highest 
payment would be made under this paragraph. 
‘‘(F) ELIGIBLE HOME INFUSION SUPPLIERS.—In this para-


graph, the term ‘eligible home infusion supplier’ means 
a supplier that is enrolled under this part as a pharmacy 
that provides external infusion pumps and external infu-
sion pump supplies and that maintains all pharmacy licen-
sure requirements in the State in which the applicable 
infusion drugs are administered. 


‘‘(G) IMPLEMENTATION.—Notwithstanding any other 
provision of law, the Secretary may implement this para-
graph by program instruction or otherwise.’’. 


(b) CONFORMING AMENDMENTS.—(1) Section 1842(b)(6)(I) of the 
Social Security Act (42 U.S.C. 1395u(b)(6)(I)) is amended by 
inserting ‘‘or, in the case of items and services described in clause 
(i) of section 1834(u)(7)(A) furnished to an individual during the 
period described in clause (ii) of such section, payment shall be 
made to the eligible home infusion therapy supplier’’ after ‘‘payment 
shall be made to the qualified home infusion therapy supplier’’. 


(2) Section 5012(d) of the 21st Century Cures Act is amended 
by inserting the following before the period at the end: ‘‘, except 
that the amendments made by paragraphs (1) and (2) of subsection 
(c) shall apply to items and services furnished on or after January 
1, 2019’’. 
SEC. 50402. ORTHOTIST’S AND PROSTHETIST’S CLINICAL NOTES AS 


PART OF THE PATIENT’S MEDICAL RECORD. 


Section 1834(h) of the Social Security Act (42 U.S.C. 1395m(h)) 
is amended by adding at the end the following new paragraph: 


‘‘(5) DOCUMENTATION CREATED BY ORTHOTISTS AND 
PROSTHETISTS.—For purposes of determining the reasonable-
ness and medical necessity of orthotics and prosthetics, docu-
mentation created by an orthotist or prosthetist shall be consid-
ered part of the individual’s medical record to support docu-
mentation created by eligible professionals described in section 
1848(k)(3)(B).’’. 


SEC. 50403. INDEPENDENT ACCREDITATION FOR DIALYSIS FACILITIES 
AND ASSURANCE OF HIGH QUALITY SURVEYS. 


(a) ACCREDITATION AND SURVEYS.— 
(1) IN GENERAL.—Section 1865 of the Social Security Act 


(42 U.S.C. 1395bb) is amended— 
(A) in subsection (a)— 


(i) in paragraph (1), in the matter preceding 
subparagraph (A), by striking ‘‘or the conditions and 
requirements under section 1881(b)’’; and 
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(ii) in paragraph (4), by inserting ‘‘(including a 
renal dialysis facility)’’ after ‘‘facility’’; and 
(B) by adding at the end the following new subsection: 


‘‘(e) With respect to an accreditation body that has received 
approval from the Secretary under subsection (a)(3)(A) for accredita-
tion of provider entities that are required to meet the conditions 
and requirements under section 1881(b), in addition to review and 
oversight authorities otherwise applicable under this title, the Sec-
retary shall (as the Secretary determines appropriate) conduct, 
with respect to such accreditation body and provider entities, any 
or all of the following as frequently as is otherwise required to 
be conducted under this title with respect to other accreditation 
bodies or other provider entities: 


‘‘(1) Validation surveys referred to in subsection (d). 
‘‘(2) Accreditation program reviews (as defined in section 


488.8(c) of title 42 of the Code of Federal Regulations, or 
a successor regulation). 


‘‘(3) Performance reviews (as defined in section 488.8(a) 
of title 42 of the Code of Federal Regulations, or a successor 
regulation).’’. 


(2) TIMING FOR ACCEPTANCE OF REQUESTS FROM ACCREDITA-
TION ORGANIZATIONS.—Not later than 90 days after the date 
of enactment of this Act, the Secretary of Health and Human 
Services shall begin accepting requests from national accredita-
tion bodies for a finding described in section 1865(a)(3)(A) of 
the Social Security Act (42 U.S.C. 1395bb(a)(3)(A)) for purposes 
of accrediting provider entities that are required to meet the 
conditions and requirements under section 1881(b) of such Act 
(42 U.S.C. 1395rr(b)). 
(b) REQUIREMENT FOR TIMING OF SURVEYS OF NEW DIALYSIS 


FACILITIES.—Section 1881(b)(1) of the Social Security Act (42 U.S.C. 
1395rr(b)(1)) is amended by adding at the end the following new 
sentence: ‘‘Beginning 180 days after the date of the enactment 
of this sentence, an initial survey of a provider of services or 
a renal dialysis facility to determine if the conditions and require-
ments under this paragraph are met shall be initiated not later 
than 90 days after such date on which both the provider enrollment 
form (without regard to whether such form is submitted prior 
to or after such date of enactment) has been determined by the 
Secretary to be complete and the provider’s enrollment status 
indicates approval is pending the results of such survey.’’. 


SEC. 50404. MODERNIZING THE APPLICATION OF THE STARK RULE 
UNDER MEDICARE. 


(a) CLARIFICATION OF THE WRITING REQUIREMENT AND SIGNA-
TURE REQUIREMENT FOR ARRANGEMENTS PURSUANT TO THE STARK 
RULE.— 


(1) WRITING REQUIREMENT.—Section 1877(h)(1) of the Social 
Security Act (42 U.S.C. 1395nn(h)(1)) is amended by adding 
at the end the following new subparagraph: 


‘‘(D) WRITTEN REQUIREMENT CLARIFIED.—In the case of any 
requirement pursuant to this section for a compensation 
arrangement to be in writing, such requirement shall be satis-
fied by such means as determined by the Secretary, including 
by a collection of documents, including contemporaneous docu-
ments evidencing the course of conduct between the parties 
involved.’’. 
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(2) SIGNATURE REQUIREMENT.—Section 1877(h)(1) of the 
Social Security Act (42 U.S.C. 1395nn(h)(1)), as amended by 
paragraph (1), is further amended by adding at the end the 
following new subparagraph: 


‘‘(E) SPECIAL RULE FOR SIGNATURE REQUIREMENTS.— 
In the case of any requirement pursuant to this section 
for a compensation arrangement to be in writing and signed 
by the parties, such signature requirement shall be met 
if— 


‘‘(i) not later than 90 consecutive calendar days 
immediately following the date on which the compensa-
tion arrangement became noncompliant, the parties 
obtain the required signatures; and 


‘‘(ii) the compensation arrangement otherwise com-
plies with all criteria of the applicable exception.’’. 


(b) INDEFINITE HOLDOVER FOR LEASE ARRANGEMENTS AND PER-
SONAL SERVICES ARRANGEMENTS PURSUANT TO THE STARK RULE.— 
Section 1877(e) of the Social Security Act (42 U.S.C. 1395nn(e)) 
is amended— 


(1) in paragraph (1), by adding at the end the following 
new subparagraph: 


‘‘(C) HOLDOVER LEASE ARRANGEMENTS.—In the case of 
a holdover lease arrangement for the lease of office space 
or equipment, which immediately follows a lease arrange-
ment described in subparagraph (A) for the use of such 
office space or subparagraph (B) for the use of such equip-
ment and that expired after a term of at least 1 year, 
payments made by the lessee to the lessor pursuant to 
such holdover lease arrangement, if— 


‘‘(i) the lease arrangement met the conditions of 
subparagraph (A) for the lease of office space or 
subparagraph (B) for the use of equipment when the 
arrangement expired; 


‘‘(ii) the holdover lease arrangement is on the same 
terms and conditions as the immediately preceding 
arrangement; and 


‘‘(iii) the holdover arrangement continues to satisfy 
the conditions of subparagraph (A) for the lease of 
office space or subparagraph (B) for the use of equip-
ment.’’; and 


(2) in paragraph (3), by adding at the end the following 
new subparagraph: 


‘‘(C) HOLDOVER PERSONAL SERVICE ARRANGEMENT.—In 
the case of a holdover personal service arrangement, which 
immediately follows an arrangement described in subpara-
graph (A) that expired after a term of at least 1 year, 
remuneration from an entity pursuant to such holdover 
personal service arrangement, if— 


‘‘(i) the personal service arrangement met the 
conditions of subparagraph (A) when the arrangement 
expired; 


‘‘(ii) the holdover personal service arrangement is 
on the same terms and conditions as the immediately 
preceding arrangement; and 


‘‘(iii) the holdover arrangement continues to satisfy 
the conditions of subparagraph (A).’’. 
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Subtitle B—Additional Medicare 
Provisions 


SEC. 50411. MAKING PERMANENT THE REMOVAL OF THE RENTAL CAP 
FOR DURABLE MEDICAL EQUIPMENT UNDER MEDICARE 
WITH RESPECT TO SPEECH GENERATING DEVICES. 


Section 1834(a)(2)(A)(iv) of the Social Security Act (42 U.S.C. 
1395m(a)(2)(A)(iv)) is amended by striking ‘‘and before October 1, 
2018,’’. 


SEC. 50412. INCREASED CIVIL AND CRIMINAL PENALTIES AND 
INCREASED SENTENCES FOR FEDERAL HEALTH CARE 
PROGRAM FRAUD AND ABUSE. 


(a) INCREASED CIVIL MONEY PENALTIES AND CRIMINAL FINES.— 
(1) INCREASED CIVIL MONEY PENALTIES.—Section 1128A of 


the Social Security Act (42 U.S.C. 1320a–7a) is amended— 
(A) in subsection (a), in the matter following paragraph 


(10)— 
(i) by striking ‘‘$10,000’’ and inserting ‘‘$20,000’’ 


each place it appears; 
(ii) by striking ‘‘$15,000’’ and inserting ‘‘$30,000’’; 


and 
(iii) by striking ‘‘$50,000’’ and inserting ‘‘$100,000’’ 


each place it appears; and 
(B) in subsection (b)— 


(i) in paragraph (1), in the flush text following 
subparagraph (B), by striking ‘‘$2,000’’ and inserting 
‘‘$5,000’’; 


(ii) in paragraph (2), by striking ‘‘$2,000’’ and 
inserting ‘‘$5,000’’; and 


(iii) in paragraph (3)(A)(i), by striking ‘‘$5,000’’ 
and inserting ‘‘$10,000’’. 


(2) INCREASED CRIMINAL FINES.—Section 1128B of such Act 
(42 U.S.C. 1320a–7b) is amended— 


(A) in subsection (a), in the matter following paragraph 
(6)— 


(i) by striking ‘‘$25,000’’ and inserting ‘‘$100,000’’; 
and 


(ii) by striking ‘‘$10,000’’ and inserting ‘‘$20,000’’; 
(B) in subsection (b)— 


(i) in paragraph (1), in the flush text following 
subparagraph (B), by striking ‘‘$25,000’’ and inserting 
‘‘$100,000’’; and 


(ii) in paragraph (2), in the flush text following 
subparagraph (B), by striking ‘‘$25,000’’ and inserting 
‘‘$100,000’’; 
(C) in subsection (c), by striking ‘‘$25,000’’ and 


inserting ‘‘$100,000’’; 
(D) in subsection (d), in the flush text following para-


graph (2), by striking ‘‘$25,000’’ and inserting ‘‘$100,000’’; 
and 


(E) in subsection (e), by striking ‘‘$2,000’’ and inserting 
‘‘$4,000’’. 


(b) INCREASED SENTENCES FOR FELONIES INVOLVING FEDERAL 
HEALTH CARE PROGRAM FRAUD AND ABUSE.— 
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(1) FALSE STATEMENTS AND REPRESENTATIONS.—Section 
1128B(a) of the Social Security Act (42 U.S.C. 1320a–7b(a)) 
is amended, in the matter following paragraph (6), by striking 
‘‘not more than five years or both, or (ii)’’ and inserting ‘‘not 
more than 10 years or both, or (ii)’’. 


(2) ANTIKICKBACK.—Section 1128B(b) of such Act (42 U.S.C. 
1320a–7b(b)) is amended— 


(A) in paragraph (1), in the flush text following 
subparagraph (B), by striking ‘‘not more than five years’’ 
and inserting ‘‘not more than 10 years’’; and 


(B) in paragraph (2), in the flush text following 
subparagraph (B), by striking ‘‘not more than five years’’ 
and inserting ‘‘not more than 10 years’’. 
(3) FALSE STATEMENT OR REPRESENTATION WITH RESPECT 


TO CONDITIONS OR OPERATIONS OF FACILITIES.—Section 1128B(c) 
of such Act (42 U.S.C. 1320a–7b(c)) is amended by striking 
‘‘not more than five years’’ and inserting ‘‘not more than 10 
years’’. 


(4) EXCESS CHARGES.—Section 1128B(d) of such Act (42 
U.S.C. 1320a–7b(d)) is amended, in the flush text following 
paragraph (2), by striking ‘‘not more than five years’’ and 
inserting ‘‘not more than 10 years’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 


shall apply to acts committed after the date of the enactment 
of this Act. 


SEC. 50413. REDUCING THE VOLUME OF FUTURE EHR-RELATED 
SIGNIFICANT HARDSHIP REQUESTS. 


Section 1848(o)(2)(A) of the Social Security Act (42 U.S.C. 
1395w–4(o)(2)(A)) and section 1886(n)(3)(A) of such Act (42 U.S.C. 
1395ww(n)(3)(A)) are each amended in the last sentence by striking 
‘‘by requiring’’ and all that follows through ‘‘this paragraph’’. 


SEC. 50414. STRENGTHENING RULES IN CASE OF COMPETITION FOR 
DIABETIC TESTING STRIPS. 


(a) SPECIAL RULE IN CASE OF COMPETITION FOR DIABETIC 
TESTING STRIPS.— 


(1) IN GENERAL.—Paragraph (10) of section 1847(b) of the 
Social Security Act (42 U.S.C. 1395w–3(b)) is amended— 


(A) in subparagraph (A), by striking the second sen-
tence and inserting the following new sentence: ‘‘With 
respect to bids to furnish such types of products on or 
after January 1, 2019, the volume for such types of products 
shall be determined by the Secretary through the use of 
multiple sources of data (from mail order and non-mail 
order Medicare markets), including market-based data 
measuring sales of diabetic testing strip products that are 
not exclusively sold by a single retailer from such mar-
kets.’’; and 


(B) by adding at the end the following new subpara-
graphs: 


‘‘(C) DEMONSTRATION OF ABILITY TO FURNISH TYPES 
OF DIABETIC TESTING STRIP PRODUCTS.—With respect to 
bids to furnish diabetic testing strip products on or after 
January 1, 2019, an entity shall attest to the Secretary 
that the entity has the ability to obtain an inventory of 
the types and quantities of diabetic testing strip products 







H. R. 1892—159 


that will allow the entity to furnish such products in a 
manner consistent with its bid and— 


‘‘(i) demonstrate to the Secretary, through letters 
of intent with manufacturers, wholesalers, or other 
suppliers, or other evidence as the Secretary may 
specify, such ability; or 


‘‘(ii) demonstrate to the Secretary that it made 
a good faith attempt to obtain such a letter of intent 
or such other evidence. 
‘‘(D) USE OF UNLISTED TYPES IN CALCULATION OF 


PERCENTAGE.—With respect to bids to furnish diabetic 
testing strip products on or after January 1, 2019, in deter-
mining under subparagraph (A) whether a bid submitted 
by an entity under such subparagraph covers 50 percent 
(or such higher percentage as the Secretary may specify) 
of all types of diabetic testing strip products, the Secretary 
may not attribute a percentage to types of diabetic testing 
strip products that the Secretary does not identify by brand, 
model, and market share volume. 


‘‘(E) ADHERENCE TO DEMONSTRATION.— 
‘‘(i) IN GENERAL.—In the case of an entity that 


is furnishing diabetic testing strip products on or after 
January 1, 2019, under a contract entered into under 
the competition conducted pursuant to paragraph (1), 
the Secretary shall establish a process to monitor, on 
an ongoing basis, the extent to which such entity con-
tinues to cover the product types included in the 
entity’s bid. 


‘‘(ii) TERMINATION.—If the Secretary determines 
that an entity described in clause (i) fails to maintain 
in inventory, or otherwise maintain ready access to 
(through requirements, contracts, or otherwise) a type 
of product included in the entity’s bid, the Secretary 
may terminate such contract unless the Secretary finds 
that the failure of the entity to maintain inventory 
of, or ready access to, the product is the result of 
the discontinuation of the product by the product 
manufacturer, a market-wide shortage of the product, 
or the introduction of a newer model or version of 
the product in the market involved.’’. 


(b) CODIFYING AND EXPANDING ANTI-SWITCHING RULE.—Section 
1847(b) of the Social Security Act (42 U.S.C. 1395w–3(b)), as 
amended by subsection (a)(1), is further amended— 


(1) by redesignating paragraph (11) as paragraph (12); 
and 


(2) by inserting after paragraph (10) the following new 
paragraph: 


‘‘(11) ADDITIONAL SPECIAL RULES IN CASE OF COMPETITION 
FOR DIABETIC TESTING STRIPS.— 


‘‘(A) IN GENERAL.—With respect to an entity that is 
furnishing diabetic testing strip products to individuals 
under a contract entered into under the competitive acquisi-
tion program established under this section, the entity 
shall furnish to each individual a brand of such products 
that is compatible with the home blood glucose monitor 
selected by the individual. 
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‘‘(B) PROHIBITION ON INFLUENCING AND 
INCENTIVIZING.—An entity described in subparagraph (A) 
may not attempt to influence or incentivize an individual 
to switch the brand of glucose monitor or diabetic testing 
strip product selected by the individual, including by— 


‘‘(i) persuading, pressuring, or advising the indi-
vidual to switch; or 


‘‘(ii) furnishing information about alternative 
brands to the individual where the individual has not 
requested such information. 
‘‘(C) PROVISION OF INFORMATION.— 


‘‘(i) STANDARDIZED INFORMATION.—Not later than 
January 1, 2019, the Secretary shall develop and make 
available to entities described in subparagraph (A) 
standardized information that describes the rights of 
an individual with respect to such an entity. The 
information described in the preceding sentence shall 
include information regarding— 


‘‘(I) the requirements established under sub-
paragraphs (A) and (B); 


‘‘(II) the right of the individual to purchase 
diabetic testing strip products from another mail 
order supplier of such products or a retail phar-
macy if the entity is not able to furnish the brand 
of such product that is compatible with the home 
blood glucose monitor selected by the individual; 
and 


‘‘(III) the right of the individual to return 
diabetic testing strip products furnished to the 
individual by the entity. 
‘‘(ii) REQUIREMENT.—With respect to diabetic 


testing strip products furnished on or after the date 
on which the Secretary develops the standardized 
information under clause (i), an entity described in 
subparagraph (A) may not communicate directly to 
an individual until the entity has verbally provided 
the individual with such standardized information. 
‘‘(D) ORDER REFILLS.—With respect to diabetic testing 


strip products furnished on or after January 1, 2019, the 
Secretary shall require an entity furnishing diabetic testing 
strip products to an individual to contact and receive a 
request from the individual for such products not more 
than 14 days prior to dispensing a refill of such products 
to the individual.’’. 


(c) IMPLEMENTATION; NON-APPLICATION OF THE PAPERWORK 
REDUCTION ACT.— 


(1) IMPLEMENTATION.—Notwithstanding any other provi-
sion of law, the Secretary of Health and Human Services may 
implement the provisions of, and amendments made by, this 
section by program instruction or otherwise. 


(2) NON-APPLICATION OF THE PAPERWORK REDUCTION ACT.— 
Chapter 35 of title 44, United States Code (commonly referred 
to as the ‘‘Paperwork Reduction Act of 1995’’), shall not apply 
to this section or the amendments made by this section. 
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TITLE V—OTHER HEALTH EXTENDERS 


SEC. 50501. EXTENSION FOR FAMILY-TO-FAMILY HEALTH INFORMA-
TION CENTERS. 


Section 501(c) of the Social Security Act (42 U.S.C. 701(c)) 
is amended— 


(1) in paragraph (1)(A)— 
(A) in clause (v), by striking ‘‘and’’ at the end; 
(B) in clause (vi), by striking the period at the end 


and inserting ‘‘; and’’; and 
(C) by adding at the end the following new clause: 


‘‘(vii) $6,000,000 for each of fiscal years 2018 and 2019.’’; 
(2) in paragraph (3)(C), by inserting before the period the 


following: ‘‘, and with respect to fiscal years 2018 and 2019, 
such centers shall also be developed in all territories and at 
least one such center shall be developed for Indian tribes’’; 
and 


(3) by amending paragraph (5) to read as follows: 
‘‘(5) For purposes of this subsection— 


‘‘(A) the term ‘Indian tribe’ has the meaning given such 
term in section 4 of the Indian Health Care Improvement 
Act (25 U.S.C. 1603); 


‘‘(B) the term ‘State’ means each of the 50 States and 
the District of Columbia; and 


‘‘(C) the term ‘territory’ means Puerto Rico, Guam, Amer-
ican Samoa, the Virgin Islands, and the Northern Mariana 
Islands.’’. 


SEC. 50502. EXTENSION FOR SEXUAL RISK AVOIDANCE EDUCATION. 


(a) IN GENERAL.—Section 510 of the Social Security Act (42 
U.S.C. 710) is amended to read as follows: 


‘‘SEC. 510. SEXUAL RISK AVOIDANCE EDUCATION. 


‘‘(a) IN GENERAL.— 
‘‘(1) ALLOTMENTS TO STATES.—For the purpose described 


in subsection (b), the Secretary shall, for each of fiscal years 
2018 and 2019, allot to each State which has transmitted 
an application for the fiscal year under section 505(a) an 
amount equal to the product of— 


‘‘(A) the amount appropriated pursuant to subsection 
(e)(1) for the fiscal year, minus the amount reserved under 
subsection (e)(2) for the fiscal year; and 


‘‘(B) the proportion that the number of low-income 
children in the State bears to the total of such numbers 
of children for all the States. 
‘‘(2) OTHER ALLOTMENTS.— 


‘‘(A) OTHER ENTITIES.—For the purpose described in 
subsection (b), the Secretary shall, for each of fiscal years 
2018 and 2019, for any State which has not transmitted 
an application for the fiscal year under section 505(a), 
allot to one or more entities in the State the amount 
that would have been allotted to the State under paragraph 
(1) if the State had submitted such an application. 


‘‘(B) PROCESS.—The Secretary shall select the recipi-
ents of allotments under subparagraph (A) by means of 
a competitive grant process under which— 
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‘‘(i) not later than 30 days after the deadline for 
the State involved to submit an application for the 
fiscal year under section 505(a), the Secretary pub-
lishes a notice soliciting grant applications; and 


‘‘(ii) not later than 120 days after such deadline, 
all such applications must be submitted. 


‘‘(b) PURPOSE.— 
‘‘(1) IN GENERAL.—Except for research under paragraph 


(5) and information collection and reporting under paragraph 
(6), the purpose of an allotment under subsection (a) to a 
State (or to another entity in the State pursuant to subsection 
(a)(2)) is to enable the State or other entity to implement 
education exclusively on sexual risk avoidance (meaning volun-
tarily refraining from sexual activity). 


‘‘(2) REQUIRED COMPONENTS.—Education on sexual risk 
avoidance pursuant to an allotment under this section shall— 


‘‘(A) ensure that the unambiguous and primary 
emphasis and context for each topic described in paragraph 
(3) is a message to youth that normalizes the optimal 
health behavior of avoiding nonmarital sexual activity; 


‘‘(B) be medically accurate and complete; 
‘‘(C) be age-appropriate; 
‘‘(D) be based on adolescent learning and develop-


mental theories for the age group receiving the education; 
and 


‘‘(E) be culturally appropriate, recognizing the experi-
ences of youth from diverse communities, backgrounds, 
and experiences. 
‘‘(3) TOPICS.—Education on sexual risk avoidance pursuant 


to an allotment under this section shall address each of the 
following topics: 


‘‘(A) The holistic individual and societal benefits associ-
ated with personal responsibility, self-regulation, goal set-
ting, healthy decisionmaking, and a focus on the future. 


‘‘(B) The advantage of refraining from nonmarital 
sexual activity in order to improve the future prospects 
and physical and emotional health of youth. 


‘‘(C) The increased likelihood of avoiding poverty when 
youth attain self-sufficiency and emotional maturity before 
engaging in sexual activity. 


‘‘(D) The foundational components of healthy relation-
ships and their impact on the formation of healthy mar-
riages and safe and stable families. 


‘‘(E) How other youth risk behaviors, such as drug 
and alcohol usage, increase the risk for teen sex. 


‘‘(F) How to resist and avoid, and receive help 
regarding, sexual coercion and dating violence, recognizing 
that even with consent teen sex remains a youth risk 
behavior. 
‘‘(4) CONTRACEPTION.—Education on sexual risk avoidance 


pursuant to an allotment under this section shall ensure that— 
‘‘(A) any information provided on contraception is medi-


cally accurate and complete and ensures that students 
understand that contraception offers physical risk reduc-
tion, but not risk elimination; and 


‘‘(B) the education does not include demonstrations, 
simulations, or distribution of contraceptive devices. 
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‘‘(5) RESEARCH.— 
‘‘(A) IN GENERAL.—A State or other entity receiving 


an allotment pursuant to subsection (a) may use up to 
20 percent of such allotment to build the evidence base 
for sexual risk avoidance education by conducting or sup-
porting research. 


‘‘(B) REQUIREMENTS.—Any research conducted or sup-
ported pursuant to subparagraph (A) shall be— 


‘‘(i) rigorous; 
‘‘(ii) evidence-based; and 
‘‘(iii) designed and conducted by independent 


researchers who have experience in conducting and 
publishing research in peer-reviewed outlets. 


‘‘(6) INFORMATION COLLECTION AND REPORTING.—A State 
or other entity receiving an allotment pursuant to subsection 
(a) shall, as specified by the Secretary— 


‘‘(A) collect information on the programs and activities 
funded through the allotment; and 


‘‘(B) submit reports to the Secretary on the data from 
such programs and activities. 


‘‘(c) NATIONAL EVALUATION.— 
‘‘(1) IN GENERAL.—The Secretary shall— 


‘‘(A) in consultation with appropriate State and local 
agencies, conduct one or more rigorous evaluations of the 
education funded through this section and associated data; 
and 


‘‘(B) submit a report to the Congress on the results 
of such evaluations, together with a summary of the 
information collected pursuant to subsection (b)(6). 
‘‘(2) CONSULTATION.—In conducting the evaluations 


required by paragraph (1), including the establishment of rig-
orous evaluation methodologies, the Secretary shall consult 
with relevant stakeholders and evaluation experts. 
‘‘(d) APPLICABILITY OF CERTAIN PROVISIONS.— 


‘‘(1) Sections 503, 507, and 508 apply to allotments under 
subsection (a) to the same extent and in the same manner 
as such sections apply to allotments under section 502(c). 


‘‘(2) Sections 505 and 506 apply to allotments under sub-
section (a) to the extent determined by the Secretary to be 
appropriate. 
‘‘(e) DEFINITIONS.—In this section: 


‘‘(1) The term ‘age-appropriate’ means suitable (in terms 
of topics, messages, and teaching methods) to the developmental 
and social maturity of the particular age or age group of chil-
dren or adolescents, based on developing cognitive, emotional, 
and behavioral capacity typical for the age or age group. 


‘‘(2) The term ‘medically accurate and complete’ means 
verified or supported by the weight of research conducted in 
compliance with accepted scientific methods and— 


‘‘(A) published in peer-reviewed journals, where 
applicable; or 


‘‘(B) comprising information that leading professional 
organizations and agencies with relevant expertise in the 
field recognize as accurate, objective, and complete. 
‘‘(3) The term ‘rigorous’, with respect to research or evalua-


tion, means using— 
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‘‘(A) established scientific methods for measuring the 
impact of an intervention or program model in changing 
behavior (specifically sexual activity or other sexual risk 
behaviors), or reducing pregnancy, among youth; or 


‘‘(B) other evidence-based methodologies established by 
the Secretary for purposes of this section. 
‘‘(4) The term ‘youth’ refers to one or more individuals 


who have attained age 10 but not age 20. 
‘‘(f) FUNDING.— 


‘‘(1) IN GENERAL.—To carry out this section, there is appro-
priated, out of any money in the Treasury not otherwise appro-
priated, $75,000,000 for each of fiscal years 2018 and 2019. 


‘‘(2) RESERVATION.—The Secretary shall reserve, for each 
of fiscal years 2018 and 2019, not more than 20 percent of 
the amount appropriated pursuant to paragraph (1) for admin-
istering the program under this section, including the con-
ducting of national evaluations and the provision of technical 
assistance to the recipients of allotments.’’. 
(b) EFFECTIVE DATE.—The amendment made by this section 


shall take effect as if enacted on October 1, 2017. 


SEC. 50503. EXTENSION FOR PERSONAL RESPONSIBILITY EDUCATION. 


(a) IN GENERAL.—Section 513 of the Social Security Act (42 
U.S.C. 713) is amended— 


(1) in subsection (a)(1)(A), by striking ‘‘2017’’ and inserting 
‘‘2019’’; and 


(2) in subsection (a)(4)— 
(A) in subparagraph (A), by striking ‘‘2017’’ each place 


it appears and inserting ‘‘2019’’; and 
(B) in subparagraph (B)— 


(i) in the subparagraph heading, by striking ‘‘3- 
YEAR GRANTS’’ and inserting ‘‘COMPETITIVE PREP 
GRANTS’’; and 


(ii) in clause (i), by striking ‘‘solicit applications 
to award 3-year grants in each of fiscal years 2012 
through 2017’’ and inserting ‘‘continue through fiscal 
year 2019 grants awarded for any of fiscal years 2015 
through 2017’’; 


(3) in subsection (c)(1), by inserting after ‘‘youth with HIV/ 
AIDS,’’ the following: ‘‘victims of human trafficking,’’; and 


(4) in subsection (f), by striking ‘‘2017’’ and inserting ‘‘2019’’. 
(b) EFFECTIVE DATE.—The amendments made by this section 


shall take effect as if enacted on October 1, 2017. 
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TITLE VI—CHILD AND FAMILY 
SERVICES AND SUPPORTS EXTENDERS 


Subtitle A—Continuing the Maternal, In-
fant, and Early Childhood Home Visiting 
Program 


SEC. 50601. CONTINUING EVIDENCE-BASED HOME VISITING PROGRAM. 


Section 511(j)(1)(H) of the Social Security Act (42 U.S.C. 
711(j)(1)(H)) is amended by striking ‘‘fiscal year 2017’’ and inserting 
‘‘each of fiscal years 2017 through 2022’’. 


SEC. 50602. CONTINUING TO DEMONSTRATE RESULTS TO HELP FAMI-
LIES. 


(a) REQUIRE SERVICE DELIVERY MODELS TO DEMONSTRATE 
IMPROVEMENT IN APPLICABLE BENCHMARK AREAS.—Section 511 of 
the Social Security Act (42 U.S.C. 711) is amended in each of 
subsections (d)(1)(A) and (h)(4)(A) by striking ‘‘each of’’. 


(b) DEMONSTRATION OF IMPROVEMENTS IN SUBSEQUENT 
YEARS.—Section 511(d)(1) of such Act (42 U.S.C. 711(d)(1)) is 
amended by adding at the end the following: 


‘‘(D) DEMONSTRATION OF IMPROVEMENTS IN SUBSE-
QUENT YEARS.— 


‘‘(i) CONTINUED MEASUREMENT OF IMPROVEMENT IN 
APPLICABLE BENCHMARK AREAS.—The eligible entity, 
after demonstrating improvements for eligible families 
as specified in subparagraphs (A) and (B), shall con-
tinue to track and report, not later than 30 days after 
the end of fiscal year 2020 and every 3 years thereafter, 
information demonstrating that the program results 
in improvements for the eligible families participating 
in the program in at least 4 of the areas specified 
in subparagraph (A) that the service delivery model 
or models selected by the entity are intended to 
improve. 


‘‘(ii) CORRECTIVE ACTION PLAN.—If the eligible 
entity fails to demonstrate improvement in at least 
4 of the areas specified in subparagraph (A), as com-
pared to eligible families who do not receive services 
under an early childhood home visitation program, the 
entity shall develop and implement a plan to improve 
outcomes in each of the areas specified in subparagraph 
(A) that the service delivery model or models selected 
by the entity are intended to improve, subject to 
approval by the Secretary. The plan shall include provi-
sions for the Secretary to monitor implementation of 
the plan and conduct continued oversight of the pro-
gram, including through submission by the entity of 
regular reports to the Secretary. 


‘‘(iii) TECHNICAL ASSISTANCE.—The Secretary shall 
provide an eligible entity required to develop and 
implement an improvement plan under clause (ii) with 
technical assistance to develop and implement the 
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plan. The Secretary may provide the technical assist-
ance directly or through grants, contracts, or coopera-
tive agreements. 


‘‘(iv) NO IMPROVEMENT OR FAILURE TO SUBMIT 
REPORT.—If the Secretary determines after a period 
of time specified by the Secretary that an eligible entity 
implementing an improvement plan under clause (ii) 
has failed to demonstrate any improvement in at least 
4 of the areas specified in subparagraph (A), or if 
the Secretary determines that an eligible entity has 
failed to submit the report required by clause (i), the 
Secretary shall terminate the grant made to the entity 
under this section and may include any unexpended 
grant funds in grants made to nonprofit organizations 
under subsection (h)(2)(B).’’. 


(c) INCLUDING INFORMATION ON APPLICABLE BENCHMARKS IN 
APPLICATION.—Section 511(e)(5) of such Act (42 U.S.C. 711(e)(5)) 
is amended by inserting ‘‘that the service delivery model or models 
selected by the entity are intended to improve’’ before the period 
at the end. 
SEC. 50603. REVIEWING STATEWIDE NEEDS TO TARGET RESOURCES. 


Section 511(b)(1) of the Social Security Act (42 U.S.C. 711(b)(1)) 
is amended by striking ‘‘Not later than’’ and all that follows through 
‘‘section 505(a))’’ and inserting ‘‘Each State shall, as a condition 
of receiving payments from an allotment for the State under section 
502, conduct a statewide needs assessment (which may be separate 
from but in coordination with the statewide needs assessment 
required under section 505(a) and which shall be reviewed and 
updated by the State not later than October 1, 2020)’’. 
SEC. 50604. IMPROVING THE LIKELIHOOD OF SUCCESS IN HIGH-RISK 


COMMUNITIES. 


Section 511(d)(4)(A) of the Social Security Act (42 U.S.C. 
711(d)(4)(A)) is amended by inserting ‘‘, taking into account the 
staffing, community resource, and other requirements to operate 
at least one approved model of home visiting and demonstrate 
improvements for eligible families’’ before the period. 
SEC. 50605. OPTION TO FUND EVIDENCE-BASED HOME VISITING ON 


A PAY FOR OUTCOME BASIS. 


(a) IN GENERAL.—Section 511(c) of the Social Security Act (42 
U.S.C. 711(c)) is amended by redesignating paragraphs (3) and 
(4) as paragraphs (4) and (5), respectively, and by inserting after 
paragraph (2) the following: 


‘‘(3) AUTHORITY TO USE GRANT FOR A PAY FOR OUTCOMES 
INITIATIVE.—An eligible entity to which a grant is made under 
paragraph (1) may use up to 25 percent of the grant for out-
comes or success payments related to a pay for outcomes initia-
tive that will not result in a reduction of funding for services 
delivered by the entity under a childhood home visitation pro-
gram under this section while the eligible entity develops or 
operates such an initiative.’’. 
(b) DEFINITION OF PAY FOR OUTCOMES INITIATIVE.—Section 


511(k) of such Act (42 U.S.C. 711(k)) is amended by adding at 
the end the following: 


‘‘(4) PAY FOR OUTCOMES INITIATIVE.—The term ‘pay for 
outcomes initiative’ means a performance-based grant, contract, 
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cooperative agreement, or other agreement awarded by a public 
entity in which a commitment is made to pay for improved 
outcomes achieved as a result of the intervention that result 
in social benefit and direct cost savings or cost avoidance to 
the public sector. Such an initiative shall include— 


‘‘(A) a feasibility study that describes how the proposed 
intervention is based on evidence of effectiveness; 


‘‘(B) a rigorous, third-party evaluation that uses experi-
mental or quasi-experimental design or other research 
methodologies that allow for the strongest possible causal 
inferences to determine whether the initiative has met 
its proposed outcomes as a result of the intervention; 


‘‘(C) an annual, publicly available report on the 
progress of the initiative; and 


‘‘(D) a requirement that payments are made to the 
recipient of a grant, contract, or cooperative agreement 
only when agreed upon outcomes are achieved, except that 
this requirement shall not apply with respect to payments 
to a third party conducting the evaluation described in 
subparagraph (B).’’. 


(c) EXTENDED AVAILABILITY OF FUNDS.—Section 511(j)(3) of 
such Act (42 U.S.C. 711(j)(3)) is amended— 


(1) by striking ‘‘(3) AVAILABILITY.—Funds’’ and inserting 
the following: 


‘‘(3) AVAILABILITY.— 
‘‘(A) IN GENERAL.—Except as provided in subparagraph 


(B), funds’’; and 
(2) by adding at the end the following: 


‘‘(B) FUNDS FOR PAY FOR OUTCOMES INITIATIVES.— 
Funds made available to an eligible entity under this sec-
tion for a fiscal year (or portion of a fiscal year) for a 
pay for outcomes initiative shall remain available for 
expenditure by the eligible entity for not more than 10 
years after the funds are so made available.’’. 


SEC. 50606. DATA EXCHANGE STANDARDS FOR IMPROVED INTEROPER-
ABILITY. 


(a) IN GENERAL.—Section 511(h) of the Social Security Act 
(42 U.S.C. 711(h)) is amended by adding at the end the following: 


‘‘(5) DATA EXCHANGE STANDARDS FOR IMPROVED INTEROPER-
ABILITY.— 


‘‘(A) DESIGNATION AND USE OF DATA EXCHANGE STAND-
ARDS.— 


‘‘(i) DESIGNATION.—The head of the department 
or agency responsible for administering a program 
funded under this section shall, in consultation with 
an interagency work group established by the Office 
of Management and Budget and considering State 
government perspectives, designate data exchange 
standards for necessary categories of information that 
a State agency operating the program is required to 
electronically exchange with another State agency 
under applicable Federal law. 


‘‘(ii) DATA EXCHANGE STANDARDS MUST BE NON-
PROPRIETARY AND INTEROPERABLE.—The data exchange 
standards designated under clause (i) shall, to the 
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extent practicable, be nonproprietary and interoper-
able. 


‘‘(iii) OTHER REQUIREMENTS.—In designating data 
exchange standards under this paragraph, the Sec-
retary shall, to the extent practicable, incorporate— 


‘‘(I) interoperable standards developed and 
maintained by an international voluntary con-
sensus standards body, as defined by the Office 
of Management and Budget; 


‘‘(II) interoperable standards developed and 
maintained by intergovernmental partnerships, 
such as the National Information Exchange Model; 
and 


‘‘(III) interoperable standards developed and 
maintained by Federal entities with authority over 
contracting and financial assistance. 


‘‘(B) DATA EXCHANGE STANDARDS FOR FEDERAL 
REPORTING.— 


‘‘(i) DESIGNATION.—The head of the department 
or agency responsible for administering a program 
referred to in this section shall, in consultation with 
an interagency work group established by the Office 
of Management and Budget, and considering State 
government perspectives, designate data exchange 
standards to govern Federal reporting and exchange 
requirements under applicable Federal law. 


‘‘(ii) REQUIREMENTS.—The data exchange reporting 
standards required by clause (i) shall, to the extent 
practicable— 


‘‘(I) incorporate a widely accepted, nonpropri-
etary, searchable, computer-readable format; 


‘‘(II) be consistent with and implement 
applicable accounting principles; 


‘‘(III) be implemented in a manner that is 
cost-effective and improves program efficiency and 
effectiveness; and 


‘‘(IV) be capable of being continually upgraded 
as necessary. 
‘‘(iii) INCORPORATION OF NONPROPRIETARY STAND-


ARDS.—In designating data exchange standards under 
this paragraph, the Secretary shall, to the extent prac-
ticable, incorporate existing nonproprietary standards, 
such as the eXtensible Mark up Language. 


‘‘(iv) RULE OF CONSTRUCTION.—Nothing in this 
paragraph shall be construed to require a change to 
existing data exchange standards for Federal reporting 
about a program referred to in this section, if the 
head of the department or agency responsible for 
administering the program finds the standards to be 
effective and efficient.’’. 


(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall take effect on the date that is 2 years after the date of 
enactment of this Act. 


SEC. 50607. ALLOCATION OF FUNDS. 


Section 511(j) of the Social Security Act (42 U.S.C. 711(j)) 
is amended by adding at the end the following: 
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‘‘(4) ALLOCATION OF FUNDS.—To the extent that the grant 
amount awarded under this section to an eligible entity is 
determined on the basis of relative population or poverty consid-
erations, the Secretary shall make the determination using 
the most accurate Federal data available for the eligible 
entity.’’. 


Subtitle B—Extension of Health Profes-
sions Workforce Demonstration Projects 


SEC. 50611. EXTENSION OF HEALTH WORKFORCE DEMONSTRATION 
PROJECTS FOR LOW-INCOME INDIVIDUALS. 


Section 2008(c)(1) of the Social Security Act (42 U.S.C. 
1397g(c)(1)) is amended by striking ‘‘2017’’ and inserting ‘‘2019’’. 


TITLE VII—FAMILY FIRST PREVENTION 
SERVICES ACT 


Subtitle A—Investing in Prevention and 
Supporting Families 


SEC. 50701. SHORT TITLE. 


This subtitle may be cited as the ‘‘Bipartisan Budget Act of 
2018’’. 
SEC. 50702. PURPOSE. 


The purpose of this subtitle is to enable States to use Federal 
funds available under parts B and E of title IV of the Social 
Security Act to provide enhanced support to children and families 
and prevent foster care placements through the provision of mental 
health and substance abuse prevention and treatment services, 
in-home parent skill-based programs, and kinship navigator serv-
ices. 


PART I—PREVENTION ACTIVITIES UNDER 
TITLE IV–E 


SEC. 50711. FOSTER CARE PREVENTION SERVICES AND PROGRAMS. 


(a) STATE OPTION.—Section 471 of the Social Security Act (42 
U.S.C. 671) is amended— 


(1) in subsection (a)(1), by striking ‘‘and’’ and all that 
follows through the semicolon and inserting ‘‘, adoption assist-
ance in accordance with section 473, and, at the option of 
the State, services or programs specified in subsection (e)(1) 
of this section for children who are candidates for foster care 
or who are pregnant or parenting foster youth and the parents 
or kin caregivers of the children, in accordance with the require-
ments of that subsection;’’; and 


(2) by adding at the end the following: 
‘‘(e) PREVENTION AND FAMILY SERVICES AND PROGRAMS.— 


‘‘(1) IN GENERAL.—Subject to the succeeding provisions of 
this subsection, the Secretary may make a payment to a State 
for providing the following services or programs for a child 
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described in paragraph (2) and the parents or kin caregivers 
of the child when the need of the child, such a parent, or 
such a caregiver for the services or programs are directly related 
to the safety, permanence, or well-being of the child or to 
preventing the child from entering foster care: 


‘‘(A) MENTAL HEALTH AND SUBSTANCE ABUSE PREVEN-
TION AND TREATMENT SERVICES.—Mental health and sub-
stance abuse prevention and treatment services provided 
by a qualified clinician for not more than a 12-month 
period that begins on any date described in paragraph 
(3) with respect to the child. 


‘‘(B) IN-HOME PARENT SKILL-BASED PROGRAMS.—In- 
home parent skill-based programs for not more than a 
12-month period that begins on any date described in para-
graph (3) with respect to the child and that include par-
enting skills training, parent education, and individual and 
family counseling. 
‘‘(2) CHILD DESCRIBED.—For purposes of paragraph (1), a 


child described in this paragraph is the following: 
‘‘(A) A child who is a candidate for foster care (as 


defined in section 475(13)) but can remain safely at home 
or in a kinship placement with receipt of services or pro-
grams specified in paragraph (1). 


‘‘(B) A child in foster care who is a pregnant or par-
enting foster youth. 
‘‘(3) DATE DESCRIBED.—For purposes of paragraph (1), the 


dates described in this paragraph are the following: 
‘‘(A) The date on which a child is identified in a preven-


tion plan maintained under paragraph (4) as a child who 
is a candidate for foster care (as defined in section 475(13)). 


‘‘(B) The date on which a child is identified in a preven-
tion plan maintained under paragraph (4) as a pregnant 
or parenting foster youth in need of services or programs 
specified in paragraph (1). 
‘‘(4) REQUIREMENTS RELATED TO PROVIDING SERVICES AND 


PROGRAMS.—Services and programs specified in paragraph (1) 
may be provided under this subsection only if specified in 
advance in the child’s prevention plan described in subpara-
graph (A) and the requirements in subparagraphs (B) through 
(E) are met: 


‘‘(A) PREVENTION PLAN.—The State maintains a written 
prevention plan for the child that meets the following 
requirements (as applicable): 


‘‘(i) CANDIDATES.—In the case of a child who is 
a candidate for foster care described in paragraph 
(2)(A), the prevention plan shall— 


‘‘(I) identify the foster care prevention strategy 
for the child so that the child may remain safely 
at home, live temporarily with a kin caregiver 
until reunification can be safely achieved, or live 
permanently with a kin caregiver; 


‘‘(II) list the services or programs to be pro-
vided to or on behalf of the child to ensure the 
success of that prevention strategy; and 


‘‘(III) comply with such other requirements as 
the Secretary shall establish. 
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‘‘(ii) PREGNANT OR PARENTING FOSTER YOUTH.—In 
the case of a child who is a pregnant or parenting 
foster youth described in paragraph (2)(B), the preven-
tion plan shall— 


‘‘(I) be included in the child’s case plan 
required under section 475(1); 


‘‘(II) list the services or programs to be pro-
vided to or on behalf of the youth to ensure that 
the youth is prepared (in the case of a pregnant 
foster youth) or able (in the case of a parenting 
foster youth) to be a parent; 


‘‘(III) describe the foster care prevention 
strategy for any child born to the youth; and 


‘‘(IV) comply with such other requirements as 
the Secretary shall establish. 


‘‘(B) TRAUMA-INFORMED.—The services or programs to 
be provided to or on behalf of a child are provided under 
an organizational structure and treatment framework that 
involves understanding, recognizing, and responding to the 
effects of all types of trauma and in accordance with recog-
nized principles of a trauma-informed approach and 
trauma-specific interventions to address trauma’s con-
sequences and facilitate healing. 


‘‘(C) ONLY SERVICES AND PROGRAMS PROVIDED IN 
ACCORDANCE WITH PROMISING, SUPPORTED, OR WELL-SUP-
PORTED PRACTICES PERMITTED.— 


‘‘(i) IN GENERAL.—Only State expenditures for serv-
ices or programs specified in subparagraph (A) or (B) 
of paragraph (1) that are provided in accordance with 
practices that meet the requirements specified in 
clause (ii) of this subparagraph and that meet the 
requirements specified in clause (iii), (iv), or (v), respec-
tively, for being a promising, supported, or well-sup-
ported practice, shall be eligible for a Federal matching 
payment under section 474(a)(6)(A). 


‘‘(ii) GENERAL PRACTICE REQUIREMENTS.—The gen-
eral practice requirements specified in this clause are 
the following: 


‘‘(I) The practice has a book, manual, or other 
available writings that specify the components of 
the practice protocol and describe how to admin-
ister the practice. 


‘‘(II) There is no empirical basis suggesting 
that, compared to its likely benefits, the practice 
constitutes a risk of harm to those receiving it. 


‘‘(III) If multiple outcome studies have been 
conducted, the overall weight of evidence supports 
the benefits of the practice. 


‘‘(IV) Outcome measures are reliable and valid, 
and are administrated consistently and accurately 
across all those receiving the practice. 


‘‘(V) There is no case data suggesting a risk 
of harm that was probably caused by the treatment 
and that was severe or frequent. 
‘‘(iii) PROMISING PRACTICE.—A practice shall be 


considered to be a ‘promising practice’ if the practice 
is superior to an appropriate comparison practice using 
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conventional standards of statistical significance (in 
terms of demonstrated meaningful improvements in 
validated measures of important child and parent out-
comes, such as mental health, substance abuse, and 
child safety and well-being), as established by the 
results or outcomes of at least one study that— 


‘‘(I) was rated by an independent systematic 
review for the quality of the study design and 
execution and determined to be well-designed and 
well-executed; and 


‘‘(II) utilized some form of control (such as 
an untreated group, a placebo group, or a wait 
list study). 
‘‘(iv) SUPPORTED PRACTICE.—A practice shall be 


considered to be a ‘supported practice’ if— 
‘‘(I) the practice is superior to an appropriate 


comparison practice using conventional standards 
of statistical significance (in terms of demonstrated 
meaningful improvements in validated measures 
of important child and parent outcomes, such as 
mental health, substance abuse, and child safety 
and well-being), as established by the results or 
outcomes of at least one study that— 


‘‘(aa) was rated by an independent system-
atic review for the quality of the study design 
and execution and determined to be well- 
designed and well-executed; 


‘‘(bb) was a rigorous random-controlled 
trial (or, if not available, a study using a rig-
orous quasi-experimental research design); 
and 


‘‘(cc) was carried out in a usual care or 
practice setting; and 
‘‘(II) the study described in subclause (I) estab-


lished that the practice has a sustained effect 
(when compared to a control group) for at least 
6 months beyond the end of the treatment. 
‘‘(v) WELL-SUPPORTED PRACTICE.—A practice shall 


be considered to be a ‘well-supported practice’ if— 
‘‘(I) the practice is superior to an appropriate 


comparison practice using conventional standards 
of statistical significance (in terms of demonstrated 
meaningful improvements in validated measures 
of important child and parent outcomes, such as 
mental health, substance abuse, and child safety 
and well-being), as established by the results or 
outcomes of at least two studies that— 


‘‘(aa) were rated by an independent 
systematic review for the quality of the study 
design and execution and determined to be 
well-designed and well-executed; 


‘‘(bb) were rigorous random-controlled 
trials (or, if not available, studies using a rig-
orous quasi-experimental research design); 
and 


‘‘(cc) were carried out in a usual care or 
practice setting; and 
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‘‘(II) at least one of the studies described in 
subclause (I) established that the practice has a 
sustained effect (when compared to a control 
group) for at least 1 year beyond the end of treat-
ment. 


‘‘(D) GUIDANCE ON PRACTICES CRITERIA AND PRE- 
APPROVED SERVICES AND PROGRAMS.— 


‘‘(i) IN GENERAL.—Not later than October 1, 2018, 
the Secretary shall issue guidance to States regarding 
the practices criteria required for services or programs 
to satisfy the requirements of subparagraph (C). The 
guidance shall include a pre-approved list of services 
and programs that satisfy the requirements. 


‘‘(ii) UPDATES.—The Secretary shall issue updates 
to the guidance required by clause (i) as often as the 
Secretary determines necessary. 
‘‘(E) OUTCOME ASSESSMENT AND REPORTING.—The State 


shall collect and report to the Secretary the following 
information with respect to each child for whom, or on 
whose behalf mental health and substance abuse preven-
tion and treatment services or in-home parent skill-based 
programs are provided during a 12-month period beginning 
on the date the child is determined by the State to be 
a child described in paragraph (2): 


‘‘(i) The specific services or programs provided and 
the total expenditures for each of the services or pro-
grams. 


‘‘(ii) The duration of the services or programs pro-
vided. 


‘‘(iii) In the case of a child described in paragraph 
(2)(A), the child’s placement status at the beginning, 
and at the end, of the 1-year period, respectively, and 
whether the child entered foster care within 2 years 
after being determined a candidate for foster care. 


‘‘(5) STATE PLAN COMPONENT.— 
‘‘(A) IN GENERAL.—A State electing to provide services 


or programs specified in paragraph (1) shall submit as 
part of the State plan required by subsection (a) a preven-
tion services and programs plan component that meets 
the requirements of subparagraph (B). 


‘‘(B) PREVENTION SERVICES AND PROGRAMS PLAN COMPO-
NENT.—In order to meet the requirements of this subpara-
graph, a prevention services and programs plan component, 
with respect to each 5-year period for which the plan 
component is in operation in the State, shall include the 
following: 


‘‘(i) How providing services and programs specified 
in paragraph (1) is expected to improve specific out-
comes for children and families. 


‘‘(ii) How the State will monitor and oversee the 
safety of children who receive services and programs 
specified in paragraph (1), including through periodic 
risk assessments throughout the period in which the 
services and programs are provided on behalf of a 
child and reexamination of the prevention plan main-
tained for the child under paragraph (4) for the provi-
sion of the services or programs if the State determines 
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the risk of the child entering foster care remains high 
despite the provision of the services or programs. 


‘‘(iii) With respect to the services and programs 
specified in subparagraphs (A) and (B) of paragraph 
(1), information on the specific promising, supported, 
or well-supported practices the State plans to use to 
provide the services or programs, including a descrip-
tion of— 


‘‘(I) the services or programs and whether the 
practices used are promising, supported, or well- 
supported; 


‘‘(II) how the State plans to implement the 
services or programs, including how implementa-
tion of the services or programs will be continu-
ously monitored to ensure fidelity to the practice 
model and to determine outcomes achieved and 
how information learned from the monitoring will 
be used to refine and improve practices; 


‘‘(III) how the State selected the services or 
programs; 


‘‘(IV) the target population for the services 
or programs; and 


‘‘(V) how each service or program provided 
will be evaluated through a well-designed and rig-
orous process, which may consist of an ongoing, 
cross-site evaluation approved by the Secretary. 
‘‘(iv) A description of the consultation that the 


State agencies responsible for administering the State 
plans under this part and part B engage in with other 
State agencies responsible for administering health 
programs, including mental health and substance 
abuse prevention and treatment services, and with 
other public and private agencies with experience in 
administering child and family services, including 
community-based organizations, in order to foster a 
continuum of care for children described in paragraph 
(2) and their parents or kin caregivers. 


‘‘(v) A description of how the State shall assess 
children and their parents or kin caregivers to deter-
mine eligibility for services or programs specified in 
paragraph (1). 


‘‘(vi) A description of how the services or programs 
specified in paragraph (1) that are provided for or 
on behalf of a child and the parents or kin caregivers 
of the child will be coordinated with other child and 
family services provided to the child and the parents 
or kin caregivers of the child under the State plans 
in effect under subparts 1 and 2 of part B. 


‘‘(vii) Descriptions of steps the State is taking to 
support and enhance a competent, skilled, and profes-
sional child welfare workforce to deliver trauma- 
informed and evidence-based services, including— 


‘‘(I) ensuring that staff is qualified to provide 
services or programs that are consistent with the 
promising, supported, or well-supported practice 
models selected; and 
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‘‘(II) developing appropriate prevention plans, 
and conducting the risk assessments required 
under clause (iii). 
‘‘(viii) A description of how the State will provide 


training and support for caseworkers in assessing what 
children and their families need, connecting to the 
families served, knowing how to access and deliver 
the needed trauma-informed and evidence-based serv-
ices, and overseeing and evaluating the continuing 
appropriateness of the services. 


‘‘(ix) A description of how caseload size and type 
for prevention caseworkers will be determined, man-
aged, and overseen. 


‘‘(x) An assurance that the State will report to 
the Secretary such information and data as the Sec-
retary may require with respect to the provision of 
services and programs specified in paragraph (1), 
including information and data necessary to determine 
the performance measures for the State under para-
graph (6) and compliance with paragraph (7). 
‘‘(C) REIMBURSEMENT FOR SERVICES UNDER THE 


PREVENTION PLAN COMPONENT.— 
‘‘(i) LIMITATION.—Except as provided in subclause 


(ii), a State may not receive a Federal payment under 
this part for a given promising, supported, or well- 
supported practice unless (in accordance with subpara-
graph (B)(iii)(V)) the plan includes a well-designed and 
rigorous evaluation strategy for that practice. 


‘‘(ii) WAIVER OF LIMITATION.—The Secretary may 
waive the requirement for a well-designed and rigorous 
evaluation of any well-supported practice if the Sec-
retary deems the evidence of the effectiveness of the 
practice to be compelling and the State meets the 
continuous quality improvement requirements included 
in subparagraph (B)(iii)(II) with regard to the practice. 


‘‘(6) PREVENTION SERVICES MEASURES.— 
‘‘(A) ESTABLISHMENT; ANNUAL UPDATES.—Beginning 


with fiscal year 2021, and annually thereafter, the Sec-
retary shall establish the following prevention services 
measures based on information and data reported by States 
that elect to provide services and programs specified in 
paragraph (1): 


‘‘(i) PERCENTAGE OF CANDIDATES FOR FOSTER CARE 
WHO DO NOT ENTER FOSTER CARE.—The percentage of 
candidates for foster care for whom, or on whose behalf, 
the services or programs are provided who do not enter 
foster care, including those placed with a kin caregiver 
outside of foster care, during the 12-month period in 
which the services or programs are provided and 
through the end of the succeeding 12-month period. 


‘‘(ii) PER-CHILD SPENDING.—The total amount of 
expenditures made for mental health and substance 
abuse prevention and treatment services or in-home 
parent skill-based programs, respectively, for, or on 
behalf of, each child described in paragraph (2). 
‘‘(B) DATA.—The Secretary shall establish and annually 


update the prevention services measures— 
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‘‘(i) based on the median State values of the 
information reported under each clause of subpara-
graph (A) for the 3 then most recent years; and 


‘‘(ii) taking into account State differences in the 
price levels of consumption goods and services using 
the most recent regional price parities published by 
the Bureau of Economic Analysis of the Department 
of Commerce or such other data as the Secretary deter-
mines appropriate. 
‘‘(C) PUBLICATION OF STATE PREVENTION SERVICES 


MEASURES.—The Secretary shall annually make available 
to the public the prevention services measures of each 
State. 
‘‘(7) MAINTENANCE OF EFFORT FOR STATE FOSTER CARE 


PREVENTION EXPENDITURES.— 
‘‘(A) IN GENERAL.—If a State elects to provide services 


and programs specified in paragraph (1) for a fiscal year, 
the State foster care prevention expenditures for the fiscal 
year shall not be less than the amount of the expenditures 
for fiscal year 2014 (or, at the option of a State described 
in subparagraph (E), fiscal year 2015 or fiscal year 2016 
(whichever the State elects)). 


‘‘(B) STATE FOSTER CARE PREVENTION EXPENDITURES.— 
The term ‘State foster care prevention expenditures’ means 
the following: 


‘‘(i) TANF; IV–B; SSBG.—State expenditures for 
foster care prevention services and activities under 
the State program funded under part A (including 
from amounts made available by the Federal Govern-
ment), under the State plan developed under part B 
(including any such amounts), or under the Social Serv-
ices Block Grant Programs under subtitle A of title 
XX (including any such amounts). 


‘‘(ii) OTHER STATE PROGRAMS.—State expenditures 
for foster care prevention services and activities under 
any State program that is not described in clause (i) 
(other than any State expenditures for foster care 
prevention services and activities under the State pro-
gram under this part (including under a waiver of 
the program)). 
‘‘(C) STATE EXPENDITURES.—The term ‘State expendi-


tures’ means all State or local funds that are expended 
by the State or a local agency including State or local 
funds that are matched or reimbursed by the Federal 
Government and State or local funds that are not matched 
or reimbursed by the Federal Government. 


‘‘(D) DETERMINATION OF PREVENTION SERVICES AND 
ACTIVITIES.—The Secretary shall require each State that 
elects to provide services and programs specified in para-
graph (1) to report the expenditures specified in subpara-
graph (B) for fiscal year 2014 and for such fiscal years 
thereafter as are necessary to determine whether the State 
is complying with the maintenance of effort requirement 
in subparagraph (A). The Secretary shall specify the spe-
cific services and activities under each program referred 
to in subparagraph (B) that are ‘prevention services and 
activities’ for purposes of the reports. 
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‘‘(E) STATE DESCRIBED.—For purposes of subparagraph 
(A), a State is described in this subparagraph if the popu-
lation of children in the State in 2014 was less than 200,000 
(as determined by the United States Census Bureau). 
‘‘(8) PROHIBITION AGAINST USE OF STATE FOSTER CARE 


PREVENTION EXPENDITURES AND FEDERAL IV–E PREVENTION 
FUNDS FOR MATCHING OR EXPENDITURE REQUIREMENT.—A State 
that elects to provide services and programs specified in para-
graph (1) shall not use any State foster care prevention expendi-
tures for a fiscal year for the State share of expenditures 
under section 474(a)(6) for a fiscal year. 


‘‘(9) ADMINISTRATIVE COSTS.—Expenditures described in 
section 474(a)(6)(B)— 


‘‘(A) shall not be eligible for payment under subpara-
graph (A), (B), or (E) of section 474(a)(3); and 


‘‘(B) shall be eligible for payment under section 
474(a)(6)(B) without regard to whether the expenditures 
are incurred on behalf of a child who is, or is potentially, 
eligible for foster care maintenance payments under this 
part. 
‘‘(10) APPLICATION.— 


‘‘(A) IN GENERAL.—The provision of services or pro-
grams under this subsection to or on behalf of a child 
described in paragraph (2) shall not be considered to be 
receipt of aid or assistance under the State plan under 
this part for purposes of eligibility for any other program 
established under this Act. 


‘‘(B) CANDIDATES IN KINSHIP CARE.—A child described 
in paragraph (2) for whom such services or programs under 
this subsection are provided for more than 6 months while 
in the home of a kin caregiver, and who would satisfy 
the AFDC eligibility requirement of section 
472(a)(3)(A)(ii)(II) but for residing in the home of the care-
giver for more than 6 months, is deemed to satisfy that 
requirement for purposes of determining whether the child 
is eligible for foster care maintenance payments under 
section 472.’’. 


(b) DEFINITION.—Section 475 of such Act (42 U.S.C. 675) is 
amended by adding at the end the following: 


‘‘(13) The term ‘child who is a candidate for foster care’ 
means, a child who is identified in a prevention plan under 
section 471(e)(4)(A) as being at imminent risk of entering foster 
care (without regard to whether the child would be eligible 
for foster care maintenance payments under section 472 or 
is or would be eligible for adoption assistance or kinship 
guardianship assistance payments under section 473) but who 
can remain safely in the child’s home or in a kinship placement 
as long as services or programs specified in section 471(e)(1) 
that are necessary to prevent the entry of the child into foster 
care are provided. The term includes a child whose adoption 
or guardianship arrangement is at risk of a disruption or dis-
solution that would result in a foster care placement.’’. 
(c) PAYMENTS UNDER TITLE IV–E.—Section 474(a) of such Act 


(42 U.S.C. 674(a)) is amended— 
(1) in paragraph (5), by striking the period at the end 


and inserting ‘‘; plus’’; and 
(2) by adding at the end the following: 
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‘‘(6) subject to section 471(e)— 
‘‘(A) for each quarter— 


‘‘(i) subject to clause (ii)— 
‘‘(I) beginning after September 30, 2019, and 


before October 1, 2026, an amount equal to 50 
percent of the total amount expended during the 
quarter for the provision of services or programs 
specified in subparagraph (A) or (B) of section 
471(e)(1) that are provided in accordance with 
promising, supported, or well-supported practices 
that meet the applicable criteria specified for the 
practices in section 471(e)(4)(C); and 


‘‘(II) beginning after September 30, 2026, an 
amount equal to the Federal medical assistance 
percentage (which shall be as defined in section 
1905(b), in the case of a State other than the 
District of Columbia, or 70 percent, in the case 
of the District of Columbia) of the total amount 
expended during the quarter for the provision of 
services or programs specified in subparagraph (A) 
or (B) of section 471(e)(1) that are provided in 
accordance with promising, supported, or well-sup-
ported practices that meet the applicable criteria 
specified for the practices in section 471(e)(4)(C) 
(or, with respect to the payments made during 
the quarter under a cooperative agreement or con-
tract entered into by the State and an Indian 
tribe, tribal organization, or tribal consortium for 
the administration or payment of funds under this 
part, an amount equal to the Federal medical 
assistance percentage that would apply under sec-
tion 479B(d) (in this paragraph referred to as the 
‘tribal FMAP’) if the Indian tribe, tribal organiza-
tion, or tribal consortium made the payments 
under a program operated under that section, 
unless the tribal FMAP is less than the Federal 
medical assistance percentage that applies to the 
State); except that 
‘‘(ii) not less than 50 percent of the total amount 


expended by a State under clause (i) for a fiscal year 
shall be for the provision of services or programs speci-
fied in subparagraph (A) or (B) of section 471(e)(1) 
that are provided in accordance with well-supported 
practices; plus 
‘‘(B) for each quarter specified in subparagraph (A), 


an amount equal to the sum of the following proportions 
of the total amount expended during the quarter— 


‘‘(i) 50 percent of so much of the expenditures 
as are found necessary by the Secretary for the proper 
and efficient administration of the State plan for the 
provision of services or programs specified in section 
471(e)(1), including expenditures for activities 
approved by the Secretary that promote the develop-
ment of necessary processes and procedures to estab-
lish and implement the provision of the services and 
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programs for individuals who are eligible for the serv-
ices and programs and expenditures attributable to 
data collection and reporting; and 


‘‘(ii) 50 percent of so much of the expenditures 
with respect to the provision of services and programs 
specified in section 471(e)(1) as are for training of 
personnel employed or preparing for employment by 
the State agency or by the local agency administering 
the plan in the political subdivision and of the members 
of the staff of State-licensed or State-approved child 
welfare agencies providing services to children 
described in section 471(e)(2) and their parents or kin 
caregivers, including on how to determine who are 
individuals eligible for the services or programs, how 
to identify and provide appropriate services and pro-
grams, and how to oversee and evaluate the ongoing 
appropriateness of the services and programs.’’. 


(d) TECHNICAL ASSISTANCE AND BEST PRACTICES, CLEARING-
HOUSE, AND DATA COLLECTION AND EVALUATIONS.—Section 476 of 
such Act (42 U.S.C. 676) is amended by adding at the end the 
following: 


‘‘(d) TECHNICAL ASSISTANCE AND BEST PRACTICES, CLEARING-
HOUSE, DATA COLLECTION, AND EVALUATIONS RELATING TO PREVEN-
TION SERVICES AND PROGRAMS.— 


‘‘(1) TECHNICAL ASSISTANCE AND BEST PRACTICES.—The Sec-
retary shall provide to States and, as applicable, to Indian 
tribes, tribal organizations, and tribal consortia, technical 
assistance regarding the provision of services and programs 
described in section 471(e)(1) and shall disseminate best prac-
tices with respect to the provision of the services and programs, 
including how to plan and implement a well-designed and rig-
orous evaluation of a promising, supported, or well-supported 
practice. 


‘‘(2) CLEARINGHOUSE OF PROMISING, SUPPORTED, AND WELL- 
SUPPORTED PRACTICES.—The Secretary shall, directly or through 
grants, contracts, or interagency agreements, evaluate research 
on the practices specified in clauses (iii), (iv), and (v), respec-
tively, of section 471(e)(4)(C), and programs that meet the 
requirements described in section 427(a)(1), including culturally 
specific, or location- or population-based adaptations of the 
practices, to identify and establish a public clearinghouse of 
the practices that satisfy each category described by such 
clauses. In addition, the clearinghouse shall include information 
on the specific outcomes associated with each practice, including 
whether the practice has been shown to prevent child abuse 
and neglect and reduce the likelihood of foster care placement 
by supporting birth families and kinship families and improving 
targeted supports for pregnant and parenting youth and their 
children. 


‘‘(3) DATA COLLECTION AND EVALUATIONS.—The Secretary, 
directly or through grants, contracts, or interagency agree-
ments, may collect data and conduct evaluations with respect 
to the provision of services and programs described in section 
471(e)(1) for purposes of assessing the extent to which the 
provision of the services and programs— 


‘‘(A) reduces the likelihood of foster care placement; 
‘‘(B) increases use of kinship care arrangements; or 
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‘‘(C) improves child well-being. 
‘‘(4) REPORTS TO CONGRESS.— 


‘‘(A) IN GENERAL.—The Secretary shall submit to the 
Committee on Finance of the Senate and the Committee 
on Ways and Means of the House of Representatives peri-
odic reports based on the provision of services and programs 
described in section 471(e)(1) and the activities carried 
out under this subsection. 


‘‘(B) PUBLIC AVAILABILITY.—The Secretary shall make 
the reports to Congress submitted under this paragraph 
publicly available. 
‘‘(5) APPROPRIATION.—Out of any money in the Treasury 


of the United States not otherwise appropriated, there are 
appropriated to the Secretary $1,000,000 for fiscal year 2018 
and each fiscal year thereafter to carry out this subsection.’’. 
(e) APPLICATION TO PROGRAMS OPERATED BY INDIAN TRIBAL 


ORGANIZATIONS.— 
(1) IN GENERAL.—Section 479B of such Act (42 U.S.C. 679c) 


is amended— 
(A) in subsection (c)(1)— 


(i) in subparagraph (C)(i)— 
(I) in subclause (II), by striking ‘‘and’’ after 


the semicolon; 
(II) in subclause (III), by striking the period 


at the end and inserting ‘‘; and’’; and 
(III) by adding at the end the following: 
‘‘(IV) at the option of the tribe, organization, 


or consortium, services and programs specified in 
section 471(e)(1) to children described in section 
471(e)(2) and their parents or kin caregivers, in 
accordance with section 471(e) and subparagraph 
(E).’’; and 
(ii) by adding at the end the following: 


‘‘(E) PREVENTION SERVICES AND PROGRAMS FOR CHIL-
DREN AND THEIR PARENTS AND KIN CAREGIVERS.— 


‘‘(i) IN GENERAL.—In the case of a tribe, organiza-
tion, or consortium that elects to provide services and 
programs specified in section 471(e)(1) to children 
described in section 471(e)(2) and their parents or kin 
caregivers under the plan, the Secretary shall specify 
the requirements applicable to the provision of the 
services and programs. The requirements shall, to the 
greatest extent practicable, be consistent with the 
requirements applicable to States under section 471(e) 
and shall permit the provision of the services and 
programs in the form of services and programs that 
are adapted to the culture and context of the tribal 
communities served. 


‘‘(ii) PERFORMANCE MEASURES.—The Secretary 
shall establish specific performance measures for each 
tribe, organization, or consortium that elects to provide 
services and programs specified in section 471(e)(1). 
The performance measures shall, to the greatest extent 
practicable, be consistent with the prevention services 
measures required for States under section 471(e)(6) 
but shall allow for consideration of factors unique to 
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the provision of the services by tribes, organizations, 
or consortia.’’; and 
(B) in subsection (d)(1), by striking ‘‘and (5)’’ and 


inserting ‘‘(5), and (6)(A)’’. 
(2) CONFORMING AMENDMENT.—The heading for subsection 


(d) of section 479B of such Act (42 U.S.C. 679c) is amended 
by striking ‘‘FOR FOSTER CARE MAINTENANCE AND ADOPTION 
ASSISTANCE PAYMENTS’’. 
(f) APPLICATION TO PROGRAMS OPERATED BY TERRITORIES.— 


Section 1108(a)(2) of the Social Security Act (42 U.S.C. 1308(a)(2)) 
is amended by striking ‘‘or 413(f)’’ and inserting ‘‘413(f), or 
474(a)(6)’’. 


SEC. 50712. FOSTER CARE MAINTENANCE PAYMENTS FOR CHILDREN 
WITH PARENTS IN A LICENSED RESIDENTIAL FAMILY- 
BASED TREATMENT FACILITY FOR SUBSTANCE ABUSE. 


(a) IN GENERAL.—Section 472 of the Social Security Act (42 
U.S.C. 672) is amended— 


(1) in subsection (a)(2)(C), by striking ‘‘or’’ and inserting 
‘‘, with a parent residing in a licensed residential family-based 
treatment facility, but only to the extent permitted under sub-
section (j), or in a’’; and 


(2) by adding at the end the following: 
‘‘(j) CHILDREN PLACED WITH A PARENT RESIDING IN A LICENSED 


RESIDENTIAL FAMILY-BASED TREATMENT FACILITY FOR SUBSTANCE 
ABUSE.— 


‘‘(1) IN GENERAL.—Notwithstanding the preceding provi-
sions of this section, a child who is eligible for foster care 
maintenance payments under this section, or who would be 
eligible for the payments if the eligibility were determined 
without regard to paragraphs (1)(B) and (3) of subsection (a), 
shall be eligible for the payments for a period of not more 
than 12 months during which the child is placed with a parent 
who is in a licensed residential family-based treatment facility 
for substance abuse, but only if— 


‘‘(A) the recommendation for the placement is specified 
in the child’s case plan before the placement; 


‘‘(B) the treatment facility provides, as part of the 
treatment for substance abuse, parenting skills training, 
parent education, and individual and family counseling; 
and 


‘‘(C) the substance abuse treatment, parenting skills 
training, parent education, and individual and family coun-
seling is provided under an organizational structure and 
treatment framework that involves understanding, recog-
nizing, and responding to the effects of all types of trauma 
and in accordance with recognized principles of a trauma- 
informed approach and trauma-specific interventions to 
address the consequences of trauma and facilitate healing. 
‘‘(2) APPLICATION.—With respect to children for whom foster 


care maintenance payments are made under paragraph (1), 
only the children who satisfy the requirements of paragraphs 
(1)(B) and (3) of subsection (a) shall be considered to be children 
with respect to whom foster care maintenance payments are 
made under this section for purposes of subsection (h) or section 
473(b)(3)(B).’’. 
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(b) CONFORMING AMENDMENT.—Section 474(a)(1) of such Act 
(42 U.S.C. 674(a)(1)) is amended by inserting ‘‘subject to section 
472(j),’’ before ‘‘an amount equal to the Federal’’ the first place 
it appears. 


SEC. 50713. TITLE IV–E PAYMENTS FOR EVIDENCE-BASED KINSHIP 
NAVIGATOR PROGRAMS. 


Section 474(a) of the Social Security Act (42 U.S.C. 674(a)), 
as amended by section 50711(c), is amended— 


(1) in paragraph (6), by striking the period at the end 
and inserting ‘‘; plus’’; and 


(2) by adding at the end the following: 
‘‘(7) an amount equal to 50 percent of the amounts 


expended by the State during the quarter as the Secretary 
determines are for kinship navigator programs that meet the 
requirements described in section 427(a)(1) and that the Sec-
retary determines are operated in accordance with promising, 
supported, or well-supported practices that meet the applicable 
criteria specified for the practices in section 471(e)(4)(C), with-
out regard to whether the expenditures are incurred on behalf 
of children who are, or are potentially, eligible for foster care 
maintenance payments under this part.’’. 


PART II—ENHANCED SUPPORT UNDER TITLE 
IV–B 


SEC. 50721. ELIMINATION OF TIME LIMIT FOR FAMILY REUNIFICATION 
SERVICES WHILE IN FOSTER CARE AND PERMITTING 
TIME-LIMITED FAMILY REUNIFICATION SERVICES WHEN 
A CHILD RETURNS HOME FROM FOSTER CARE. 


(a) IN GENERAL.—Section 431(a)(7) of the Social Security Act 
(42 U.S.C. 629a(a)(7)) is amended— 


(1) in the paragraph heading, by striking ‘‘TIME-LIMITED 
FAMILY’’ and inserting ‘‘FAMILY’’; and 


(2) in subparagraph (A)— 
(A) by striking ‘‘time-limited family’’ and inserting 


‘‘family’’; 
(B) by inserting ‘‘or a child who has been returned 


home’’ after ‘‘child care institution’’; and 
(C) by striking ‘‘, but only during the 15-month period 


that begins on the date that the child, pursuant to section 
475(5)(F), is considered to have entered foster care’’ and 
inserting ‘‘and to ensure the strength and stability of the 
reunification. In the case of a child who has been returned 
home, the services and activities shall only be provided 
during the 15-month period that begins on the date that 
the child returns home’’. 


(b) CONFORMING AMENDMENTS.— 
(1) Section 430 of such Act (42 U.S.C. 629) is amended 


in the matter preceding paragraph (1), by striking ‘‘time-lim-
ited’’. 


(2) Subsections (a)(4), (a)(5)(A), and (b)(1) of section 432 
of such Act (42 U.S.C. 629b) are amended by striking ‘‘time- 
limited’’ each place it appears. 
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SEC. 50722. REDUCING BUREAUCRACY AND UNNECESSARY DELAYS 
WHEN PLACING CHILDREN IN HOMES ACROSS STATE 
LINES. 


(a) STATE PLAN REQUIREMENT.—Section 471(a)(25) of the Social 
Security Act (42 U.S.C. 671(a)(25)) is amended— 


(1) by striking ‘‘provide’’ and inserting ‘‘provides’’; and 
(2) by inserting ‘‘, which, in the case of a State other 


than the Commonwealth of Puerto Rico, the United States 
Virgin Islands, Guam, or American Samoa, not later than 
October 1, 2027, shall include the use of an electronic interstate 
case-processing system’’ before the first semicolon. 
(b) EXEMPTION OF INDIAN TRIBES.—Section 479B(c) of such 


Act (42 U.S.C. 679c(c)) is amended by adding at the end the fol-
lowing: 


‘‘(4) INAPPLICABILITY OF STATE PLAN REQUIREMENT TO HAVE 
IN EFFECT PROCEDURES PROVIDING FOR THE USE OF AN ELEC-
TRONIC INTERSTATE CASE-PROCESSING SYSTEM.—The require-
ment in section 471(a)(25) that a State plan provide that the 
State shall have in effect procedures providing for the use 
of an electronic interstate case-processing system shall not 
apply to an Indian tribe, tribal organization, or tribal consor-
tium that elects to operate a program under this part.’’. 
(c) FUNDING FOR THE DEVELOPMENT OF AN ELECTRONIC INTER-


STATE CASE-PROCESSING SYSTEM TO EXPEDITE THE INTERSTATE 
PLACEMENT OF CHILDREN IN FOSTER CARE OR GUARDIANSHIP, OR 
FOR ADOPTION.—Section 437 of such Act (42 U.S.C. 629g) is 
amended by adding at the end the following: 


‘‘(g) FUNDING FOR THE DEVELOPMENT OF AN ELECTRONIC INTER-
STATE CASE-PROCESSING SYSTEM TO EXPEDITE THE INTERSTATE 
PLACEMENT OF CHILDREN IN FOSTER CARE OR GUARDIANSHIP, OR 
FOR ADOPTION.— 


‘‘(1) PURPOSE.—The purpose of this subsection is to facili-
tate the development of an electronic interstate case-processing 
system for the exchange of data and documents to expedite 
the placements of children in foster, guardianship, or adoptive 
homes across State lines. 


‘‘(2) REQUIREMENTS.—A State that seeks funding under 
this subsection shall submit to the Secretary the following: 


‘‘(A) A description of the goals and outcomes to be 
achieved, which goals and outcomes must result in— 


‘‘(i) reducing the time it takes for a child to be 
provided with a safe and appropriate permanent living 
arrangement across State lines; 


‘‘(ii) improving administrative processes and 
reducing costs in the foster care system; and 


‘‘(iii) the secure exchange of relevant case files 
and other necessary materials in real time, and timely 
communications and placement decisions regarding 
interstate placements of children. 
‘‘(B) A description of the activities to be funded in 


whole or in part with the funds, including the sequencing 
of the activities. 


‘‘(C) A description of the strategies for integrating pro-
grams and services for children who are placed across 
State lines. 


‘‘(D) Such other information as the Secretary may 
require. 
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‘‘(3) FUNDING AUTHORITY.—The Secretary may provide 
funds to a State that complies with paragraph (2). In providing 
funds under this subsection, the Secretary shall prioritize 
States that are not yet connected with the electronic interstate 
case-processing system referred to in paragraph (1). 


‘‘(4) USE OF FUNDS.—A State to which funding is provided 
under this subsection shall use the funding to support the 
State in connecting with, or enhancing or expediting services 
provided under, the electronic interstate case-processing system 
referred to in paragraph (1). 


‘‘(5) EVALUATIONS.—Not later than 1 year after the final 
year in which funds are awarded under this subsection, the 
Secretary shall submit to the Congress, and make available 
to the general public by posting on a website, a report that 
contains the following information: 


‘‘(A) How using the electronic interstate case-processing 
system developed pursuant to paragraph (4) has changed 
the time it takes for children to be placed across State 
lines. 


‘‘(B) The number of cases subject to the Interstate 
Compact on the Placement of Children that were processed 
through the electronic interstate case-processing system, 
and the number of interstate child placement cases that 
were processed outside the electronic interstate case-proc-
essing system, by each State in each year. 


‘‘(C) The progress made by States in implementing 
the electronic interstate case-processing system. 


‘‘(D) How using the electronic interstate case-proc-
essing system has affected various metrics related to child 
safety and well-being, including the time it takes for chil-
dren to be placed across State lines. 


‘‘(E) How using the electronic interstate case-processing 
system has affected administrative costs and caseworker 
time spent on placing children across State lines. 
‘‘(6) DATA INTEGRATION.—The Secretary, in consultation 


with the Secretariat for the Interstate Compact on the Place-
ment of Children and the States, shall assess how the electronic 
interstate case-processing system developed pursuant to para-
graph (4) could be used to better serve and protect children 
that come to the attention of the child welfare system, by— 


‘‘(A) connecting the system with other data systems 
(such as systems operated by State law enforcement and 
judicial agencies, systems operated by the Federal Bureau 
of Investigation for the purposes of the Innocence Lost 
National Initiative, and other systems); 


‘‘(B) simplifying and improving reporting related to 
paragraphs (34) and (35) of section 471(a) regarding chil-
dren or youth who have been identified as being a sex 
trafficking victim or children missing from foster care; and 


‘‘(C) improving the ability of States to quickly comply 
with background check requirements of section 471(a)(20), 
including checks of child abuse and neglect registries as 
required by section 471(a)(20)(B).’’. 


(d) RESERVATION OF FUNDS TO IMPROVE THE INTERSTATE PLACE-
MENT OF CHILDREN.—Section 437(b) of such Act (42 U.S.C. 629g(b)) 
is amended by adding at the end the following: 
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‘‘(4) IMPROVING THE INTERSTATE PLACEMENT OF CHIL-
DREN.—The Secretary shall reserve $5,000,000 of the amount 
made available for fiscal year 2018 for grants under subsection 
(g), and the amount so reserved shall remain available through 
fiscal year 2022.’’. 


SEC. 50723. ENHANCEMENTS TO GRANTS TO IMPROVE WELL-BEING 
OF FAMILIES AFFECTED BY SUBSTANCE ABUSE. 


Section 437(f) of the Social Security Act (42 U.S.C. 629g(f)) 
is amended— 


(1) in the subsection heading, by striking ‘‘INCREASE THE 
WELL-BEING OF, AND TO IMPROVE THE PERMANENCY OUTCOMES 
FOR, CHILDREN AFFECTED BY’’ and inserting ‘‘IMPLEMENT IV– 
E PREVENTION SERVICES, AND IMPROVE THE WELL-BEING OF, 
AND IMPROVE PERMANENCY OUTCOMES FOR, CHILDREN AND 
FAMILIES AFFECTED BY HEROIN, OPIOIDS, AND OTHER’’; 


(2) by striking paragraph (2) and inserting the following: 
‘‘(2) REGIONAL PARTNERSHIP DEFINED.—In this subsection, 


the term ‘regional partnership’ means a collaborative agreement 
(which may be established on an interstate, State, or intrastate 
basis) entered into by the following: 


‘‘(A) MANDATORY PARTNERS FOR ALL PARTNERSHIP 
GRANTS.— 


‘‘(i) The State child welfare agency that is respon-
sible for the administration of the State plan under 
this part and part E. 


‘‘(ii) The State agency responsible for admin-
istering the substance abuse prevention and treatment 
block grant provided under subpart II of part B of 
title XIX of the Public Health Service Act. 
‘‘(B) MANDATORY PARTNERS FOR PARTNERSHIP GRANTS 


PROPOSING TO SERVE CHILDREN IN OUT-OF-HOME PLACE-
MENTS.—If the partnership proposes to serve children in 
out-of-home placements, the Juvenile Court or Administra-
tive Office of the Court that is most appropriate to oversee 
the administration of court programs in the region to 
address the population of families who come to the atten-
tion of the court due to child abuse or neglect. 


‘‘(C) OPTIONAL PARTNERS.—At the option of the partner-
ship, any of the following: 


‘‘(i) An Indian tribe or tribal consortium. 
‘‘(ii) Nonprofit child welfare service providers. 
‘‘(iii) For-profit child welfare service providers. 
‘‘(iv) Community health service providers, 


including substance abuse treatment providers. 
‘‘(v) Community mental health providers. 
‘‘(vi) Local law enforcement agencies. 
‘‘(vii) School personnel. 
‘‘(viii) Tribal child welfare agencies (or a consortia 


of the agencies). 
‘‘(ix) Any other providers, agencies, personnel, offi-


cials, or entities that are related to the provision of 
child and family services under a State plan approved 
under this subpart. 
‘‘(D) EXCEPTION FOR REGIONAL PARTNERSHIPS WHERE 


THE LEAD APPLICANT IS AN INDIAN TRIBE OR TRIBAL CON-
SORTIA.—If an Indian tribe or tribal consortium enters 
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into a regional partnership for purposes of this subsection, 
the Indian tribe or tribal consortium— 


‘‘(i) may (but is not required to) include the State 
child welfare agency as a partner in the collaborative 
agreement; 


‘‘(ii) may not enter into a collaborative agreement 
only with tribal child welfare agencies (or a consortium 
of the agencies); and 


‘‘(iii) if the condition described in paragraph (2)(B) 
applies, may include tribal court organizations in lieu 
of other judicial partners.’’; 


(3) in paragraph (3)— 
(A) in subparagraph (A)— 


(i) by striking ‘‘2012 through 2016’’ and inserting 
‘‘2017 through 2021’’; and 


(ii) by striking ‘‘$500,000 and not more than 
$1,000,000’’ and inserting ‘‘$250,000 and not more than 
$1,000,000’’; 
(B) in subparagraph (B)— 


(i) in the subparagraph heading, by inserting ‘‘; 
PLANNING’’ after ‘‘APPROVAL’’; 


(ii) in clause (i), by striking ‘‘clause (ii)’’ and 
inserting ‘‘clauses (ii) and (iii)’’; and 


(iii) by adding at the end the following: 
‘‘(iii) SUFFICIENT PLANNING.—A grant awarded 


under this subsection shall be disbursed in two phases: 
a planning phase (not to exceed 2 years) and an 
implementation phase. The total disbursement to a 
grantee for the planning phase may not exceed 
$250,000, and may not exceed the total anticipated 
funding for the implementation phase.’’; and 
(C) by adding at the end the following: 
‘‘(D) LIMITATION ON PAYMENT FOR A FISCAL YEAR.— 


No payment shall be made under subparagraph (A) or 
(C) for a fiscal year until the Secretary determines that 
the eligible partnership has made sufficient progress in 
meeting the goals of the grant and that the members 
of the eligible partnership are coordinating to a reasonable 
degree with the other members of the eligible partnership.’’; 
(4) in paragraph (4)— 


(A) in subparagraph (B)— 
(i) in clause (i), by inserting ‘‘, parents, and fami-


lies’’ after ‘‘children’’; 
(ii) in clause (ii), by striking ‘‘safety and perma-


nence for such children; and’’ and inserting ‘‘safe, 
permanent caregiving relationships for the children;’’; 


(iii) in clause (iii), by striking ‘‘or’’ and inserting 
‘‘increase reunification rates for children who have 
been placed in out-of-home care, or decrease’’; and 


(iv) by redesignating clause (iii) as clause (v) and 
inserting after clause (ii) the following: 


‘‘(iii) improve the substance abuse treatment out-
comes for parents including retention in treatment and 
successful completion of treatment; 


‘‘(iv) facilitate the implementation, delivery, and 
effectiveness of prevention services and programs 
under section 471(e); and’’; 







H. R. 1892—187 


(B) in subparagraph (D), by striking ‘‘where appro-
priate,’’; and 


(C) by striking subparagraphs (E) and (F) and inserting 
the following: 


‘‘(E) A description of a plan for sustaining the services 
provided by or activities funded under the grant after the 
conclusion of the grant period, including through the use 
of prevention services and programs under section 471(e) 
and other funds provided to the State for child welfare 
and substance abuse prevention and treatment services. 


‘‘(F) Additional information needed by the Secretary 
to determine that the proposed activities and implementa-
tion will be consistent with research or evaluations showing 
which practices and approaches are most effective.’’; 
(5) in paragraph (5)(A), by striking ‘‘abuse treatment’’ and 


inserting ‘‘use disorder treatment including medication assisted 
treatment and in-home substance abuse disorder treatment 
and recovery’’; 


(6) in paragraph (7)— 
(A) by striking ‘‘and’’ at the end of subparagraph (C); 


and 
(B) by redesignating subparagraph (D) as subpara-


graph (E) and inserting after subparagraph (C) the fol-
lowing: 


‘‘(D) demonstrate a track record of successful collabora-
tion among child welfare, substance abuse disorder treat-
ment and mental health agencies; and’’; 
(7) in paragraph (8)— 


(A) in subparagraph (A)— 
(i) by striking ‘‘establish indicators that will be’’ 


and inserting ‘‘review indicators that are’’; and 
(ii) by striking ‘‘in using funds made available 


under such grants to achieve the purpose of this sub-
section’’ and inserting ‘‘and establish a set of core 
indicators related to child safety, parental recovery, 
parenting capacity, and family well-being. In devel-
oping the core indicators, to the extent possible, indica-
tors shall be made consistent with the outcome meas-
ures described in section 471(e)(6)’’; and 
(B) in subparagraph (B)— 


(i) in the matter preceding clause (i), by inserting 
‘‘base the performance measures on lessons learned 
from prior rounds of regional partnership grants under 
this subsection, and’’ before ‘‘consult’’; and 


(ii) by striking clauses (iii) and (iv) and inserting 
the following: 


‘‘(iii) Other stakeholders or constituencies as deter-
mined by the Secretary.’’; 


(8) in paragraph (9)(A), by striking clause (i) and inserting 
the following: 


‘‘(i) SEMIANNUAL REPORTS.—Not later than Sep-
tember 30 of each fiscal year in which a recipient 
of a grant under this subsection is paid funds under 
the grant, and every 6 months thereafter, the grant 
recipient shall submit to the Secretary a report on 
the services provided and activities carried out during 
the reporting period, progress made in achieving the 
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goals of the program, the number of children, adults, 
and families receiving services, and such additional 
information as the Secretary determines is necessary. 
The report due not later than September 30 of the 
last such fiscal year shall include, at a minimum, data 
on each of the performance indicators included in the 
evaluation of the regional partnership.’’; and 


(9) in paragraph (10), by striking ‘‘2012 through 2016’’ 
and inserting ‘‘2017 through 2021’’. 


PART III—MISCELLANEOUS 


SEC. 50731. REVIEWING AND IMPROVING LICENSING STANDARDS FOR 
PLACEMENT IN A RELATIVE FOSTER FAMILY HOME. 


(a) IDENTIFICATION OF REPUTABLE MODEL LICENSING STAND-
ARDS.—Not later than October 1, 2018, the Secretary of Health 
and Human Services shall identify reputable model licensing stand-
ards with respect to the licensing of foster family homes (as defined 
in section 472(c)(1) of the Social Security Act). 


(b) STATE PLAN REQUIREMENT.—Section 471(a) of the Social 
Security Act (42 U.S.C. 671(a)) is amended— 


(1) in paragraph (34)(B), by striking ‘‘and’’ after the semi-
colon; 


(2) in paragraph (35)(B), by striking the period at the 
end and inserting a semicolon; and 


(3) by adding at the end the following: 
‘‘(36) provides that, not later than April 1, 2019, the State 


shall submit to the Secretary information addressing— 
‘‘(A) whether the State licensing standards are in 


accord with model standards identified by the Secretary, 
and if not, the reason for the specific deviation and a 
description as to why having a standard that is reasonably 
in accord with the corresponding national model standards 
is not appropriate for the State; 


‘‘(B) whether the State has elected to waive standards 
established in 471(a)(10)(A) for relative foster family homes 
(pursuant to waiver authority provided by 471(a)(10)(D)), 
a description of which standards the State most commonly 
waives, and if the State has not elected to waive the 
standards, the reason for not waiving these standards; 


‘‘(C) if the State has elected to waive standards speci-
fied in subparagraph (B), how caseworkers are trained 
to use the waiver authority and whether the State has 
developed a process or provided tools to assist caseworkers 
in waiving nonsafety standards per the authority provided 
in 471(a)(10)(D) to quickly place children with relatives; 
and 


‘‘(D) a description of the steps the State is taking 
to improve caseworker training or the process, if any; and’’. 


SEC. 50732. DEVELOPMENT OF A STATEWIDE PLAN TO PREVENT CHILD 
ABUSE AND NEGLECT FATALITIES. 


Section 422(b)(19) of the Social Security Act (42 U.S.C. 
622(b)(19)) is amended to read as follows: 


‘‘(19) document steps taken to track and prevent child 
maltreatment deaths by including— 
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‘‘(A) a description of the steps the State is taking 
to compile complete and accurate information on the deaths 
required by Federal law to be reported by the State agency 
referred to in paragraph (1), including gathering relevant 
information on the deaths from the relevant organizations 
in the State including entities such as State vital statistics 
department, child death review teams, law enforcement 
agencies, offices of medical examiners, or coroners; and 


‘‘(B) a description of the steps the State is taking 
to develop and implement a comprehensive, statewide plan 
to prevent the fatalities that involves and engages relevant 
public and private agency partners, including those in 
public health, law enforcement, and the courts.’’. 


SEC. 50733. MODERNIZING THE TITLE AND PURPOSE OF TITLE IV– 
E. 


(a) PART HEADING.—The heading for part E of title IV of 
the Social Security Act (42 U.S.C. 670 et seq.) is amended to 
read as follows: 


‘‘PART E—FEDERAL PAYMENTS FOR FOSTER 
CARE, PREVENTION, AND PERMANENCY’’. 
(b) PURPOSE.—The first sentence of section 470 of such Act 


(42 U.S.C. 670) is amended— 
(1) by striking ‘‘1995) and’’ and inserting ‘‘1995),’’; 
(2) by inserting ‘‘kinship guardianship assistance, and 


prevention services or programs specified in section 471(e)(1),’’ 
after ‘‘needs,’’; and 


(3) by striking ‘‘(commencing with the fiscal year which 
begins October 1, 1980)’’. 


SEC. 50734. EFFECTIVE DATES. 


(a) EFFECTIVE DATES.— 
(1) IN GENERAL.—Except as provided in paragraph (2), sub-


ject to subsection (b), the amendments made by parts I through 
III of this subtitle shall take effect on October 1, 2018. 


(2) EXCEPTIONS.—The amendments made by sections 
50711(d), 50731, and 50733 shall take effect on the date of 
enactment of this Act. 
(b) TRANSITION RULE.— 


(1) IN GENERAL.—In the case of a State plan under part 
B or E of title IV of the Social Security Act which the Secretary 
of Health and Human Services determines requires State legis-
lation (other than legislation appropriating funds) in order for 
the plan to meet the additional requirements imposed by the 
amendments made by parts I through III of this subtitle, the 
State plan shall not be regarded as failing to comply with 
the requirements of such part solely on the basis of the failure 
of the plan to meet such additional requirements before the 
first day of the first calendar quarter beginning after the close 
of the first regular session of the State legislature that begins 
after the date of enactment of this Act. For purposes of the 
previous sentence, in the case of a State that has a 2-year 
legislative session, each year of the session shall be deemed 
to be a separate regular session of the State legislature. 
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(2) APPLICATION TO PROGRAMS OPERATED BY INDIAN TRIBAL 
ORGANIZATIONS.—In the case of an Indian tribe, tribal organiza-
tion, or tribal consortium which the Secretary of Health and 
Human Services determines requires time to take action nec-
essary to comply with the additional requirements imposed 
by the amendments made by parts I through III of this subtitle 
(whether the tribe, organization, or tribal consortium has a 
plan under section 479B of the Social Security Act or a coopera-
tive agreement or contract entered into with a State), the 
Secretary shall provide the tribe, organization, or tribal consor-
tium with such additional time as the Secretary determines 
is necessary for the tribe, organization, or tribal consortium 
to take the action to comply with the additional requirements 
before being regarded as failing to comply with the require-
ments. 


PART IV—ENSURING THE NECESSITY OF A 
PLACEMENT THAT IS NOT IN A FOSTER FAM-
ILY HOME 


SEC. 50741. LIMITATION ON FEDERAL FINANCIAL PARTICIPATION FOR 
PLACEMENTS THAT ARE NOT IN FOSTER FAMILY HOMES. 


(a) LIMITATION ON FEDERAL FINANCIAL PARTICIPATION.— 
(1) IN GENERAL.—Section 472 of the Social Security Act 


(42 U.S.C. 672), as amended by section 50712(a), is amended— 
(A) in subsection (a)(2)(C), by inserting ‘‘, but only 


to the extent permitted under subsection (k)’’ after ‘‘institu-
tion’’; and 


(B) by adding at the end the following: 
‘‘(k) LIMITATION ON FEDERAL FINANCIAL PARTICIPATION.— 


‘‘(1) IN GENERAL.—Beginning with the third week for which 
foster care maintenance payments are made under this section 
on behalf of a child placed in a child-care institution, no Federal 
payment shall be made to the State under section 474(a)(1) 
for amounts expended for foster care maintenance payments 
on behalf of the child unless— 


‘‘(A) the child is placed in a child-care institution that 
is a setting specified in paragraph (2) (or is placed in 
a licensed residential family-based treatment facility con-
sistent with subsection (j)); and 


‘‘(B) in the case of a child placed in a qualified residen-
tial treatment program (as defined in paragraph (4)), the 
requirements specified in paragraph (3) and section 475A(c) 
are met. 
‘‘(2) SPECIFIED SETTINGS FOR PLACEMENT.—The settings for 


placement specified in this paragraph are the following: 
‘‘(A) A qualified residential treatment program (as 


defined in paragraph (4)). 
‘‘(B) A setting specializing in providing prenatal, post- 


partum, or parenting supports for youth. 
‘‘(C) In the case of a child who has attained 18 years 


of age, a supervised setting in which the child is living 
independently. 


‘‘(D) A setting providing high-quality residential care 
and supportive services to children and youth who have 
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been found to be, or are at risk of becoming, sex trafficking 
victims, in accordance with section 471(a)(9)(C). 
‘‘(3) ASSESSMENT TO DETERMINE APPROPRIATENESS OF 


PLACEMENT IN A QUALIFIED RESIDENTIAL TREATMENT PRO-
GRAM.— 


‘‘(A) DEADLINE FOR ASSESSMENT.—In the case of a child 
who is placed in a qualified residential treatment program, 
if the assessment required under section 475A(c)(1) is not 
completed within 30 days after the placement is made, 
no Federal payment shall be made to the State under 
section 474(a)(1) for any amounts expended for foster care 
maintenance payments on behalf of the child during the 
placement. 


‘‘(B) DEADLINE FOR TRANSITION OUT OF PLACEMENT.— 
If the assessment required under section 475A(c)(1) deter-
mines that the placement of a child in a qualified residen-
tial treatment program is not appropriate, a court dis-
approves such a placement under section 475A(c)(2), or 
a child who has been in an approved placement in a quali-
fied residential treatment program is going to return home 
or be placed with a fit and willing relative, a legal guardian, 
or an adoptive parent, or in a foster family home, Federal 
payments shall be made to the State under section 474(a)(1) 
for amounts expended for foster care maintenance pay-
ments on behalf of the child while the child remains in 
the qualified residential treatment program only during 
the period necessary for the child to transition home or 
to such a placement. In no event shall a State receive 
Federal payments under section 474(a)(1) for amounts 
expended for foster care maintenance payments on behalf 
of a child who remains placed in a qualified residential 
treatment program after the end of the 30-day period that 
begins on the date a determination is made that the place-
ment is no longer the recommended or approved placement 
for the child. 
‘‘(4) QUALIFIED RESIDENTIAL TREATMENT PROGRAM.—For 


purposes of this part, the term ‘qualified residential treatment 
program’ means a program that— 


‘‘(A) has a trauma-informed treatment model that is 
designed to address the needs, including clinical needs 
as appropriate, of children with serious emotional or behav-
ioral disorders or disturbances and, with respect to a child, 
is able to implement the treatment identified for the child 
by the assessment of the child required under section 
475A(c); 


‘‘(B) subject to paragraphs (5) and (6), has registered 
or licensed nursing staff and other licensed clinical staff 
who— 


‘‘(i) provide care within the scope of their practice 
as defined by State law; 


‘‘(ii) are on-site according to the treatment model 
referred to in subparagraph (A); and 


‘‘(iii) are available 24 hours a day and 7 days 
a week; 
‘‘(C) to extent appropriate, and in accordance with the 


child’s best interests, facilitates participation of family 
members in the child’s treatment program; 
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‘‘(D) facilitates outreach to the family members of the 
child, including siblings, documents how the outreach is 
made (including contact information), and maintains con-
tact information for any known biological family and fictive 
kin of the child; 


‘‘(E) documents how family members are integrated 
into the treatment process for the child, including post- 
discharge, and how sibling connections are maintained; 


‘‘(F) provides discharge planning and family-based 
aftercare support for at least 6 months post-discharge; and 


‘‘(G) is licensed in accordance with section 471(a)(10) 
and is accredited by any of the following independent, 
not-for-profit organizations: 


‘‘(i) The Commission on Accreditation of Rehabilita-
tion Facilities (CARF). 


‘‘(ii) The Joint Commission on Accreditation of 
Healthcare Organizations (JCAHO). 


‘‘(iii) The Council on Accreditation (COA). 
‘‘(iv) Any other independent, not-for-profit accred-


iting organization approved by the Secretary. 
‘‘(5) ADMINISTRATIVE COSTS.—The prohibition in paragraph 


(1) on Federal payments under section 474(a)(1) shall not be 
construed as prohibiting Federal payments for administrative 
expenditures incurred on behalf of a child placed in a child- 
care institution and for which payment is available under sec-
tion 474(a)(3). 


‘‘(6) RULE OF CONSTRUCTION.—The requirements in para-
graph (4)(B) shall not be construed as requiring a qualified 
residential treatment program to acquire nursing and behav-
ioral health staff solely through means of a direct employer 
to employee relationship.’’. 


(2) CONFORMING AMENDMENT.—Section 474(a)(1) of the 
Social Security Act (42 U.S.C. 674(a)(1)), as amended by section 
50712(b), is amended by striking ‘‘section 472(j)’’ and inserting 
‘‘subsections (j) and (k) of section 472’’. 
(b) DEFINITION OF FOSTER FAMILY HOME, CHILD-CARE INSTITU-


TION.—Section 472(c) of such Act (42 U.S.C. 672(c)(1)) is amended 
to read as follows: 


‘‘(c) DEFINITIONS.—For purposes of this part: 
‘‘(1) FOSTER FAMILY HOME.— 


‘‘(A) IN GENERAL.—The term ‘foster family home’ means 
the home of an individual or family— 


‘‘(i) that is licensed or approved by the State in 
which it is situated as a foster family home that meets 
the standards established for the licensing or approval; 
and 


‘‘(ii) in which a child in foster care has been placed 
in the care of an individual, who resides with the 
child and who has been licensed or approved by the 
State to be a foster parent— 


‘‘(I) that the State deems capable of adhering 
to the reasonable and prudent parent standard; 


‘‘(II) that provides 24-hour substitute care for 
children placed away from their parents or other 
caretakers; and 


‘‘(III) that provides the care for not more than 
six children in foster care. 
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‘‘(B) STATE FLEXIBILITY.—The number of foster children 
that may be cared for in a home under subparagraph 
(A) may exceed the numerical limitation in subparagraph 
(A)(ii)(III), at the option of the State, for any of the following 
reasons: 


‘‘(i) To allow a parenting youth in foster care to 
remain with the child of the parenting youth. 


‘‘(ii) To allow siblings to remain together. 
‘‘(iii) To allow a child with an established meaning-


ful relationship with the family to remain with the 
family. 


‘‘(iv) To allow a family with special training or 
skills to provide care to a child who has a severe 
disability. 
‘‘(C) RULE OF CONSTRUCTION.—Subparagraph (A) shall 


not be construed as prohibiting a foster parent from renting 
the home in which the parent cares for a foster child 
placed in the parent’s care. 
‘‘(2) CHILD-CARE INSTITUTION.— 


‘‘(A) IN GENERAL.—The term ‘child-care institution’ 
means a private child-care institution, or a public child- 
care institution which accommodates no more than 25 chil-
dren, which is licensed by the State in which it is situated 
or has been approved by the agency of the State responsible 
for licensing or approval of institutions of this type as 
meeting the standards established for the licensing. 


‘‘(B) SUPERVISED SETTINGS.—In the case of a child who 
has attained 18 years of age, the term shall include a 
supervised setting in which the individual is living 
independently, in accordance with such conditions as the 
Secretary shall establish in regulations. 


‘‘(C) EXCLUSIONS.—The term shall not include deten-
tion facilities, forestry camps, training schools, or any other 
facility operated primarily for the detention of children 
who are determined to be delinquent.’’. 


(c) TRAINING FOR STATE JUDGES, ATTORNEYS, AND OTHER LEGAL 
PERSONNEL IN CHILD WELFARE CASES.—Section 438(b)(1) of such 
Act (42 U.S.C. 629h(b)(1)) is amended in the matter preceding 
subparagraph (A) by inserting ‘‘shall provide for the training of 
judges, attorneys, and other legal personnel in child welfare cases 
on Federal child welfare policies and payment limitations with 
respect to children in foster care who are placed in settings that 
are not a foster family home,’’ after ‘‘with respect to the child,’’. 


(d) ASSURANCE OF NONIMPACT ON JUVENILE JUSTICE SYSTEM.— 
(1) STATE PLAN REQUIREMENT.—Section 471(a) of such Act 


(42 U.S.C. 671(a)), as amended by section 50731, is further 
amended by adding at the end the following: 


‘‘(37) includes a certification that, in response to the limita-
tion imposed under section 472(k) with respect to foster care 
maintenance payments made on behalf of any child who is 
placed in a setting that is not a foster family home, the State 
will not enact or advance policies or practices that would result 
in a significant increase in the population of youth in the 
State’s juvenile justice system.’’. 


(2) GAO STUDY AND REPORT.—The Comptroller General 
of the United States shall evaluate the impact, if any, on 
State juvenile justice systems of the limitation imposed under 
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section 472(k) of the Social Security Act (as added by section 
50741(a)(1)) on foster care maintenance payments made on 
behalf of any child who is placed in a setting that is not 
a foster family home, in accordance with the amendments made 
by subsections (a) and (b) of this section. In particular, the 
Comptroller General shall evaluate the extent to which children 
in foster care who also are subject to the juvenile justice system 
of the State are placed in a facility under the jurisdiction 
of the juvenile justice system and whether the lack of available 
congregate care placements under the jurisdiction of the child 
welfare systems is a contributing factor to that result. Not 
later than December 31, 2025, the Comptroller General shall 
submit to Congress a report on the results of the evaluation. 


SEC. 50742. ASSESSMENT AND DOCUMENTATION OF THE NEED FOR 
PLACEMENT IN A QUALIFIED RESIDENTIAL TREATMENT 
PROGRAM. 


Section 475A of the Social Security Act (42 U.S.C. 675a) is 
amended by adding at the end the following: 


‘‘(c) ASSESSMENT, DOCUMENTATION, AND JUDICIAL DETERMINA-
TION REQUIREMENTS FOR PLACEMENT IN A QUALIFIED RESIDENTIAL 
TREATMENT PROGRAM.—In the case of any child who is placed 
in a qualified residential treatment program (as defined in section 
472(k)(4)), the following requirements shall apply for purposes of 
approving the case plan for the child and the case system review 
procedure for the child: 


‘‘(1)(A) Within 30 days of the start of each placement in 
such a setting, a qualified individual (as defined in subpara-
graph (D)) shall— 


‘‘(i) assess the strengths and needs of the child using 
an age-appropriate, evidence-based, validated, functional 
assessment tool approved by the Secretary; 


‘‘(ii) determine whether the needs of the child can 
be met with family members or through placement in a 
foster family home or, if not, which setting from among 
the settings specified in section 472(k)(2) would provide 
the most effective and appropriate level of care for the 
child in the least restrictive environment and be consistent 
with the short- and long-term goals for the child, as speci-
fied in the permanency plan for the child; and 


‘‘(iii) develop a list of child-specific short- and long- 
term mental and behavioral health goals. 
‘‘(B)(i) The State shall assemble a family and permanency 


team for the child in accordance with the requirements of 
clauses (ii) and (iii). The qualified individual conducting the 
assessment required under subparagraph (A) shall work in 
conjunction with the family of, and permanency team for, the 
child while conducting and making the assessment. 


‘‘(ii) The family and permanency team shall consist of all 
appropriate biological family members, relative, and fictive kin 
of the child, as well as, as appropriate, professionals who are 
a resource to the family of the child, such as teachers, medical 
or mental health providers who have treated the child, or 
clergy. In the case of a child who has attained age 14, the 
family and permanency team shall include the members of 
the permanency planning team for the child that are selected 
by the child in accordance with section 475(5)(C)(iv). 
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‘‘(iii) The State shall document in the child’s case plan— 
‘‘(I) the reasonable and good faith effort of the State 


to identify and include all the individuals described in 
clause (ii) on the child’s family and permanency team; 


‘‘(II) all contact information for members of the family 
and permanency team, as well as contact information for 
other family members and fictive kin who are not part 
of the family and permanency team; 


‘‘(III) evidence that meetings of the family and perma-
nency team, including meetings relating to the assessment 
required under subparagraph (A), are held at a time and 
place convenient for family; 


‘‘(IV) if reunification is the goal, evidence dem-
onstrating that the parent from whom the child was 
removed provided input on the members of the family 
and permanency team; 


‘‘(V) evidence that the assessment required under 
subparagraph (A) is determined in conjunction with the 
family and permanency team; 


‘‘(VI) the placement preferences of the family and 
permanency team relative to the assessment that recog-
nizes children should be placed with their siblings unless 
there is a finding by the court that such placement is 
contrary to their best interest; and 


‘‘(VII) if the placement preferences of the family and 
permanency team and child are not the placement setting 
recommended by the qualified individual conducting the 
assessment under subparagraph (A), the reasons why the 
preferences of the team and of the child were not rec-
ommended. 
‘‘(C) In the case of a child who the qualified individual 


conducting the assessment under subparagraph (A) determines 
should not be placed in a foster family home, the qualified 
individual shall specify in writing the reasons why the needs 
of the child cannot be met by the family of the child or in 
a foster family home. A shortage or lack of foster family homes 
shall not be an acceptable reason for determining that the 
needs of the child cannot be met in a foster family home. 
The qualified individual also shall specify in writing why the 
recommended placement in a qualified residential treatment 
program is the setting that will provide the child with the 
most effective and appropriate level of care in the least restric-
tive environment and how that placement is consistent with 
the short- and long-term goals for the child, as specified in 
the permanency plan for the child. 


‘‘(D)(i) Subject to clause (ii), in this subsection, the term 
‘qualified individual’ means a trained professional or licensed 
clinician who is not an employee of the State agency and 
who is not connected to, or affiliated with, any placement 
setting in which children are placed by the State. 


‘‘(ii) The Secretary may approve a request of a State to 
waive any requirement in clause (i) upon a submission by 
the State, in accordance with criteria established by the Sec-
retary, that certifies that the trained professionals or licensed 
clinicians with responsibility for performing the assessments 
described in subparagraph (A) shall maintain objectivity with 
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respect to determining the most effective and appropriate place-
ment for a child. 


‘‘(2) Within 60 days of the start of each placement in 
a qualified residential treatment program, a family or juvenile 
court or another court (including a tribal court) of competent 
jurisdiction, or an administrative body appointed or approved 
by the court, independently, shall— 


‘‘(A) consider the assessment, determination, and docu-
mentation made by the qualified individual conducting the 
assessment under paragraph (1); 


‘‘(B) determine whether the needs of the child can 
be met through placement in a foster family home or, 
if not, whether placement of the child in a qualified residen-
tial treatment program provides the most effective and 
appropriate level of care for the child in the least restrictive 
environment and whether that placement is consistent with 
the short- and long-term goals for the child, as specified 
in the permanency plan for the child; and 


‘‘(C) approve or disapprove the placement. 
‘‘(3) The written documentation made under paragraph 


(1)(C) and documentation of the determination and approval 
or disapproval of the placement in a qualified residential treat-
ment program by a court or administrative body under para-
graph (2) shall be included in and made part of the case 
plan for the child. 


‘‘(4) As long as a child remains placed in a qualified residen-
tial treatment program, the State agency shall submit evidence 
at each status review and each permanency hearing held with 
respect to the child— 


‘‘(A) demonstrating that ongoing assessment of the 
strengths and needs of the child continues to support the 
determination that the needs of the child cannot be met 
through placement in a foster family home, that the place-
ment in a qualified residential treatment program provides 
the most effective and appropriate level of care for the 
child in the least restrictive environment, and that the 
placement is consistent with the short- and long-term goals 
for the child, as specified in the permanency plan for the 
child; 


‘‘(B) documenting the specific treatment or service 
needs that will be met for the child in the placement 
and the length of time the child is expected to need the 
treatment or services; and 


‘‘(C) documenting the efforts made by the State agency 
to prepare the child to return home or to be placed with 
a fit and willing relative, a legal guardian, or an adoptive 
parent, or in a foster family home. 
‘‘(5) In the case of any child who is placed in a qualified 


residential treatment program for more than 12 consecutive 
months or 18 nonconsecutive months (or, in the case of a 
child who has not attained age 13, for more than 6 consecutive 
or nonconsecutive months), the State agency shall submit to 
the Secretary— 


‘‘(A) the most recent versions of the evidence and docu-
mentation specified in paragraph (4); and 


‘‘(B) the signed approval of the head of the State agency 
for the continued placement of the child in that setting.’’. 
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SEC. 50743. PROTOCOLS TO PREVENT INAPPROPRIATE DIAGNOSES. 


(a) STATE PLAN REQUIREMENT.—Section 422(b)(15)(A) of the 
Social Security Act (42 U.S.C. 622(b)(15)(A)) is amended— 


(1) in clause (vi), by striking ‘‘and’’ after the semicolon; 
(2) by redesignating clause (vii) as clause (viii); and 
(3) by inserting after clause (vi) the following: 


‘‘(vii) the procedures and protocols the State has 
established to ensure that children in foster care place-
ments are not inappropriately diagnosed with mental 
illness, other emotional or behavioral disorders, medi-
cally fragile conditions, or developmental disabilities, 
and placed in settings that are not foster family homes 
as a result of the inappropriate diagnoses; and’’. 


(b) EVALUATION.—Section 476 of such Act (42 U.S.C. 676), 
as amended by section 50711(d), is further amended by adding 
at the end the following: 


‘‘(e) EVALUATION OF STATE PROCEDURES AND PROTOCOLS TO 
PREVENT INAPPROPRIATE DIAGNOSES OF MENTAL ILLNESS OR OTHER 
CONDITIONS.—The Secretary shall conduct an evaluation of the 
procedures and protocols established by States in accordance with 
the requirements of section 422(b)(15)(A)(vii). The evaluation shall 
analyze the extent to which States comply with and enforce the 
procedures and protocols and the effectiveness of various State 
procedures and protocols and shall identify best practices. Not later 
than January 1, 2020, the Secretary shall submit a report on 
the results of the evaluation to Congress.’’. 
SEC. 50744. ADDITIONAL DATA AND REPORTS REGARDING CHILDREN 


PLACED IN A SETTING THAT IS NOT A FOSTER FAMILY 
HOME. 


Section 479A(a)(7)(A) of the Social Security Act (42 U.S.C. 
679b(a)(7)(A)) is amended by striking clauses (i) through (vi) and 
inserting the following: 


‘‘(i) with respect to each such placement— 
‘‘(I) the type of the placement setting, 


including whether the placement is shelter care, 
a group home and if so, the range of the child 
population in the home, a residential treatment 
facility, a hospital or institution providing medical, 
rehabilitative, or psychiatric care, a setting special-
izing in providing prenatal, post-partum, or par-
enting supports, or some other kind of child-care 
institution and if so, what kind; 


‘‘(II) the number of children in the placement 
setting and the age, race, ethnicity, and gender 
of each of the children; 


‘‘(III) for each child in the placement setting, 
the length of the placement of the child in the 
setting, whether the placement of the child in the 
setting is the first placement of the child and 
if not, the number and type of previous placements 
of the child, and whether the child has special 
needs or another diagnosed mental or physical 
illness or condition; and 


‘‘(IV) the extent of any specialized education, 
treatment, counseling, or other services provided 
in the setting; and 
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‘‘(ii) separately, the number and ages of children 
in the placements who have a permanency plan of 
another planned permanent living arrangement; and’’. 


SEC. 50745. CRIMINAL RECORDS CHECKS AND CHECKS OF CHILD 
ABUSE AND NEGLECT REGISTRIES FOR ADULTS 
WORKING IN CHILD-CARE INSTITUTIONS AND OTHER 
GROUP CARE SETTINGS. 


(a) STATE PLAN REQUIREMENT.—Section 471(a)(20) of the Social 
Security Act (42 U.S.C. 671(a)(20)) is amended— 


(1) in subparagraph (A)(ii), by striking ‘‘and’’ after the 
semicolon; 


(2) in subparagraph (B)(iii), by striking ‘‘and’’after the semi-
colon; 


(3) in subparagraph (C), by adding ‘‘and’’ after the semi-
colon; and 


(4) by inserting after subparagraph (C), the following new 
subparagraph: 


‘‘(D) provides procedures for any child-care institution, 
including a group home, residential treatment center, 
shelter, or other congregate care setting, to conduct 
criminal records checks, including fingerprint-based checks 
of national crime information databases (as defined in sec-
tion 534(f)(3)(A) of title 28, United States Code), and checks 
described in subparagraph (B) of this paragraph, on any 
adult working in a child-care institution, including a group 
home, residential treatment center, shelter, or other con-
gregate care setting, unless the State reports to the Sec-
retary the alternative criminal records checks and child 
abuse registry checks the State conducts on any adult 
working in a child-care institution, including a group home, 
residential treatment center, shelter, or other congregate 
care setting, and why the checks specified in this subpara-
graph are not appropriate for the State;’’. 


(b) TECHNICAL AMENDMENTS.—Subparagraphs (A) and (C) of 
section 471(a)(20) of the Social Security Act (42 U.S.C. 671(a)(20)) 
are each amended by striking ‘‘section 534(e)(3)(A)’’ and inserting 
‘‘section 534(f)(3)(A)’’. 
SEC. 50746. EFFECTIVE DATES; APPLICATION TO WAIVERS. 


(a) EFFECTIVE DATES.— 
(1) IN GENERAL.—Subject to paragraph (2) and subsections 


(b), (c), and (d), the amendments made by this part shall 
take effect as if enacted on January 1, 2018. 


(2) TRANSITION RULE.—In the case of a State plan under 
part B or E of title IV of the Social Security Act which the 
Secretary of Health and Human Services determines requires 
State legislation (other than legislation appropriating funds) 
in order for the plan to meet the additional requirements 
imposed by the amendments made by this part, the State 
plan shall not be regarded as failing to comply with the require-
ments of part B or E of title IV of such Act solely on the 
basis of the failure of the plan to meet the additional require-
ments before the first day of the first calendar quarter begin-
ning after the close of the first regular session of the State 
legislature that begins after the date of enactment of this 
Act. For purposes of the previous sentence, in the case of 
a State that has a 2-year legislative session, each year of 
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the session shall be deemed to be a separate regular session 
of the State legislature. 
(b) LIMITATION ON FEDERAL FINANCIAL PARTICIPATION FOR 


PLACEMENTS THAT ARE NOT IN FOSTER FAMILY HOMES AND 
RELATED PROVISIONS.— 


(1) IN GENERAL.—The amendments made by sections 
50741(a), 50741(b), 50741(d), and 50742 shall take effect on 
October 1, 2019. 


(2) STATE OPTION TO DELAY EFFECTIVE DATE FOR NOT MORE 
THAN 2 YEARS.—If a State requests a delay in the effective 
date, the Secretary of Health and Human Services shall delay 
the effective date provided for in paragraph (1) with respect 
to the State for the amount of time requested by the State, 
not to exceed 2 years. If the effective date is so delayed for 
a period with respect to a State under the preceding sentence, 
then— 


(A) notwithstanding section 50734, the date that the 
amendments made by section 50711(c) take effect with 
respect to the State shall be delayed for the period; and 


(B) in applying section 474(a)(6) of the Social Security 
Act with respect to the State, ‘‘on or after the date this 
paragraph takes effect with respect to the State’’ is deemed 
to be substituted for ‘‘after September 30, 2019’’ in subpara-
graph (A)(i)(I) of such section. 


(c) CRIMINAL RECORDS CHECKS AND CHECKS OF CHILD ABUSE 
AND NEGLECT REGISTRIES FOR ADULTS WORKING IN CHILD-CARE 
INSTITUTIONS AND OTHER GROUP CARE SETTINGS.—Subject to sub-
section (a)(2), the amendments made by section 50745 shall take 
effect on October 1, 2018. 


(d) APPLICATION TO STATES WITH WAIVERS.—In the case of 
a State that, on the date of enactment of this Act, has in effect 
a waiver approved under section 1130 of the Social Security Act 
(42 U.S.C. 1320a–9), the amendments made by this part shall 
not apply with respect to the State before the expiration (determined 
without regard to any extensions) of the waiver to the extent 
the amendments are inconsistent with the terms of the waiver. 


PART V—CONTINUING SUPPORT FOR CHILD 
AND FAMILY SERVICES 


SEC. 50751. SUPPORTING AND RETAINING FOSTER FAMILIES FOR CHIL-
DREN. 


(a) SUPPORTING AND RETAINING FOSTER PARENTS AS A FAMILY 
SUPPORT SERVICE.—Section 431(a)(2)(B) of the Social Security Act 
(42 U.S.C. 631(a)(2)(B)) is amended by redesignating clauses (iii) 
through (vi) as clauses (iv) through (vii), respectively, and inserting 
after clause (ii) the following: 


‘‘(iii) To support and retain foster families so they 
can provide quality family-based settings for children 
in foster care.’’. 


(b) SUPPORT FOR FOSTER FAMILY HOMES.—Section 436 of such 
Act (42 U.S.C. 629f) is amended by adding at the end the following: 


‘‘(c) SUPPORT FOR FOSTER FAMILY HOMES.—Out of any money 
in the Treasury of the United States not otherwise appropriated, 
there are appropriated to the Secretary for fiscal year 2018, 
$8,000,000 for the Secretary to make competitive grants to States, 
Indian tribes, or tribal consortia to support the recruitment and 
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retention of high-quality foster families to increase their capacity 
to place more children in family settings, focused on States, Indian 
tribes, or tribal consortia with the highest percentage of children 
in non-family settings. The amount appropriated under this 
subparagraph shall remain available through fiscal year 2022.’’. 
SEC. 50752. EXTENSION OF CHILD AND FAMILY SERVICES PROGRAMS. 


(a) EXTENSION OF STEPHANIE TUBBS JONES CHILD WELFARE 
SERVICES PROGRAM.—Section 425 of the Social Security Act (42 
U.S.C. 625) is amended by striking ‘‘2012 through 2016’’ and 
inserting ‘‘2017 through 2021’’. 


(b) EXTENSION OF PROMOTING SAFE AND STABLE FAMILIES PRO-
GRAM AUTHORIZATIONS.— 


(1) IN GENERAL.—Section 436(a) of such Act (42 U.S.C. 
629f(a)) is amended by striking all that follows ‘‘$345,000,000’’ 
and inserting ‘‘for each of fiscal years 2017 through 2021.’’. 


(2) DISCRETIONARY GRANTS.—Section 437(a) of such Act 
(42 U.S.C. 629g(a)) is amended by striking ‘‘2012 through 2016’’ 
and inserting ‘‘2017 through 2021’’. 
(c) EXTENSION OF FUNDING RESERVATIONS FOR MONTHLY CASE-


WORKER VISITS AND REGIONAL PARTNERSHIP GRANTS.—Section 
436(b) of such Act (42 U.S.C. 629f(b)) is amended— 


(1) in paragraph (4)(A), by striking ‘‘2012 through 2016’’ 
and inserting ‘‘2017 through 2021’’; and 


(2) in paragraph (5), by striking ‘‘2012 through 2016’’ and 
inserting ‘‘2017 through 2021’’. 
(d) REAUTHORIZATION OF FUNDING FOR STATE COURTS.— 


(1) EXTENSION OF PROGRAM.—Section 438(c)(1) of such Act 
(42 U.S.C. 629h(c)(1)) is amended by striking ‘‘2012 through 
2016’’ and inserting ‘‘2017 through 2021’’. 


(2) EXTENSION OF FEDERAL SHARE.—Section 438(d) of such 
Act (42 U.S.C. 629h(d)) is amended by striking ‘‘2012 through 
2016’’ and inserting ‘‘2017 through 2021’’. 
(e) REPEAL OF EXPIRED PROVISIONS.—Section 438(e) of such 


Act (42 U.S.C. 629h(e)) is repealed. 
SEC. 50753. IMPROVEMENTS TO THE JOHN H. CHAFEE FOSTER CARE 


INDEPENDENCE PROGRAM AND RELATED PROVISIONS. 


(a) AUTHORITY TO SERVE FORMER FOSTER YOUTH UP TO AGE 
23.—Section 477 of the Social Security Act (42 U.S.C. 677) is 
amended— 


(1) in subsection (a)(5), by inserting ‘‘(or 23 years of age, 
in the case of a State with a certification under subsection 
(b)(3)(A)(ii) to provide assistance and services to youths who 
have aged out of foster care and have not attained such age, 
in accordance with such subsection)’’ after ‘‘21 years of age’’; 


(2) in subsection (b)(3)(A)— 
(A) by inserting ‘‘(i)’’ before ‘‘A certification’’; 
(B) by striking ‘‘children who have left foster care’’ 


and all that follows through the period and inserting 
‘‘youths who have aged out of foster care and have not 
attained 21 years of age.’’; and 


(C) by adding at the end the following: 
‘‘(ii) If the State has elected under section 475(8)(B) 


to extend eligibility for foster care to all children who 
have not attained 21 years of age, or if the Secretary 
determines that the State agency responsible for admin-
istering the State plans under this part and part B uses 
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State funds or any other funds not provided under this 
part to provide services and assistance for youths who 
have aged out of foster care that are comparable to the 
services and assistance the youths would receive if the 
State had made such an election, the certification required 
under clause (i) may provide that the State will provide 
assistance and services to youths who have aged out of 
foster care and have not attained 23 years of age.’’; and 
(3) in subsection (b)(3)(B), by striking ‘‘children who have 


left foster care’’ and all that follows through the period and 
inserting ‘‘youths who have aged out of foster care and have 
not attained 21 years of age (or 23 years of age, in the case 
of a State with a certification under subparagraph (A)(i) to 
provide assistance and services to youths who have aged out 
of foster care and have not attained such age, in accordance 
with subparagraph (A)(ii)).’’. 
(b) AUTHORITY TO REDISTRIBUTE UNSPENT FUNDS.—Section 


477(d) of such Act (42 U.S.C. 677(d)) is amended— 
(1) in paragraph (4), by inserting ‘‘or does not expend 


allocated funds within the time period specified under section 
477(d)(3)’’ after ‘‘provided by the Secretary’’; and 


(2) by adding at the end the following: 
‘‘(5) REDISTRIBUTION OF UNEXPENDED AMOUNTS.— 


‘‘(A) AVAILABILITY OF AMOUNTS.—To the extent that 
amounts paid to States under this section in a fiscal year 
remain unexpended by the States at the end of the suc-
ceeding fiscal year, the Secretary may make the amounts 
available for redistribution in the second succeeding fiscal 
year among the States that apply for additional funds 
under this section for that second succeeding fiscal year. 


‘‘(B) REDISTRIBUTION.— 
‘‘(i) IN GENERAL.—The Secretary shall redistribute 


the amounts made available under subparagraph (A) 
for a fiscal year among eligible applicant States. In 
this subparagraph, the term ‘eligible applicant State’ 
means a State that has applied for additional funds 
for the fiscal year under subparagraph (A) if the Sec-
retary determines that the State will use the funds 
for the purpose for which originally allotted under 
this section. 


‘‘(ii) AMOUNT TO BE REDISTRIBUTED.—The amount 
to be redistributed to each eligible applicant State shall 
be the amount so made available multiplied by the 
State foster care ratio, (as defined in subsection (c)(4), 
except that, in such subsection, ‘all eligible applicant 
States (as defined in subsection (d)(5)(B)(i))’ shall be 
substituted for ‘all States’). 


‘‘(iii) TREATMENT OF REDISTRIBUTED AMOUNT.—Any 
amount made available to a State under this paragraph 
shall be regarded as part of the allotment of the State 
under this section for the fiscal year in which the 
redistribution is made. 
‘‘(C) TRIBES.—For purposes of this paragraph, the term 


‘State’ includes an Indian tribe, tribal organization, or 
tribal consortium that receives an allotment under this 
section.’’. 







H. R. 1892—202 


(c) EXPANDING AND CLARIFYING THE USE OF EDUCATION AND 
TRAINING VOUCHERS.— 


(1) IN GENERAL.—Section 477(i)(3) of such Act (42 U.S.C. 
677(i)(3)) is amended— 


(A) by striking ‘‘on the date’’ and all that follows 
through ‘‘23’’ and inserting ‘‘to remain eligible until they 
attain 26’’; and 


(B) by inserting ‘‘, but in no event may a youth partici-
pate in the program for more than 5 years (whether or 
not consecutive)’’ before the period. 
(2) CONFORMING AMENDMENT.—Section 477(i)(1) of such 


Act (42 U.S.C. 677(i)(1)) is amended by inserting ‘‘who have 
attained 14 years of age’’ before the period. 
(d) OTHER IMPROVEMENTS.—Section 477 of such Act (42 U.S.C. 


677), as amended by subsections (a), (b), and (c), is amended— 
(1) in the section heading, by striking ‘‘INDEPENDENCE 


PROGRAM’’ and inserting ‘‘PROGRAM FOR SUCCESSFUL TRANSI-
TION TO ADULTHOOD’’; 


(2) in subsection (a)— 
(A) in paragraph (1)— 


(i) by striking ‘‘identify children who are likely 
to remain in foster care until 18 years of age and 
to help these children make the transition to self- 
sufficiency by providing services’’ and inserting ‘‘sup-
port all youth who have experienced foster care at 
age 14 or older in their transition to adulthood through 
transitional services’’; 


(ii) by inserting ‘‘and post-secondary education’’ 
after ‘‘high school diploma’’; and 


(iii) by striking ‘‘training in daily living skills, 
training in budgeting and financial management skills’’ 
and inserting ‘‘training and opportunities to practice 
daily living skills (such as financial literacy training 
and driving instruction)’’; 
(B) in paragraph (2), by striking ‘‘who are likely to 


remain in foster care until 18 years of age receive the 
education, training, and services necessary to obtain 
employment’’ and inserting ‘‘who have experienced foster 
care at age 14 or older achieve meaningful, permanent 
connections with a caring adult’’; 


(C) in paragraph (3), by striking ‘‘who are likely to 
remain in foster care until 18 years of age prepare for 
and enter postsecondary training and education institu-
tions’’ and inserting ‘‘who have experienced foster care 
at age 14 or older engage in age or developmentally appro-
priate activities, positive youth development, and experien-
tial learning that reflects what their peers in intact families 
experience’’; and 


(D) by striking paragraph (4) and redesignating para-
graphs (5) through (8) as paragraphs (4) through (7); 
(3) in subsection (b)— 


(A) in paragraph (2)(D), by striking ‘‘adolescents’’ and 
inserting ‘‘youth’’; and 


(B) in paragraph (3)— 
(i) in subparagraph (D)— 


(I) by inserting ‘‘including training on youth 
development’’ after ‘‘to provide training’’; and 
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(II) by striking ‘‘adolescents preparing for inde-
pendent living’’ and all that follows through the 
period and inserting ‘‘youth preparing for a 
successful transition to adulthood and making a 
permanent connection with a caring adult.’’; 
(ii) in subparagraph (H), by striking ‘‘adolescents’’ 


each place it appears and inserting ‘‘youth’’; and 
(iii) in subparagraph (K)— 


(I) by striking ‘‘an adolescent’’ and inserting 
‘‘a youth’’; and 


(II) by striking ‘‘the adolescent’’ each place 
it appears and inserting ‘‘the youth’’; and 


(4) in subsection (f), by striking paragraph (2) and inserting 
the following: 


‘‘(2) REPORT TO CONGRESS.—Not later than October 1, 2019, 
the Secretary shall submit to the Committee on Ways and 
Means of the House of Representatives and the Committee 
on Finance of the Senate a report on the National Youth 
in Transition Database and any other databases in which States 
report outcome measures relating to children in foster care 
and children who have aged out of foster care or left foster 
care for kinship guardianship or adoption. The report shall 
include the following: 


‘‘(A) A description of the reasons for entry into foster 
care and of the foster care experiences, such as length 
of stay, number of placement settings, case goal, and dis-
charge reason of 17-year-olds who are surveyed by the 
National Youth in Transition Database and an analysis 
of the comparison of that description with the reasons 
for entry and foster care experiences of children of other 
ages who exit from foster care before attaining age 17. 


‘‘(B) A description of the characteristics of the individ-
uals who report poor outcomes at ages 19 and 21 to the 
National Youth in Transition Database. 


‘‘(C) Benchmarks for determining what constitutes a 
poor outcome for youth who remain in or have exited 
from foster care and plans the executive branch will take 
to incorporate these benchmarks in efforts to evaluate child 
welfare agency performance in providing services to chil-
dren transitioning from foster care. 


‘‘(D) An analysis of the association between types of 
placement, number of overall placements, time spent in 
foster care, and other factors, and outcomes at ages 19 
and 21. 


‘‘(E) An analysis of the differences in outcomes for 
children in and formerly in foster care at age 19 and 
21 among States.’’. 


(e) CLARIFYING DOCUMENTATION PROVIDED TO FOSTER YOUTH 
LEAVING FOSTER CARE.—Section 475(5)(I) of such Act (42 U.S.C. 
675(5)(I)) is amended by inserting after ‘‘REAL ID Act of 2005’’ 
the following: ‘‘, and any official documentation necessary to prove 
that the child was previously in foster care’’. 







H. R. 1892—204 


PART VI—CONTINUING INCENTIVES TO 
STATES TO PROMOTE ADOPTION AND LEGAL 
GUARDIANSHIP 


SEC. 50761. REAUTHORIZING ADOPTION AND LEGAL GUARDIANSHIP 
INCENTIVE PROGRAMS. 


(a) IN GENERAL.—Section 473A of the Social Security Act (42 
U.S.C. 673b) is amended— 


(1) in subsection (b)(4), by striking ‘‘2013 through 2015’’ 
and inserting ‘‘2016 through 2020’’; 


(2) in subsection (h)(1)(D), by striking ‘‘2016’’ and inserting 
‘‘2021’’; and 


(3) in subsection (h)(2), by striking ‘‘2016’’ and inserting 
‘‘2021’’. 
(b) EFFECTIVE DATE.—The amendments made by subsection 


(a) shall take effect as if enacted on October 1, 2017. 


PART VII—TECHNICAL CORRECTIONS 
SEC. 50771. TECHNICAL CORRECTIONS TO DATA EXCHANGE STAND-


ARDS TO IMPROVE PROGRAM COORDINATION. 


(a) IN GENERAL.—Section 440 of the Social Security Act (42 
U.S.C. 629m) is amended to read as follows: 
‘‘SEC. 440. DATA EXCHANGE STANDARDS FOR IMPROVED INTEROPER-


ABILITY. 


‘‘(a) DESIGNATION.—The Secretary shall, in consultation with 
an interagency work group established by the Office of Management 
and Budget and considering State government perspectives, by 
rule, designate data exchange standards to govern, under this part 
and part E— 


‘‘(1) necessary categories of information that State agencies 
operating programs under State plans approved under this 
part are required under applicable Federal law to electronically 
exchange with another State agency; and 


‘‘(2) Federal reporting and data exchange required under 
applicable Federal law. 
‘‘(b) REQUIREMENTS.—The data exchange standards required 


by paragraph (1) shall, to the extent practicable— 
‘‘(1) incorporate a widely accepted, non-proprietary, search-


able, computer-readable format, such as the Extensible Markup 
Language; 


‘‘(2) contain interoperable standards developed and main-
tained by intergovernmental partnerships, such as the National 
Information Exchange Model; 


‘‘(3) incorporate interoperable standards developed and 
maintained by Federal entities with authority over contracting 
and financial assistance; 


‘‘(4) be consistent with and implement applicable 
accounting principles; 


‘‘(5) be implemented in a manner that is cost-effective 
and improves program efficiency and effectiveness; and 


‘‘(6) be capable of being continually upgraded as necessary. 
‘‘(c) RULE OF CONSTRUCTION.—Nothing in this subsection shall 


be construed to require a change to existing data exchange stand-
ards found to be effective and efficient.’’. 
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(b) EFFECTIVE DATE.—Not later than the date that is 24 months 
after the date of the enactment of this section, the Secretary of 
Health and Human Services shall issue a proposed rule that— 


(1) identifies federally required data exchanges, include 
specification and timing of exchanges to be standardized, and 
address the factors used in determining whether and when 
to standardize data exchanges; and 


(2) specifies State implementation options and describes 
future milestones. 


SEC. 50772. TECHNICAL CORRECTIONS TO STATE REQUIREMENT TO 
ADDRESS THE DEVELOPMENTAL NEEDS OF YOUNG 
CHILDREN. 


Section 422(b)(18) of the Social Security Act (42 U.S.C. 
622(b)(18)) is amended by striking ‘‘such children’’ and inserting 
‘‘all vulnerable children under 5 years of age’’. 


PART VIII—ENSURING STATES REINVEST SAV-
INGS RESULTING FROM INCREASE IN ADOP-
TION ASSISTANCE 


SEC. 50781. DELAY OF ADOPTION ASSISTANCE PHASE-IN. 


(a) IN GENERAL.—The table in section 473(e)(1)(B) of the Social 
Security Act (42 U.S.C. 673(e)(1)(B)) is amended by striking the 
last 2 rows and inserting the following: 


‘‘2017 through 2023 ..................... 2 
2024 .............................................. 2 (or, in the case of a child for 


whom an adoption assistance 
agreement is entered into 
under this section on or after 
July 1, 2024, any age) 


2025 or thereafter ....................... any age.’’. 


(b) EFFECTIVE DATE.—The amendment made by this section 
shall take effect as if enacted on January 1, 2018. 


SEC. 50782. GAO STUDY AND REPORT ON STATE REINVESTMENT OF 
SAVINGS RESULTING FROM INCREASE IN ADOPTION 
ASSISTANCE. 


(a) STUDY.—The Comptroller General of the United States shall 
study the extent to which States are complying with the require-
ments of section 473(a)(8) of the Social Security Act (42 U.S.C. 
673(a)(8)) relating to the effects of phasing out the AFDC income 
eligibility requirements for adoption assistance payments under 
section 473 of the Social Security Act, as enacted by section 402 
of the Fostering Connections to Success and Increasing Adoptions 
Act of 2008 (Public Law 110–351; 122 Stat. 3975) and amended 
by section 206 of the Preventing Sex Trafficking and Strengthening 
Families Act (Public Law 113–183; 128 Stat. 1919). In particular, 
the Comptroller General shall analyze the extent to which States 
are complying with the following requirements under section 
473(a)(8)(D) of the Social Security Act: 
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(1) The requirement to spend an amount equal to the 
amount of the savings (if any) in State expenditures under 
part E of title IV of the Social Security Act resulting from 
phasing out the AFDC income eligibility requirements for adop-
tion assistance payments under section 473 of such Act to 
provide to children of families any service that may be provided 
under part B or E of title IV of such Act. 


(2) The requirement that a State shall spend not less 
than 30 percent of the amount of any savings described in 
paragraph (1) on post-adoption services, post-guardianship serv-
ices, and services to support and sustain positive permanent 
outcomes for children who otherwise might enter into foster 
care under the responsibility of the State, with at least 2⁄3 
of the spending by the State to comply with the 30 percent 
requirement being spent on post-adoption and post-guardian-
ship services. 
(b) REPORT.—The Comptroller General of the United States 


shall submit to the Committee on Finance of the Senate, the Com-
mittee on Ways and Means of the House of Representatives, and 
the Secretary of Health and Human Services a report that contains 
the results of the study required by subsection (a), including rec-
ommendations to ensure compliance with laws referred to in sub-
section (a). 


TITLE VIII—SUPPORTING SOCIAL IM-
PACT PARTNERSHIPS TO PAY FOR RE-
SULTS 


SEC. 50801. SHORT TITLE. 


This subtitle may be cited as the ‘‘Social Impact Partnerships 
to Pay for Results Act’’. 
SEC. 50802. SOCIAL IMPACT PARTNERSHIPS TO PAY FOR RESULTS. 


Title XX of the Social Security Act (42 U.S.C. 1397 et seq.) 
is amended— 


(1) in the title heading, by striking ‘‘TO STATES’’ and 
inserting ‘‘AND PROGRAMS’’; and 


(2) by adding at the end the following: 


‘‘Subtitle C—Social Impact Demonstration Projects 


‘‘PURPOSES 


‘‘SEC. 2051. The purposes of this subtitle are the following: 
‘‘(1) To improve the lives of families and individuals in 


need in the United States by funding social programs that 
achieve real results. 


‘‘(2) To redirect funds away from programs that, based 
on objective data, are ineffective, and into programs that 
achieve demonstrable, measurable results. 


‘‘(3) To ensure Federal funds are used effectively on social 
services to produce positive outcomes for both service recipients 
and taxpayers. 


‘‘(4) To establish the use of social impact partnerships 
to address some of our Nation’s most pressing problems. 
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‘‘(5) To facilitate the creation of public-private partnerships 
that bundle philanthropic or other private resources with 
existing public spending to scale up effective social interven-
tions already being implemented by private organizations, non-
profits, charitable organizations, and State and local govern-
ments across the country. 


‘‘(6) To bring pay-for-performance to the social sector, 
allowing the United States to improve the impact and effective-
ness of vital social services programs while redirecting ineffi-
cient or duplicative spending. 


‘‘(7) To incorporate outcomes measurement and randomized 
controlled trials or other rigorous methodologies for assessing 
program impact. 


‘‘SOCIAL IMPACT PARTNERSHIP APPLICATION 


‘‘SEC. 2052. (a) NOTICE.—Not later than 1 year after the date 
of the enactment of this subtitle, the Secretary of the Treasury, 
in consultation with the Federal Interagency Council on Social 
Impact Partnerships, shall publish in the Federal Register a request 
for proposals from States or local governments for social impact 
partnership projects in accordance with this section. 


‘‘(b) REQUIRED OUTCOMES FOR SOCIAL IMPACT PARTNERSHIP 
PROJECT.—To qualify as a social impact partnership project under 
this subtitle, a project must produce one or more measurable, clearly 
defined outcomes that result in social benefit and Federal, State, 
or local savings through any of the following: 


‘‘(1) Increasing work and earnings by individuals in the 
United States who are unemployed for more than 6 consecutive 
months. 


‘‘(2) Increasing employment and earnings of individuals 
who have attained 16 years of age but not 25 years of age. 


‘‘(3) Increasing employment among individuals receiving 
Federal disability benefits. 


‘‘(4) Reducing the dependence of low-income families on 
Federal means-tested benefits. 


‘‘(5) Improving rates of high school graduation. 
‘‘(6) Reducing teen and unplanned pregnancies. 
‘‘(7) Improving birth outcomes and early childhood health 


and development among low-income families and individuals. 
‘‘(8) Reducing rates of asthma, diabetes, or other prevent-


able diseases among low-income families and individuals to 
reduce the utilization of emergency and other high-cost care. 


‘‘(9) Increasing the proportion of children living in two- 
parent families. 


‘‘(10) Reducing incidences and adverse consequences of child 
abuse and neglect. 


‘‘(11) Reducing the number of youth in foster care by 
increasing adoptions, permanent guardianship arrangements, 
reunifications, or placements with a fit and willing relative, 
or by avoiding placing children in foster care by ensuring they 
can be cared for safely in their own homes. 


‘‘(12) Reducing the number of children and youth in foster 
care residing in group homes, child care institutions, agency- 
operated foster homes, or other non-family foster homes, unless 
it is determined that it is in the interest of the child’s long- 
term health, safety, or psychological well-being to not be placed 
in a family foster home. 







H. R. 1892—208 


‘‘(13) Reducing the number of children returning to foster 
care. 


‘‘(14) Reducing recidivism among juvenile offenders, 
individuals released from prison, or other high-risk populations. 


‘‘(15) Reducing the rate of homelessness among our most 
vulnerable populations. 


‘‘(16) Improving the health and well-being of those with 
mental, emotional, and behavioral health needs. 


‘‘(17) Improving the educational outcomes of special-needs 
or low-income children. 


‘‘(18) Improving the employment and well-being of 
returning United States military members. 


‘‘(19) Increasing the financial stability of low-income fami-
lies. 


‘‘(20) Increasing the independence and employability of 
individuals who are physically or mentally disabled. 


‘‘(21) Other measurable outcomes defined by the State or 
local government that result in positive social outcomes and 
Federal savings. 
‘‘(c) APPLICATION REQUIRED.—The notice described in subsection 


(a) shall require a State or local government to submit an applica-
tion for the social impact partnership project that addresses the 
following: 


‘‘(1) The outcome goals of the project. 
‘‘(2) A description of each intervention in the project and 


anticipated outcomes of the intervention. 
‘‘(3) Rigorous evidence demonstrating that the intervention 


can be expected to produce the desired outcomes. 
‘‘(4) The target population that will be served by the project. 
‘‘(5) The expected social benefits to participants who receive 


the intervention and others who may be impacted. 
‘‘(6) Projected Federal, State, and local government costs 


and other costs to conduct the project. 
‘‘(7) Projected Federal, State, and local government savings 


and other savings, including an estimate of the savings to 
the Federal Government, on a program-by-program basis and 
in the aggregate, if the project is implemented and the outcomes 
are achieved as a result of the intervention. 


‘‘(8) If savings resulting from the successful completion 
of the project are estimated to accrue to the State or local 
government, the likelihood of the State or local government 
to realize those savings. 


‘‘(9) A plan for delivering the intervention through a social 
impact partnership model. 


‘‘(10) A description of the expertise of each service provider 
that will administer the intervention, including a summary 
of the experience of the service provider in delivering the pro-
posed intervention or a similar intervention, or demonstrating 
that the service provider has the expertise necessary to deliver 
the proposed intervention. 


‘‘(11) An explanation of the experience of the State or 
local government, the intermediary, or the service provider 
in raising private and philanthropic capital to fund social 
service investments. 


‘‘(12) The detailed roles and responsibilities of each entity 
involved in the project, including any State or local government 
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entity, intermediary, service provider, independent evaluator, 
investor, or other stakeholder. 


‘‘(13) A summary of the experience of the service provider 
in delivering the proposed intervention or a similar interven-
tion, or a summary demonstrating the service provider has 
the expertise necessary to deliver the proposed intervention. 


‘‘(14) A summary of the unmet need in the area where 
the intervention will be delivered or among the target popu-
lation who will receive the intervention. 


‘‘(15) The proposed payment terms, the methodology used 
to calculate outcome payments, the payment schedule, and 
performance thresholds. 


‘‘(16) The project budget. 
‘‘(17) The project timeline. 
‘‘(18) The criteria used to determine the eligibility of an 


individual for the project, including how selected populations 
will be identified, how they will be referred to the project, 
and how they will be enrolled in the project. 


‘‘(19) The evaluation design. 
‘‘(20) The metrics that will be used in the evaluation to 


determine whether the outcomes have been achieved as a result 
of the intervention and how the metrics will be measured. 


‘‘(21) An explanation of how the metrics used in the evalua-
tion to determine whether the outcomes achieved as a result 
of the intervention are independent, objective indicators of 
impact and are not subject to manipulation by the service 
provider, intermediary, or investor. 


‘‘(22) A summary explaining the independence of the eval-
uator from the other entities involved in the project and the 
evaluator’s experience in conducting rigorous evaluations of 
program effectiveness including, where available, well-imple-
mented randomized controlled trials on the intervention or 
similar interventions. 


‘‘(23) The capacity of the service provider to deliver the 
intervention to the number of participants the State or local 
government proposes to serve in the project. 


‘‘(24) A description of whether and how the State or local 
government and service providers plan to sustain the interven-
tion, if it is timely and appropriate to do so, to ensure that 
successful interventions continue to operate after the period 
of the social impact partnership. 
‘‘(d) PROJECT INTERMEDIARY INFORMATION REQUIRED.—The 


application described in subsection (c) shall also contain the fol-
lowing information about any intermediary for the social impact 
partnership project (whether an intermediary is a service provider 
or other entity): 


‘‘(1) Experience and capacity for providing or facilitating 
the provision of the type of intervention proposed. 


‘‘(2) The mission and goals. 
‘‘(3) Information on whether the intermediary is already 


working with service providers that provide this intervention 
or an explanation of the capacity of the intermediary to begin 
working with service providers to provide the intervention. 


‘‘(4) Experience working in a collaborative environment 
across government and nongovernmental entities. 


‘‘(5) Previous experience collaborating with public or private 
entities to implement evidence-based programs. 







H. R. 1892—210 


‘‘(6) Ability to raise or provide funding to cover operating 
costs (if applicable to the project). 


‘‘(7) Capacity and infrastructure to track outcomes and 
measure results, including— 


‘‘(A) capacity to track and analyze program perform-
ance and assess program impact; and 


‘‘(B) experience with performance-based awards or 
performance-based contracting and achieving project mile-
stones and targets. 
‘‘(8) Role in delivering the intervention. 
‘‘(9) How the intermediary would monitor program success, 


including a description of the interim benchmarks and outcome 
measures. 
‘‘(e) FEASIBILITY STUDIES FUNDED THROUGH OTHER SOURCES.— 


The notice described in subsection (a) shall permit a State or 
local government to submit an application for social impact partner-
ship funding that contains information from a feasibility study 
developed for purposes other than applying for funding under this 
subtitle. 


‘‘AWARDING SOCIAL IMPACT PARTNERSHIP AGREEMENTS 


‘‘SEC. 2053. (a) TIMELINE IN AWARDING AGREEMENT.—Not later 
than 6 months after receiving an application in accordance with 
section 2052, the Secretary, in consultation with the Federal Inter-
agency Council on Social Impact Partnerships, shall determine 
whether to enter into an agreement for a social impact partnership 
project with a State or local government. 


‘‘(b) CONSIDERATIONS IN AWARDING AGREEMENT.—In deter-
mining whether to enter into an agreement for a social impact 
partnership project (the application for which was submitted under 
section 2052) the Secretary, in consultation with the Federal Inter-
agency Council on Social Impact Partnerships and the head of 
any Federal agency administering a similar intervention or serving 
a population similar to that served by the project, shall consider 
each of the following: 


‘‘(1) The recommendations made by the Commission on 
Social Impact Partnerships. 


‘‘(2) The value to the Federal Government of the outcomes 
expected to be achieved if the outcomes specified in the agree-
ment are achieved as a result of the intervention. 


‘‘(3) The likelihood, based on evidence provided in the 
application and other evidence, that the State or local govern-
ment in collaboration with the intermediary and the service 
providers will achieve the outcomes. 


‘‘(4) The savings to the Federal Government if the outcomes 
specified in the agreement are achieved as a result of the 
intervention. 


‘‘(5) The savings to the State and local governments if 
the outcomes specified in the agreement are achieved as a 
result of the intervention. 


‘‘(6) The expected quality of the evaluation that would 
be conducted with respect to the agreement. 


‘‘(7) The capacity and commitment of the State or local 
government to sustain the intervention, if appropriate and 
timely and if the intervention is successful, beyond the period 
of the social impact partnership. 
‘‘(c) AGREEMENT AUTHORITY.— 
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‘‘(1) AGREEMENT REQUIREMENTS.—In accordance with this 
section, the Secretary, in consultation with the Federal Inter-
agency Council on Social Impact Partnerships and the head 
of any Federal agency administering a similar intervention 
or serving a population similar to that served by the project, 
may enter into an agreement for a social impact partnership 
project with a State or local government if the Secretary, in 
consultation with the Federal Interagency Council on Social 
Impact Partnerships, determines that each of the following 
requirements are met: 


‘‘(A) The State or local government agrees to achieve 
one or more outcomes as a result of the intervention, as 
specified in the agreement and validated by independent 
evaluation, in order to receive payment. 


‘‘(B) The Federal payment to the State or local govern-
ment for each specified outcome achieved as a result of 
the intervention is less than or equal to the value of the 
outcome to the Federal Government over a period not to 
exceed 10 years, as determined by the Secretary, in con-
sultation with the State or local government. 


‘‘(C) The duration of the project does not exceed 10 
years. 


‘‘(D) The State or local government has demonstrated, 
through the application submitted under section 2052, that, 
based on prior rigorous experimental evaluations or rig-
orous quasi-experimental studies, the intervention can be 
expected to achieve each outcome specified in the agree-
ment. 


‘‘(E) The State, local government, intermediary, or 
service provider has experience raising private or philan-
thropic capital to fund social service investments (if 
applicable to the project). 


‘‘(F) The State or local government has shown that 
each service provider has experience delivering the inter-
vention, a similar intervention, or has otherwise dem-
onstrated the expertise necessary to deliver the interven-
tion. 
‘‘(2) PAYMENT.—The Secretary shall pay the State or local 


government only if the independent evaluator described in sec-
tion 2055 determines that the social impact partnership project 
has met the requirements specified in the agreement and 
achieved an outcome as a result of the intervention, as specified 
in the agreement and validated by independent evaluation. 
‘‘(d) NOTICE OF AGREEMENT AWARD.—Not later than 30 days 


after entering into an agreement under this section the Secretary 
shall publish a notice in the Federal Register that includes, with 
regard to the agreement, the following: 


‘‘(1) The outcome goals of the social impact partnership 
project. 


‘‘(2) A description of each intervention in the project. 
‘‘(3) The target population that will be served by the project. 
‘‘(4) The expected social benefits to participants who receive 


the intervention and others who may be impacted. 
‘‘(5) The detailed roles, responsibilities, and purposes of 


each Federal, State, or local government entity, intermediary, 
service provider, independent evaluator, investor, or other 
stakeholder. 
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‘‘(6) The payment terms, the methodology used to calculate 
outcome payments, the payment schedule, and performance 
thresholds. 


‘‘(7) The project budget. 
‘‘(8) The project timeline. 
‘‘(9) The project eligibility criteria. 
‘‘(10) The evaluation design. 
‘‘(11) The metrics that will be used in the evaluation to 


determine whether the outcomes have been achieved as a result 
of each intervention and how these metrics will be measured. 


‘‘(12) The estimate of the savings to the Federal, State, 
and local government, on a program-by-program basis and in 
the aggregate, if the agreement is entered into and implemented 
and the outcomes are achieved as a result of each intervention. 
‘‘(e) AUTHORITY TO TRANSFER ADMINISTRATION OF AGREE-


MENT.—The Secretary may transfer to the head of another Federal 
agency the authority to administer (including making payments 
under) an agreement entered into under subsection (c), and any 
funds necessary to do so. 


‘‘(f) REQUIREMENT ON FUNDING USED TO BENEFIT CHILDREN.— 
Not less than 50 percent of all Federal payments made to carry 
out agreements under this section shall be used for initiatives 
that directly benefit children. 


‘‘FEASIBILITY STUDY FUNDING 


‘‘SEC. 2054. (a) REQUESTS FOR FUNDING FOR FEASIBILITY 
STUDIES.—The Secretary shall reserve a portion of the amount 
made available to carry out this subtitle to assist States or local 
governments in developing feasibility studies to apply for social 
impact partnership funding under section 2052. To be eligible to 
receive funding to assist with completing a feasibility study, a 
State or local government shall submit an application for feasibility 
study funding addressing the following: 


‘‘(1) A description of the outcome goals of the social impact 
partnership project. 


‘‘(2) A description of the intervention, including anticipated 
program design, target population, an estimate regarding the 
number of individuals to be served, and setting for the interven-
tion. 


‘‘(3) Evidence to support the likelihood that the intervention 
will produce the desired outcomes. 


‘‘(4) A description of the potential metrics to be used. 
‘‘(5) The expected social benefits to participants who receive 


the intervention and others who may be impacted. 
‘‘(6) Estimated costs to conduct the project. 
‘‘(7) Estimates of Federal, State, and local government 


savings and other savings if the project is implemented and 
the outcomes are achieved as a result of each intervention. 


‘‘(8) An estimated timeline for implementation and comple-
tion of the project, which shall not exceed 10 years. 


‘‘(9) With respect to a project for which the State or local 
government selects an intermediary to operate the project, any 
partnerships needed to successfully execute the project and 
the ability of the intermediary to foster the partnerships. 


‘‘(10) The expected resources needed to complete the feasi-
bility study for the State or local government to apply for 
social impact partnership funding under section 2052. 
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‘‘(b) FEDERAL SELECTION OF APPLICATIONS FOR FEASIBILITY 
STUDY.—Not later than 6 months after receiving an application 
for feasibility study funding under subsection (a), the Secretary, 
in consultation with the Federal Interagency Council on Social 
Impact Partnerships and the head of any Federal agency admin-
istering a similar intervention or serving a population similar to 
that served by the project, shall select State or local government 
feasibility study proposals for funding based on the following: 


‘‘(1) The recommendations made by the Commission on 
Social Impact Partnerships. 


‘‘(2) The likelihood that the proposal will achieve the 
desired outcomes. 


‘‘(3) The value of the outcomes expected to be achieved 
as a result of each intervention. 


‘‘(4) The potential savings to the Federal Government if 
the social impact partnership project is successful. 


‘‘(5) The potential savings to the State and local govern-
ments if the project is successful. 
‘‘(c) PUBLIC DISCLOSURE.—Not later than 30 days after selecting 


a State or local government for feasibility study funding under 
this section, the Secretary shall cause to be published on the website 
of the Federal Interagency Council on Social Impact Partnerships 
information explaining why a State or local government was granted 
feasibility study funding. 


‘‘(d) FUNDING RESTRICTION.— 
‘‘(1) FEASIBILITY STUDY RESTRICTION.—The Secretary may 


not provide feasibility study funding under this section for 
more than 50 percent of the estimated total cost of the feasi-
bility study reported in the State or local government applica-
tion submitted under subsection (a). 


‘‘(2) AGGREGATE RESTRICTION.—Of the total amount made 
available to carry out this subtitle, the Secretary may not 
use more than $10,000,000 to provide feasibility study funding 
to States or local governments under this section. 


‘‘(3) NO GUARANTEE OF FUNDING.—The Secretary shall have 
the option to award no funding under this section. 
‘‘(e) SUBMISSION OF FEASIBILITY STUDY REQUIRED.—Not later 


than 9 months after the receipt of feasibility study funding under 
this section, a State or local government receiving the funding 
shall complete the feasibility study and submit the study to the 
Federal Interagency Council on Social Impact Partnerships. 


‘‘(f) DELEGATION OF AUTHORITY.—The Secretary may transfer 
to the head of another Federal agency the authorities provided 
in this section and any funds necessary to exercise the authorities. 


‘‘EVALUATIONS 


‘‘SEC. 2055. (a) AUTHORITY TO ENTER INTO AGREEMENTS.— 
For each State or local government awarded a social impact partner-
ship project approved by the Secretary under this subtitle, the 
head of the relevant agency, as recommended by the Federal Inter-
agency Council on Social Impact Partnerships and determined by 
the Secretary, shall enter into an agreement with the State or 
local government to pay for all or part of the independent evaluation 
to determine whether the State or local government project has 
achieved a specific outcome as a result of the intervention in order 
for the State or local government to receive outcome payments 
under this subtitle. 
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‘‘(b) EVALUATOR QUALIFICATIONS.—The head of the relevant 
agency may not enter into an agreement with a State or local 
government unless the head determines that the evaluator is inde-
pendent of the other parties to the agreement and has demonstrated 
substantial experience in conducting rigorous evaluations of pro-
gram effectiveness including, where available and appropriate, well- 
implemented randomized controlled trials on the intervention or 
similar interventions. 


‘‘(c) METHODOLOGIES TO BE USED.—The evaluation used to 
determine whether a State or local government will receive outcome 
payments under this subtitle shall use experimental designs using 
random assignment or other reliable, evidence-based research meth-
odologies, as certified by the Federal Interagency Council on Social 
Impact Partnerships, that allow for the strongest possible causal 
inferences when random assignment is not feasible. 


‘‘(d) PROGRESS REPORT.— 
‘‘(1) SUBMISSION OF REPORT.—The independent evaluator 


shall— 
‘‘(A) not later than 2 years after a project has been 


approved by the Secretary and biannually thereafter until 
the project is concluded, submit to the head of the relevant 
agency and the Federal Interagency Council on Social 
Impact Partnerships a written report summarizing the 
progress that has been made in achieving each outcome 
specified in the agreement; and 


‘‘(B) before the scheduled time of the first outcome 
payment and before the scheduled time of each subsequent 
payment, submit to the head of the relevant agency and 
the Federal Interagency Council on Social Impact Partner-
ships a written report that includes the results of the 
evaluation conducted to determine whether an outcome 
payment should be made along with information on the 
unique factors that contributed to achieving or failing to 
achieve the outcome, the challenges faced in attempting 
to achieve the outcome, and information on the improved 
future delivery of this or similar interventions. 
‘‘(2) SUBMISSION TO THE SECRETARY AND CONGRESS.—Not 


later than 30 days after receipt of the written report pursuant 
to paragraph (1)(B), the Federal Interagency Council on Social 
Impact Partnerships shall submit the report to the Secretary 
and each committee of jurisdiction in the House of Representa-
tives and the Senate. 
‘‘(e) FINAL REPORT.— 


‘‘(1) SUBMISSION OF REPORT.—Within 6 months after the 
social impact partnership project is completed, the independent 
evaluator shall— 


‘‘(A) evaluate the effects of the activities undertaken 
pursuant to the agreement with regard to each outcome 
specified in the agreement; and 


‘‘(B) submit to the head of the relevant agency and 
the Federal Interagency Council on Social Impact Partner-
ships a written report that includes the results of the 
evaluation and the conclusion of the evaluator as to 
whether the State or local government has fulfilled each 
obligation of the agreement, along with information on 
the unique factors that contributed to the success or failure 
of the project, the challenges faced in attempting to achieve 
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the outcome, and information on the improved future 
delivery of this or similar interventions. 
‘‘(2) SUBMISSION TO THE SECRETARY AND CONGRESS.—Not 


later than 30 days after receipt of the written report pursuant 
to paragraph (1)(B), the Federal Interagency Council on Social 
Impact Partnerships shall submit the report to the Secretary 
and each committee of jurisdiction in the House of Representa-
tives and the Senate. 
‘‘(f) LIMITATION ON COST OF EVALUATIONS.—Of the amount 


made available under this subtitle for social impact partnership 
projects, the Secretary may not obligate more than 15 percent 
to evaluate the implementation and outcomes of the projects. 


‘‘(g) DELEGATION OF AUTHORITY.—The Secretary may transfer 
to the head of another Federal agency the authorities provided 
in this section and any funds necessary to exercise the authorities. 


‘‘FEDERAL INTERAGENCY COUNCIL ON SOCIAL IMPACT PARTNERSHIPS 


‘‘SEC. 2056. (a) ESTABLISHMENT.—There is established the Fed-
eral Interagency Council on Social Impact Partnerships (in this 
section referred to as the ‘Council’) to— 


‘‘(1) coordinate with the Secretary on the efforts of social 
impact partnership projects funded under this subtitle; 


‘‘(2) advise and assist the Secretary in the development 
and implementation of the projects; 


‘‘(3) advise the Secretary on specific programmatic and 
policy matter related to the projects; 


‘‘(4) provide subject-matter expertise to the Secretary with 
regard to the projects; 


‘‘(5) certify to the Secretary that each State or local govern-
ment that has entered into an agreement with the Secretary 
for a social impact partnership project under this subtitle and 
each evaluator selected by the head of the relevant agency 
under section 2055 has access to Federal administrative data 
to assist the State or local government and the evaluator in 
evaluating the performance and outcomes of the project; 


‘‘(6) address issues that will influence the future of social 
impact partnership projects in the United States; 


‘‘(7) provide guidance to the executive branch on the future 
of social impact partnership projects in the United States; 


‘‘(8) prior to approval by the Secretary, certify that each 
State and local government application for a social impact 
partnership contains rigorous, independent data and reliable, 
evidence-based research methodologies to support the conclu-
sion that the project will yield savings to the State or local 
government or the Federal Government if the project outcomes 
are achieved; 


‘‘(9) certify to the Secretary, in the case of each approved 
social impact partnership that is expected to yield savings 
to the Federal Government, that the project will yield a pro-
jected savings to the Federal Government if the project out-
comes are achieved, and coordinate with the relevant Federal 
agency to produce an after-action accounting once the project 
is complete to determine the actual Federal savings realized, 
and the extent to which actual savings aligned with projected 
savings; and 
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‘‘(10) provide periodic reports to the Secretary and make 
available reports periodically to Congress and the public on 
the implementation of this subtitle. 
‘‘(b) COMPOSITION OF COUNCIL.—The Council shall have 11 


members, as follows: 
‘‘(1) CHAIR.—The Chair of the Council shall be the Director 


of the Office of Management and Budget. 
‘‘(2) OTHER MEMBERS.—The head of each of the following 


entities shall designate one officer or employee of the entity 
to be a Council member: 


‘‘(A) The Department of Labor. 
‘‘(B) The Department of Health and Human Services. 
‘‘(C) The Social Security Administration. 
‘‘(D) The Department of Agriculture. 
‘‘(E) The Department of Justice. 
‘‘(F) The Department of Housing and Urban Develop-


ment. 
‘‘(G) The Department of Education. 
‘‘(H) The Department of Veterans Affairs. 
‘‘(I) The Department of the Treasury. 
‘‘(J) The Corporation for National and Community 


Service. 


‘‘COMMISSION ON SOCIAL IMPACT PARTNERSHIPS 


‘‘SEC. 2057. (a) ESTABLISHMENT.—There is established the 
Commission on Social Impact Partnerships (in this section referred 
to as the ‘Commission’). 


‘‘(b) DUTIES.—The duties of the Commission shall be to— 
‘‘(1) assist the Secretary and the Federal Interagency 


Council on Social Impact Partnerships in reviewing applications 
for funding under this subtitle; 


‘‘(2) make recommendations to the Secretary and the Fed-
eral Interagency Council on Social Impact Partnerships 
regarding the funding of social impact partnership agreements 
and feasibility studies; and 


‘‘(3) provide other assistance and information as requested 
by the Secretary or the Federal Interagency Council on Social 
Impact Partnerships. 
‘‘(c) COMPOSITION.—The Commission shall be composed of nine 


members, of whom— 
‘‘(1) one shall be appointed by the President, who will 


serve as the Chair of the Commission; 
‘‘(2) one shall be appointed by the Majority Leader of the 


Senate; 
‘‘(3) one shall be appointed by the Minority Leader of 


the Senate; 
‘‘(4) one shall be appointed by the Speaker of the House 


of Representatives; 
‘‘(5) one shall be appointed by the Minority Leader of 


the House of Representatives; 
‘‘(6) one shall be appointed by the Chairman of the Com-


mittee on Finance of the Senate; 
‘‘(7) one shall be appointed by the ranking member of 


the Committee on Finance of the Senate; 
‘‘(8) one member shall be appointed by the Chairman of 


the Committee on Ways and Means of the House of Representa-
tives; and 
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‘‘(9) one shall be appointed by the ranking member of 
the Committee on Ways and Means of the House of Representa-
tives. 
‘‘(d) QUALIFICATIONS OF COMMISSION MEMBERS.—The members 


of the Commission shall— 
‘‘(1) be experienced in finance, economics, pay for perform-


ance, or program evaluation; 
‘‘(2) have relevant professional or personal experience in 


a field related to one or more of the outcomes listed in this 
subtitle; or 


‘‘(3) be qualified to review applications for social impact 
partnership projects to determine whether the proposed metrics 
and evaluation methodologies are appropriately rigorous and 
reliant upon independent data and evidence-based research. 
‘‘(e) TIMING OF APPOINTMENTS.—The appointments of the mem-


bers of the Commission shall be made not later than 120 days 
after the date of the enactment of this subtitle, or, in the event 
of a vacancy, not later than 90 days after the date the vacancy 
arises. If a member of Congress fails to appoint a member by 
that date, the President may select a member of the President’s 
choice on behalf of the member of Congress. Notwithstanding the 
preceding sentence, if not all appointments have been made to 
the Commission as of that date, the Commission may operate 
with no fewer than five members until all appointments have been 
made. 


‘‘(f) TERM OF APPOINTMENTS.— 
‘‘(1) IN GENERAL.—The members appointed under sub-


section (c) shall serve as follows: 
‘‘(A) Three members shall serve for 2 years. 
‘‘(B) Three members shall serve for 3 years. 
‘‘(C) Three members (one of which shall be Chair of 


the Commission appointed by the President) shall serve 
for 4 years. 
‘‘(2) ASSIGNMENT OF TERMS.—The Commission shall des-


ignate the term length that each member appointed under 
subsection (c) shall serve by unanimous agreement. In the 
event that unanimous agreement cannot be reached, term 
lengths shall be assigned to the members by a random process. 
‘‘(g) VACANCIES.—Subject to subsection (e), in the event of a 


vacancy in the Commission, whether due to the resignation of 
a member, the expiration of a member’s term, or any other reason, 
the vacancy shall be filled in the manner in which the original 
appointment was made and shall not affect the powers of the 
Commission. 


‘‘(h) APPOINTMENT POWER.—Members of the Commission 
appointed under subsection (c) shall not be subject to confirmation 
by the Senate. 


‘‘LIMITATION ON USE OF FUNDS 


‘‘SEC. 2058. Of the amounts made available to carry out this 
subtitle, the Secretary may not use more than $2,000,000 in any 
fiscal year to support the review, approval, and oversight of social 
impact partnership projects, including activities conducted by— 


‘‘(1) the Federal Interagency Council on Social Impact Part-
nerships; and 
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‘‘(2) any other agency consulted by the Secretary before 
approving a social impact partnership project or a feasibility 
study under section 2054. 


‘‘NO FEDERAL FUNDING FOR CREDIT ENHANCEMENTS 


‘‘SEC. 2059. No amount made available to carry out this subtitle 
may be used to provide any insurance, guarantee, or other credit 
enhancement to a State or local government under which a Federal 
payment would be made to a State or local government as the 
result of a State or local government failing to achieve an outcome 
specified in an agreement. 


‘‘AVAILABILITY OF FUNDS 


‘‘SEC. 2060. Amounts made available to carry out this subtitle 
shall remain available until 10 years after the date of the enactment 
of this subtitle. 


‘‘WEBSITE 


‘‘SEC. 2061. The Federal Interagency Council on Social Impact 
Partnerships shall establish and maintain a public website that 
shall display the following: 


‘‘(1) A copy of, or method of accessing, each notice published 
regarding a social impact partnership project pursuant to this 
subtitle. 


‘‘(2) A copy of each feasibility study funded under this 
subtitle. 


‘‘(3) For each State or local government that has entered 
into an agreement with the Secretary for a social impact part-
nership project, the website shall contain the following informa-
tion: 


‘‘(A) The outcome goals of the project. 
‘‘(B) A description of each intervention in the project. 
‘‘(C) The target population that will be served by the 


project. 
‘‘(D) The expected social benefits to participants who 


receive the intervention and others who may be impacted. 
‘‘(E) The detailed roles, responsibilities, and purposes 


of each Federal, State, or local government entity, inter-
mediary, service provider, independent evaluator, investor, 
or other stakeholder. 


‘‘(F) The payment terms, methodology used to calculate 
outcome payments, the payment schedule, and performance 
thresholds. 


‘‘(G) The project budget. 
‘‘(H) The project timeline. 
‘‘(I) The project eligibility criteria. 
‘‘(J) The evaluation design. 
‘‘(K) The metrics used to determine whether the pro-


posed outcomes have been achieved and how these metrics 
are measured. 
‘‘(4) A copy of the progress reports and the final reports 


relating to each social impact partnership project. 
‘‘(5) An estimate of the savings to the Federal, State, and 


local government, on a program-by-program basis and in the 
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aggregate, resulting from the successful completion of the social 
impact partnership project. 


‘‘REGULATIONS 


‘‘SEC. 2062. The Secretary, in consultation with the Federal 
Interagency Council on Social Impact Partnerships, may issue regu-
lations as necessary to carry out this subtitle. 


‘‘DEFINITIONS 


‘‘SEC. 2063. In this subtitle: 
‘‘(1) AGENCY.—The term ‘agency’ has the meaning given 


that term in section 551 of title 5, United States Code. 
‘‘(2) INTERVENTION.—The term ‘intervention’ means a spe-


cific service delivered to achieve an impact through a social 
impact partnership project. 


‘‘(3) SECRETARY.—The term ‘Secretary’ means the Secretary 
of the Treasury. 


‘‘(4) SOCIAL IMPACT PARTNERSHIP PROJECT.—The term 
‘social impact partnership project’ means a project that finances 
social services using a social impact partnership model. 


‘‘(5) SOCIAL IMPACT PARTNERSHIP MODEL.—The term ‘social 
impact partnership model’ means a method of financing social 
services in which— 


‘‘(A) Federal funds are awarded to a State or local 
government only if a State or local government achieves 
certain outcomes agreed on by the State or local govern-
ment and the Secretary; and 


‘‘(B) the State or local government coordinates with 
service providers, investors (if applicable to the project), 
and (if necessary) an intermediary to identify— 


‘‘(i) an intervention expected to produce the out-
come; 


‘‘(ii) a service provider to deliver the intervention 
to the target population; and 


‘‘(iii) investors to fund the delivery of the interven-
tion. 


‘‘(6) STATE.—The term ‘State’ means each State of the 
United States, the District of Columbia, each commonwealth, 
territory or possession of the United States, and each federally 
recognized Indian tribe. 


‘‘FUNDING 


‘‘SEC. 2064. Out of any money in the Treasury of the United 
States not otherwise appropriated, there is hereby appropriated 
$100,000,000 for fiscal year 2018 to carry out this subtitle.’’. 


TITLE IX—PUBLIC HEALTH PROGRAMS 
SEC. 50901. EXTENSION FOR COMMUNITY HEALTH CENTERS, THE 


NATIONAL HEALTH SERVICE CORPS, AND TEACHING 
HEALTH CENTERS THAT OPERATE GME PROGRAMS. 


(a) COMMUNITY HEALTH CENTERS FUNDING.—Section 
10503(b)(1)(F) of the Patient Protection and Affordable Care Act 
(42 U.S.C. 254b–2(b)(1)(F)), as amended by section 3101 of Public 
Law 115–96, is amended to read as follows: 
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‘‘(F) $3,800,000,000 for fiscal year 2018 and 
$4,000,000,000 for fiscal year 2019.’’. 


(b) OTHER COMMUNITY HEALTH CENTERS PROVISIONS.—Section 
330 of the Public Health Service Act (42 U.S.C. 254b) is amended— 


(1) in subsection (b)(1)(A)(ii), by striking ‘‘abuse’’ and 
inserting ‘‘use disorder’’; 


(2) in subsection (b)(2)(A), by striking ‘‘abuse’’ and inserting 
‘‘use disorder’’; 


(3) in subsection (c)— 
(A) in paragraph (1), by striking subparagraphs (B) 


through (D); 
(B) by striking ‘‘(1) IN GENERAL’’ and all that follows 


through ‘‘The Secretary’’ and inserting the following: 
‘‘(1) CENTERS.—The Secretary’’; and 


(C) in paragraph (1), as amended, by redesignating 
clauses (i) through (v) as subparagraphs (A) through (E) 
and moving the margin of each of such redesignated 
subparagraph 2 ems to the left; 
(4) by striking subsection (d) and inserting the following: 


‘‘(d) IMPROVING QUALITY OF CARE.— 
‘‘(1) SUPPLEMENTAL AWARDS.—The Secretary may award 


supplemental grant funds to health centers funded under this 
section to implement evidence-based models for increasing 
access to high-quality primary care services, which may include 
models related to— 


‘‘(A) improving the delivery of care for individuals with 
multiple chronic conditions; 


‘‘(B) workforce configuration; 
‘‘(C) reducing the cost of care; 
‘‘(D) enhancing care coordination; 
‘‘(E) expanding the use of telehealth and technology- 


enabled collaborative learning and capacity building 
models; 


‘‘(F) care integration, including integration of behav-
ioral health, mental health, or substance use disorder serv-
ices; and 


‘‘(G) addressing emerging public health or substance 
use disorder issues to meet the health needs of the popu-
lation served by the health center. 
‘‘(2) SUSTAINABILITY.—In making supplemental awards 


under this subsection, the Secretary may consider whether 
the health center involved has submitted a plan for continuing 
the activities funded under this subsection after supplemental 
funding is expended. 


‘‘(3) SPECIAL CONSIDERATION.—The Secretary may give spe-
cial consideration to applications for supplemental funding 
under this subsection that seek to address significant barriers 
to access to care in areas with a greater shortage of health 
care providers and health services relative to the national aver-
age.’’; 


(5) in subsection (e)(1)— 
(A) in subparagraph (B)— 


(i) by striking ‘‘2 years’’ and inserting ‘‘1 year’’; 
and 


(ii) by adding at the end the following: ‘‘The Sec-
retary shall not make a grant under this paragraph 
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unless the applicant provides assurances to the Sec-
retary that within 120 days of receiving grant funding 
for the operation of the health center, the applicant 
will submit, for approval by the Secretary, an 
implementation plan to meet the requirements of sub-
section (k)(3). The Secretary may extend such 120- 
day period for achieving compliance upon a demonstra-
tion of good cause by the health center.’’; and 
(B) in subparagraph (C)— 


(i) in the subparagraph heading, by striking ‘‘AND 
PLANS’’; 


(ii) by striking ‘‘or plan (as described in subpara-
graphs (B) and (C) of subsection (c)(1))’’; 


(iii) by striking ‘‘or plan, including the purchase’’ 
and inserting the following: ‘‘including— 


‘‘(i) the purchase’’; 
(iv) by inserting ‘‘, which may include data and 


information systems’’ after ‘‘of equipment’’; 
(v) by striking the period at the end and inserting 


a semicolon; and 
(vi) by adding at the end the following: 
‘‘(ii) the provision of training and technical assist-


ance; and 
‘‘(iii) other activities that— 


‘‘(I) reduce costs associated with the provision 
of health services; 


‘‘(II) improve access to, and availability of, 
health services provided to individuals served by 
the centers; 


‘‘(III) enhance the quality and coordination of 
health services; or 


‘‘(IV) improve the health status of commu-
nities.’’; 


(6) in subsection (e)(5)(B)— 
(A) in the heading of subparagraph (B), by striking 


‘‘AND PLANS’’; and 
(B) by striking ‘‘and subparagraphs (B) and (C) of 


subsection (c)(1) to a health center or to a network or 
plan’’ and inserting ‘‘to a health center or to a network’’; 
(7) in subsection (e), by adding at the end the following: 
‘‘(6) NEW ACCESS POINTS AND EXPANDED SERVICES.— 


‘‘(A) APPROVAL OF NEW ACCESS POINTS.— 
‘‘(i) IN GENERAL.—The Secretary may approve 


applications for grants under subparagraph (A) or (B) 
of paragraph (1) to establish new delivery sites. 


‘‘(ii) SPECIAL CONSIDERATION.—In carrying out 
clause (i), the Secretary may give special consideration 
to applicants that have demonstrated the new delivery 
site will be located within a sparsely populated area, 
or an area which has a level of unmet need that 
is higher relative to other applicants. 


‘‘(iii) CONSIDERATION OF APPLICATIONS.—In car-
rying out clause (i), the Secretary shall approve 
applications for grants in such a manner that the 
ratio of the medically underserved populations in rural 
areas which may be expected to use the services pro-
vided by the applicants involved to the medically 
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underserved populations in urban areas which may 
be expected to use the services provided by the 
applicants is not less than two to three or greater 
than three to two. 


‘‘(iv) SERVICE AREA OVERLAP.—If in carrying out 
clause (i) the applicant proposes to serve an area that 
is currently served by another health center funded 
under this section, the Secretary may consider whether 
the award of funding to an additional health center 
in the area can be justified based on the unmet need 
for additional services within the catchment area. 
‘‘(B) APPROVAL OF EXPANDED SERVICE APPLICATIONS.— 


‘‘(i) IN GENERAL.—The Secretary may approve 
applications for grants under subparagraph (A) or (B) 
of paragraph (1) to expand the capacity of the applicant 
to provide required primary health services described 
in subsection (b)(1) or additional health services 
described in subsection (b)(2). 


‘‘(ii) PRIORITY EXPANSION PROJECTS.—In carrying 
out clause (i), the Secretary may give special consider-
ation to expanded service applications that seek to 
address emerging public health or behavioral health, 
mental health, or substance abuse issues through 
increasing the availability of additional health services 
described in subsection (b)(2) in an area in which there 
are significant barriers to accessing care. 


‘‘(iii) CONSIDERATION OF APPLICATIONS.—In car-
rying out clause (i), the Secretary shall approve 
applications for grants in such a manner that the 
ratio of the medically underserved populations in rural 
areas which may be expected to use the services pro-
vided by the applicants involved to the medically 
underserved populations in urban areas which may 
be expected to use the services provided by such 
applicants is not less than two to three or greater 
than three to two.’’; 


(8) in subsection (h)— 
(A) in paragraph (1), by striking ‘‘and children and 


youth at risk of homelessness’’ and inserting ‘‘, children 
and youth at risk of homelessness, homeless veterans, and 
veterans at risk of homelessness’’; and 


(B) in paragraph (5)— 
(i) by striking subparagraph (B); 
(ii) by redesignating subparagraph (C) as subpara-


graph (B); and 
(iii) in subparagraph (B) (as so redesignated)— 


(I) in the subparagraph heading, by striking 
‘‘ABUSE’’ and inserting ‘‘USE DISORDER’’; and 


(II) by striking ‘‘abuse’’ and inserting ‘‘use dis-
order’’; 


(9) in subsection (k)— 
(A) in paragraph (2)— 


(i) in the paragraph heading, by inserting ‘‘UNMET’’ 
before ‘‘NEED’’; 


(ii) in the matter preceding subparagraph (A), by 
inserting ‘‘or subsection (e)(6)’’ after ‘‘subsection (e)(1)’’; 
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(iii) in subparagraph (A), by inserting ‘‘unmet’’ 
before ‘‘need for health services’’; 


(iv) in subparagraph (B), by striking ‘‘and’’ at the 
end; 


(v) in subparagraph (C), by striking the period 
at the end and inserting ‘‘; and’’; and 


(vi) by adding after subparagraph (C) the following: 
‘‘(D) in the case of an application for a grant pursuant 


to subsection (e)(6), a demonstration that the applicant 
has consulted with appropriate State and local government 
agencies, and health care providers regarding the need 
for the health services to be provided at the proposed 
delivery site.’’; 


(B) in paragraph (3)— 
(i) in the matter preceding subparagraph (A), by 


inserting ‘‘or subsection (e)(6)’’ after ‘‘subsection 
(e)(1)(B)’’; 


(ii) in subparagraph (B), by striking ‘‘in the 
catchment area of the center’’ and inserting ‘‘, including 
other health care providers that provide care within 
the catchment area, local hospitals, and specialty pro-
viders in the catchment area of the center, to provide 
access to services not available through the health 
center and to reduce the non-urgent use of hospital 
emergency departments’’; 


(iii) in subparagraph (H)(ii), by inserting ‘‘who 
shall be directly employed by the center’’ after 
‘‘approves the selection of a director for the center’’; 


(iv) in subparagraph (L), by striking ‘‘and’’ at the 
end; 


(v) in subparagraph (M), by striking the period 
and inserting ‘‘; and’’; and 


(vi) by inserting after subparagraph (M), the fol-
lowing: 
‘‘(N) the center has written policies and procedures 


in place to ensure the appropriate use of Federal funds 
in compliance with applicable Federal statutes, regulations, 
and the terms and conditions of the Federal award.’’; and 


(C) by striking paragraph (4); 
(10) in subsection (l), by adding at the end the following: 


‘‘Funds expended to carry out activities under this subsection 
and operational support activities under subsection (m) shall 
not exceed 3 percent of the amount appropriated for this section 
for the fiscal year involved.’’; 


(11) in subsection (q)(4), by adding at the end the following: 
‘‘A waiver provided by the Secretary under this paragraph 
may not remain in effect for more than 1 year and may not 
be extended after such period. An entity may not receive more 
than one waiver under this paragraph in consecutive years.’’; 


(12) in subsection (r)(3)— 
(A) by striking ‘‘appropriate committees of Congress 


a report concerning the distribution of funds under this 
section’’ and inserting the following: ‘‘Committee on Health, 
Education, Labor, and Pensions of the Senate, and the 
Committee on Energy and Commerce of the House of Rep-
resentatives, a report including, at a minimum— 
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‘‘(A) the distribution of funds for carrying out this 
section’’; 


(B) by striking ‘‘populations. Such report shall include 
an assessment’’ and inserting the following: ‘‘populations; 


‘‘(B) an assessment’’; 
(C) by striking ‘‘and the rationale for any substantial 


changes in the distribution of funds.’’ and inserting a semi-
colon; and 


(D) by adding at the end the following: 
‘‘(C) the distribution of awards and funding for new 


or expanded services in each of rural areas and urban 
areas; 


‘‘(D) the distribution of awards and funding for estab-
lishing new access points, and the number of new access 
points created; 


‘‘(E) the amount of unexpended funding for loan 
guarantees and loan guarantee authority under title XVI; 


‘‘(F) the rationale for any substantial changes in the 
distribution of funds; 


‘‘(G) the rate of closures for health centers and access 
points; 


‘‘(H) the number and reason for any grants awarded 
pursuant to subsection (e)(1)(B); and 


‘‘(I) the number and reason for any waivers provided 
pursuant to subsection (q)(4).’’; 
(13) in subsection (r), by adding at the end the following 


new paragraph: 
‘‘(5) FUNDING FOR PARTICIPATION OF HEALTH CENTERS IN 


ALL OF US RESEARCH PROGRAM.—In addition to any amounts 
made available pursuant to paragraph (1) of this subsection, 
section 402A of this Act, or section 10503 of the Patient Protec-
tion and Affordable Care Act, there is authorized to be appro-
priated, and there is appropriated, out of any monies in the 
Treasury not otherwise appropriated, to the Secretary 
$25,000,000 for fiscal year 2018 to support the participation 
of health centers in the All of Us Research Program under 
the Precision Medicine Initiative under section 498E of this 
Act.’’; and 


(14) by striking subsection (s). 
(c) NATIONAL HEALTH SERVICE CORPS.—Section 10503(b)(2)(F) 


of the Patient Protection and Affordable Care Act (42 U.S.C. 254b– 
2(b)(2)(F)), as amended by section 3101 of Public Law 115–96, 
is amended to read as follows: 


‘‘(F) $310,000,000 for each of fiscal years 2018 and 
2019.’’. 


(d) TEACHING HEALTH CENTERS THAT OPERATE GRADUATE MED-
ICAL EDUCATION PROGRAMS.— 


(1) PAYMENTS.—Subsection (a) of section 340H of the Public 
Health Service Act (42 U.S.C. 256h) is amended to read as 
follows: 
‘‘(a) PAYMENTS.— 


‘‘(1) IN GENERAL.—Subject to subsection (h)(2), the Sec-
retary shall make payments under this section for direct 
expenses and indirect expenses to qualified teaching health 
centers that are listed as sponsoring institutions by the relevant 
accrediting body for, as appropriate— 
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‘‘(A) maintenance of filled positions at existing 
approved graduate medical residency training programs; 


‘‘(B) expansion of existing approved graduate medical 
residency training programs; and 


‘‘(C) establishment of new approved graduate medical 
residency training programs. 
‘‘(2) PER RESIDENT AMOUNT.—In making payments under 


paragraph (1), the Secretary shall consider the cost of training 
residents at teaching health centers and the implications of 
the per resident amount on approved graduate medical resi-
dency training programs at teaching health centers. 


‘‘(3) PRIORITY.—In making payments under paragraph 
(1)(C), the Secretary shall give priority to qualified teaching 
health centers that— 


‘‘(A) serve a health professional shortage area with 
a designation in effect under section 332 or a medically 
underserved community (as defined in section 799B); or 


‘‘(B) are located in a rural area (as defined in section 
1886(d)(2)(D) of the Social Security Act).’’. 
(2) FUNDING.—Paragraph (1) of section 340H(g) of the 


Public Health Service Act (42 U.S.C. 256h(g)), as amended 
by section 3101 of Public Law 115–96, is amended by striking 
‘‘and $30,000,000 for the period of the first and second quarters 
of fiscal year 2018,’’ and inserting ‘‘and $126,500,000 for each 
of fiscal years 2018 and 2019,’’. 


(3) ANNUAL REPORTING.—Subsection (h)(1) of section 340H 
of the Public Health Service Act (42 U.S.C. 256h) is amended— 


(A) by redesignating subparagraph (D) as subpara-
graph (H); and 


(B) by inserting after subparagraph (C) the following: 
‘‘(D) The number of patients treated by residents 


described in paragraph (4). 
‘‘(E) The number of visits by patients treated by resi-


dents described in paragraph (4). 
‘‘(F) Of the number of residents described in paragraph 


(4) who completed their residency training at the end of 
such residency academic year, the number and percentage 
of such residents entering primary care practice (meaning 
any of the areas of practice listed in the definition of 
a primary care residency program in section 749A). 


‘‘(G) Of the number of residents described in paragraph 
(4) who completed their residency training at the end of 
such residency academic year, the number and percentage 
of such residents who entered practice at a health care 
facility— 


‘‘(i) primarily serving a health professional short-
age area with a designation in effect under section 
332 or a medically underserved community (as defined 
in section 799B); or 


‘‘(ii) located in a rural area (as defined in section 
1886(d)(2)(D) of the Social Security Act).’’. 


(4) REPORT ON TRAINING COSTS.—Not later than March 
31, 2019, the Secretary of Health and Human Services shall 
submit to the Congress a report on the direct graduate expenses 
of approved graduate medical residency training programs, and 
the indirect expenses associated with the additional costs of 
teaching residents, of qualified teaching health centers (as such 
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terms are used or defined in section 340H of the Public Health 
Service Act (42 U.S.C. 256h)). 


(5) DEFINITION.—Subsection (j) of section 340H of the Public 
Health Service Act (42 U.S.C. 256h) is amended— 


(A) by redesignating paragraphs (2) and (3) as para-
graphs (3) and (4), respectively; and 


(B) by inserting after paragraph (1) the following: 
‘‘(2) NEW APPROVED GRADUATE MEDICAL RESIDENCY 


TRAINING PROGRAM.—The term ‘new approved graduate medical 
residency training program’ means an approved graduate med-
ical residency training program for which the sponsoring quali-
fied teaching health center has not received a payment under 
this section for a previous fiscal year (other than pursuant 
to subsection (a)(1)(C)).’’. 


(6) TECHNICAL CORRECTION.—Subsection (f) of section 340H 
(42 U.S.C. 256h) is amended by striking ‘‘hospital’’ each place 
it appears and inserting ‘‘teaching health center’’. 


(7) PAYMENTS FOR PREVIOUS FISCAL YEARS.—The provisions 
of section 340H of the Public Health Service Act (42 U.S.C. 
256h), as in effect on the day before the date of enactment 
of Public Law 115–96, shall continue to apply with respect 
to payments under such section for fiscal years before fiscal 
year 2018. 
(e) APPLICATION.—Amounts appropriated pursuant to this sec-


tion for fiscal year 2018 or 2019 are subject to the requirements 
contained in Public Law 115–31 for funds for programs authorized 
under sections 330 through 340 of the Public Health Service Act 
(42 U.S.C. 254b–256). 


(f) CONFORMING AMENDMENTS.—Paragraph (4) of section 
3014(h) of title 18, United States Code, as amended by section 
3101 of Public Law 115–96, is amended by striking ‘‘and section 
3101(d) of the CHIP and Public Health Funding Extension Act’’ 
and inserting ‘‘and section 50901(e) of the Advancing Chronic Care, 
Extenders, and Social Services Act’’. 
SEC. 50902. EXTENSION FOR SPECIAL DIABETES PROGRAMS. 


(a) SPECIAL DIABETES PROGRAM FOR TYPE I DIABETES.—Section 
330B(b)(2)(D) of the Public Health Service Act (42 U.S.C. 254c– 
2(b)(2)(D)), as amended by section 3102 of Public Law 115–96, 
is amended to read as follows: 


‘‘(D) $150,000,000 for each of fiscal years 2018 and 
2019, to remain available until expended.’’. 


(b) SPECIAL DIABETES PROGRAM FOR INDIANS.—Subparagraph 
(D) of section 330C(c)(2) of the Public Health Service Act (42 U.S.C. 
254c–3(c)(2)), as amended by section 3102 of Public Law 115– 
96, is amended to read as follows: 


‘‘(D) $150,000,000 for each of fiscal years 2018 and 
2019, to remain available until expended.’’. 


TITLE X—MISCELLANEOUS HEALTH 
CARE POLICIES 


SEC. 51001. HOME HEALTH PAYMENT REFORM. 


(a) BUDGET NEUTRAL TRANSITION TO A 30-DAY UNIT OF PAY-
MENT FOR HOME HEALTH SERVICES.—Section 1895(b) of the Social 
Security Act (42 U.S.C. 1395fff(b)) is amended— 
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(1) in paragraph (2)— 
(A) by striking ‘‘PAYMENT.—In defining’’ and inserting 


‘‘PAYMENT.— 
‘‘(A) IN GENERAL.—In defining’’; and 
(B) by adding at the end the following new subpara-


graph: 
‘‘(B) 30-DAY UNIT OF SERVICE.—For purposes of imple-


menting the prospective payment system with respect to 
home health units of service furnished during a year begin-
ning with 2020, the Secretary shall apply a 30-day unit 
of service as the unit of service applied under this para-
graph.’’; 
(2) in paragraph (3)— 


(A) in subparagraph (A), by adding at the end the 
following new clause: 


‘‘(iv) BUDGET NEUTRALITY FOR 2020.—With respect 
to payments for home health units of service furnished 
that end during the 12-month period beginning 
January 1, 2020, the Secretary shall calculate a 
standard prospective payment amount (or amounts) 
for 30-day units of service (as described in paragraph 
(2)(B)) for the prospective payment system under this 
subsection. Such standard prospective payment 
amount (or amounts) shall be calculated in a manner 
such that the estimated aggregate amount of expendi-
tures under the system during such period with 
application of paragraph (2)(B) is equal to the esti-
mated aggregate amount of expenditures that other-
wise would have been made under the system during 
such period if paragraph (2)(B) had not been enacted. 
The previous sentence shall be applied before (and 
not affect the application of) paragraph (3)(B). In calcu-
lating such amount (or amounts), the Secretary shall 
make assumptions about behavior changes that could 
occur as a result of the implementation of paragraph 
(2)(B) and the case-mix adjustment factors established 
under paragraph (4)(B) and shall provide a description 
of such assumptions in the notice and comment rule-
making used to implement this clause.’’; and 
(B) by adding at the end the following new subpara-


graph: 
‘‘(D) BEHAVIOR ASSUMPTIONS AND ADJUSTMENTS.— 


‘‘(i) IN GENERAL.—The Secretary shall annually 
determine the impact of differences between assumed 
behavior changes (as described in paragraph (3)(A)(iv)) 
and actual behavior changes on estimated aggregate 
expenditures under this subsection with respect to 
years beginning with 2020 and ending with 2026. 


‘‘(ii) PERMANENT ADJUSTMENTS.—The Secretary 
shall, at a time and in a manner determined appro-
priate, through notice and comment rulemaking, pro-
vide for one or more permanent increases or decreases 
to the standard prospective payment amount (or 
amounts) for applicable years, on a prospective basis, 
to offset for such increases or decreases in estimated 
aggregate expenditures (as determined under clause 
(i)). 
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‘‘(iii) TEMPORARY ADJUSTMENTS FOR RETROSPECTIVE 
BEHAVIOR.—The Secretary shall, at a time and in a 
manner determined appropriate, through notice and 
comment rulemaking, provide for one or more tem-
porary increases or decreases to the payment amount 
for a unit of home health services (as determined under 
paragraph (4)) for applicable years, on a prospective 
basis, to offset for such increases or decreases in esti-
mated aggregate expenditures (as determined under 
clause (i)). Such a temporary increase or decrease shall 
apply only with respect to the year for which such 
temporary increase or decrease is made, and the Sec-
retary shall not take into account such a temporary 
increase or decrease in computing such amount under 
this subsection for a subsequent year.’’; and 


(3) in paragraph (4)(B)— 
(A) by striking ‘‘FACTORS.—The Secretary’’ and 


inserting ‘‘FACTORS.— 
‘‘(i) IN GENERAL.—The Secretary’’; and 


(B) by adding at the end the following new clause: 
‘‘(ii) TREATMENT OF THERAPY THRESHOLDS.—For 


2020 and subsequent years, the Secretary shall elimi-
nate the use of therapy thresholds (established by the 
Secretary) in case mix adjustment factors established 
under clause (i) for calculating payments under the 
prospective payment system under this subsection.’’. 


(b) TECHNICAL EXPERT PANEL.— 
(1) IN GENERAL.—During the period beginning on January 


1, 2018, and ending on December 31, 2018, the Secretary of 
Health and Human Services shall hold at least one session 
of a technical expert panel, the participants of which shall 
include home health providers, patient representatives, and 
other relevant stakeholders. The technical expert panel shall 
identify and prioritize recommendations with respect to the 
prospective payment system for home health services under 
section 1895(b) of the Social Security Act (42 U.S.C. 1395fff(b)), 
on the following: 


(A) The Home Health Groupings Model, as described 
in the proposed rule ‘‘Medicare and Medicaid Programs; 
CY 2018 Home Health Prospective Payment System Rate 
Update and Proposed CY 2019 Case-Mix Adjustment Meth-
odology Refinements; Home Health Value-Based Pur-
chasing Model; and Home Health Quality Reporting 
Requirements’’ (82 Fed. Reg. 35294 through 35332 (July 
28, 2017)). 


(B) Alternative case-mix models to the Home Health 
Groupings Model that were submitted during 2017 as com-
ments in response to proposed rule making, including 
patient-focused factors that consider the risks of hos-
pitalization and readmission to a hospital, improvement 
or maintenance of functionality of individuals to increase 
the capacity for self-care, quality of care, and resource 
utilization. 
(2) INAPPLICABILITY OF FACA.—The provisions of the Fed-


eral Advisory Committee Act (5 U.S.C. App.) shall not apply 
to the technical expert panel under paragraph (1). 
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(3) REPORT.—Not later than April 1, 2019, the Secretary 
of Health and Human Services shall submit to the Committee 
on Ways and Means and the Committee on Energy and Com-
merce of the House of Representatives and the Committee 
on Finance of the Senate a report on the recommendations 
of such panel described in such paragraph. 


(4) NOTICE AND COMMENT RULEMAKING.—Not later than 
December 31, 2019, the Secretary of Health and Human Serv-
ices shall pursue notice and comment rulemaking on a case- 
mix system with respect to the prospective payment system 
for home health services under section 1895(b) of the Social 
Security Act (42 U.S.C. 1395fff(b)). 
(c) REPORTS.— 


(1) INTERIM REPORT.—Not later than March 15, 2022, the 
Medicare Payment Advisory Commission shall submit to Con-
gress an interim report on the application of a 30-day unit 
of service as the unit of service applied under section 1895(b)(2) 
of the Social Security Act (42 U.S.C. 1395fff(b)(2)), as amended 
by subsection (a), including an analysis of the level of payments 
provided to home health agencies as compared to the cost 
of delivering home health services, and any unintended con-
sequences, including with respect to behavioral changes and 
quality. 


(2) FINAL REPORT.—Not later than March 15, 2026, such 
Commission shall submit to Congress a final report on such 
application and any such consequences. 


SEC. 51002. INFORMATION TO SATISFY DOCUMENTATION OF MEDI-
CARE ELIGIBILITY FOR HOME HEALTH SERVICES. 


(a) PART A.—Section 1814(a) of the Social Security Act (42 
U.S.C. 1395f(a)) is amended by inserting before ‘‘For purposes of 
paragraph (2)(C),’’ the following new sentence: ‘‘For purposes of 
documentation for physician certification and recertification made 
under paragraph (2) on or after January 1, 2019, and made with 
respect to home health services furnished by a home health agency, 
in addition to using documentation in the medical record of the 
physician who so certifies or the medical record of the acute or 
post-acute care facility (in the case that home health services were 
furnished to an individual who was directly admitted to the home 
health agency from such a facility), the Secretary may use docu-
mentation in the medical record of the home health agency as 
supporting material, as appropriate to the case involved.’’. 


(b) PART B.—Section 1835(a) of the Social Security Act (42 
U.S.C. 1395n(a)) is amended by inserting before ‘‘For purposes 
of paragraph (2)(A),’’ the following new sentence: ‘‘For purposes 
of documentation for physician certification and recertification made 
under paragraph (2) on or after January 1, 2019, and made with 
respect to home health services furnished by a home health agency, 
in addition to using documentation in the medical record of the 
physician who so certifies or the medical record of the acute or 
post-acute care facility (in the case that home health services were 
furnished to an individual who was directly admitted to the home 
health agency from such a facility), the Secretary may use docu-
mentation in the medical record of the home health agency as 
supporting material, as appropriate to the case involved.’’. 







H. R. 1892—230 


SEC. 51003. TECHNICAL AMENDMENTS TO PUBLIC LAW 114–10. 


(a) MIPS TRANSITION.—Section 1848 of the Social Security Act 
(42 U.S.C. 1395w–4) is amended— 


(1) in subsection (q)— 
(A) in paragraph (1)— 


(i) in subparagraph (B), by striking ‘‘items and 
services’’ and inserting ‘‘covered professional services 
(as defined in subsection (k)(3)(A))’’; and 


(ii) in subparagraph (C)(iv)— 
(I) by amending subclause (I) to read as fol-


lows: 
‘‘(I) The minimum number (as determined by 


the Secretary) of— 
‘‘(aa) for performance periods beginning 


before January 1, 2018, individuals enrolled 
under this part who are treated by the eligible 
professional for the performance period 
involved; and 


‘‘(bb) for performance periods beginning 
on or after January 1, 2018, individuals 
enrolled under this part who are furnished 
covered professional services (as defined in 
subsection (k)(3)(A)) by the eligible profes-
sional for the performance period involved.’’; 
(II) in subclause (II), by striking ‘‘items and 


services’’ and inserting ‘‘covered professional serv-
ices (as defined in subsection (k)(3)(A))’’; and 


(III) by amending subclause (III) to read as 
follows: 


‘‘(III) The minimum amount (as determined 
by the Secretary) of— 


‘‘(aa) for performance periods beginning 
before January 1, 2018, allowed charges billed 
by such professional under this part for such 
performance period; and 


‘‘(bb) for performance periods beginning 
on or after January 1, 2018, allowed charges 
for covered professional services (as defined 
in subsection (k)(3)(A)) billed by such profes-
sional for such performance period.’’; 


(B) in paragraph (5)(D)— 
(i) in clause (i)(I), by inserting ‘‘subject to clause 


(iii),’’ after ‘‘clauses (i) and (ii) of paragraph (2)(A),’’; 
and 


(ii) by adding at the end the following new clause: 
‘‘(iii) TRANSITION YEARS.—For each of the second, 


third, fourth, and fifth years for which the MIPS 
applies to payments, the performance score for the 
performance category described in paragraph (2)(A)(ii) 
shall not take into account the improvement of the 
professional involved.’’; 
(C) in paragraph (5)(E)— 


(i) in clause (i)(I)(bb)— 
(I) in the heading by striking ‘‘FIRST 2 YEARS’’ 


and inserting ‘‘FIRST 5 YEARS’’; and 
(II) by striking ‘‘the first and second years’’ 


and inserting ‘‘each of the first through fifth years’’; 
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(ii) in clause (i)(II)(bb)— 
(I) in the heading, by striking ‘‘2 YEARS’’ and 


inserting ‘‘5 YEARS’’; and 
(II) by striking the second sentence and 


inserting the following new sentences: ‘‘For each 
of the second, third, fourth, and fifth years for 
which the MIPS applies to payments, not less than 
10 percent and not more than 30 percent of such 
score shall be based on performance with respect 
to the category described in clause (ii) of paragraph 
(2)(A). Nothing in the previous sentence shall be 
construed, with respect to a performance period 
for a year described in the previous sentence, as 
preventing the Secretary from basing 30 percent 
of such score for such year with respect to the 
category described in such clause (ii), if the Sec-
retary determines, based on information posted 
under subsection (r)(2)(I) that sufficient resource 
use measures are ready for adoption for use under 
the performance category under paragraph 
(2)(A)(ii) for such performance period.’’; 


(D) in paragraph (6)(D)— 
(i) in clause (i), in the second sentence, by striking 


‘‘Such performance threshold’’ and inserting ‘‘Subject 
to clauses (iii) and (iv), such performance threshold’’; 


(ii) in clause (ii)— 
(I) in the first sentence, by inserting ‘‘(begin-


ning with 2019 and ending with 2024)’’ after ‘‘for 
each year of the MIPS’’; and 


(II) in the second sentence, by inserting ‘‘sub-
ject to clause (iii),’’ after ‘‘For each such year,’’; 
(iii) in clause (iii)— 


(I) in the heading, by striking ‘‘2’’ and inserting 
‘‘5’’; and 


(II) in the first sentence, by striking ‘‘two 
years’’ and inserting ‘‘five years’’; and 
(iv) by adding at the end the following new clause: 
‘‘(iv) ADDITIONAL SPECIAL RULE FOR THIRD, FOURTH 


AND FIFTH YEARS OF MIPS.—For purposes of deter-
mining MIPS adjustment factors under subparagraph 
(A), in addition to the requirements specified in clause 
(iii), the Secretary shall increase the performance 
threshold with respect to each of the third, fourth, 
and fifth years to which the MIPS applies to ensure 
a gradual and incremental transition to the perform-
ance threshold described in clause (i) (as estimated 
by the Secretary) with respect to the sixth year to 
which the MIPS applies.’’; 
(E) in paragraph (6)(E)— 


(i) by striking ‘‘In the case of items and services’’ 
and inserting ‘‘In the case of covered professional serv-
ices (as defined in subsection (k)(3)(A))’’; and 


(ii) by striking ‘‘under this part with respect to 
such items and services’’ and inserting ‘‘under this 
part with respect to such covered professional services’’; 
and 
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(F) in paragraph (7), in the first sentence, by striking 
‘‘items and services’’ and inserting ‘‘covered professional 
services (as defined in subsection (k)(3)(A))’’; 
(2) in subsection (r)(2), by adding at the end the following 


new subparagraph: 
‘‘(I) INFORMATION.—The Secretary shall, not later than 


December 31st of each year (beginning with 2018), post 
on the Internet website of the Centers for Medicare & 
Medicaid Services information on resource use measures 
in use under subsection (q), resource use measures under 
development and the time-frame for such development, 
potential future resource use measure topics, a description 
of stakeholder engagement, and the percent of expenditures 
under part A and this part that are covered by resource 
use measures.’’; and 
(3) in subsection (s)(5)(B), by striking ‘‘section 1833(z)(2)(C)’’ 


and inserting ‘‘section 1833(z)(3)(D)’’. 
(b) PHYSICIAN-FOCUSED PAYMENT MODEL TECHNICAL ADVISORY 


COMMITTEE PROVISION OF INITIAL PROPOSAL FEEDBACK.—Section 
1868(c)(2)(C) of the Social Security Act (42 U.S.C. 1395ee(c)(2)(C)) 
is amended to read as follows: 


‘‘(C) COMMITTEE REVIEW OF MODELS SUBMITTED.—The 
Committee, on a periodic basis— 


‘‘(i) shall review models submitted under subpara-
graph (B); 


‘‘(ii) may provide individuals and stakeholder enti-
ties who submitted such models with— 


‘‘(I) initial feedback on such models regarding 
the extent to which such models meet the criteria 
described in subparagraph (A); and 


‘‘(II) an explanation of the basis for the feed-
back provided under subclause (I); and 
‘‘(iii) shall prepare comments and recommenda-


tions regarding whether such models meet the criteria 
described in subparagraph (A) and submit such com-
ments and recommendations to the Secretary.’’. 


SEC. 51004. EXPANDED ACCESS TO MEDICARE INTENSIVE CARDIAC 
REHABILITATION PROGRAMS. 


Section 1861(eee)(4)(B) of the Social Security Act (42 U.S.C. 
1395x(eee)(4)(B)) is amended— 


(1) in clause (v), by striking ‘‘or’’ at the end; 
(2) in clause (vi), by striking the period at the end and 


inserting a semicolon; and 
(3) by adding at the end the following new clauses: 


‘‘(vii) stable, chronic heart failure (defined as patients 
with left ventricular ejection fraction of 35 percent or less 
and New York Heart Association (NYHA) class II to IV 
symptoms despite being on optimal heart failure therapy 
for at least 6 weeks); or 


‘‘(viii) any additional condition for which the Secretary 
has determined that a cardiac rehabilitation program shall 
be covered, unless the Secretary determines, using the 
same process used to determine that the condition is cov-
ered for a cardiac rehabilitation program, that such cov-
erage is not supported by the clinical evidence.’’. 
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SEC. 51005. EXTENSION OF BLENDED SITE NEUTRAL PAYMENT RATE 
FOR CERTAIN LONG-TERM CARE HOSPITAL DIS-
CHARGES; TEMPORARY ADJUSTMENT TO SITE NEUTRAL 
PAYMENT RATES. 


(a) EXTENSION.—Section 1886(m)(6)(B)(i) of the Social Security 
Act (42 U.S.C. 1395ww(m)(6)(B)(i)) is amended— 


(1) in subclause (I), by striking ‘‘fiscal year 2016 or fiscal 
year 2017’’ and inserting ‘‘fiscal years 2016 through 2019’’; 
and 


(2) in subclause (II), by striking ‘‘2018’’ and inserting 
‘‘2020’’. 
(b) TEMPORARY ADJUSTMENT TO SITE NEUTRAL PAYMENT 


RATES.—Section 1886(m)(6)(B) of the Social Security Act (42 U.S.C. 
1395ww(m)(6)(B)) is amended— 


(1) in clause (ii), in the matter preceding subclause (I), 
by striking ‘‘In this paragraph’’ and inserting ‘‘Subject to clause 
(iv), in this paragraph’’; and 


(2) by adding at the end the following new clause: 
‘‘(iv) ADJUSTMENT.—For each of fiscal years 2018 


through 2026, the amount that would otherwise apply 
under clause (ii)(I) for the year (determined without 
regard to this clause) shall be reduced by 4.6 percent.’’. 


SEC. 51006. RECOGNITION OF ATTENDING PHYSICIAN ASSISTANTS AS 
ATTENDING PHYSICIANS TO SERVE HOSPICE PATIENTS. 


(a) RECOGNITION OF ATTENDING PHYSICIAN ASSISTANTS AS 
ATTENDING PHYSICIANS TO SERVE HOSPICE PATIENTS.— 


(1) IN GENERAL.—Section 1861(dd)(3)(B) of the Social Secu-
rity Act (42 U.S.C. 1395x(dd)(3)(B)) is amended— 


(A) by striking ‘‘or nurse’’ and inserting ‘‘, the nurse’’; 
and 


(B) by inserting ‘‘, or the physician assistant (as defined 
in such subsection)’’ after ‘‘subsection (aa)(5))’’. 
(2) CLARIFICATION OF HOSPICE ROLE OF PHYSICIAN ASSIST-


ANTS.—Section 1814(a)(7)(A)(i)(I) of the Social Security Act (42 
U.S.C. 1395f(a)(7)(A)(i)(I)) is amended by inserting ‘‘or a physi-
cian assistant’’ after ‘‘a nurse practitioner’’. 
(b) EFFECTIVE DATE.—The amendments made by this section 


shall apply to items and services furnished on or after January 
1, 2019. 


SEC. 51007. EXTENSION OF ENFORCEMENT INSTRUCTION ON SUPER-
VISION REQUIREMENTS FOR OUTPATIENT THERA-
PEUTIC SERVICES IN CRITICAL ACCESS AND SMALL 
RURAL HOSPITALS THROUGH 2017. 


Section 1 of Public Law 113–198, as amended by section 1 
of Public Law 114–112 and section 16004(a) of the 21st Century 
Cures Act (Public Law 114–255), is amended— 


(1) in the section heading, by striking ‘‘2016’’ and inserting 
‘‘2017’’; and 


(2) by striking ‘‘and 2016’’ and inserting ‘‘2016, and 2017’’. 
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SEC. 51008. ALLOWING PHYSICIAN ASSISTANTS, NURSE PRACTI-
TIONERS, AND CLINICAL NURSE SPECIALISTS TO SUPER-
VISE CARDIAC, INTENSIVE CARDIAC, AND PULMONARY 
REHABILITATION PROGRAMS. 


(a) CARDIAC AND INTENSIVE CARDIAC REHABILITATION PRO-
GRAMS.—Section 1861(eee) of the Social Security Act (42 U.S.C. 
1395x(eee)) is amended— 


(1) in paragraph (1)— 
(A) by striking ‘‘physician-supervised’’; and 
(B) by inserting ‘‘under the supervision of a physician 


(as defined in subsection (r)(1)) or a physician assistant, 
nurse practitioner, or clinical nurse specialist (as those 
terms are defined in subsection (aa)(5))’’ before the period 
at the end; 
(2) in paragraph (2)— 


(A) in subparagraph (A)(iii), by striking the period 
at the end and inserting a semicolon; and 


(B) in subparagraph (B), by striking ‘‘a physician’’ and 
inserting ‘‘a physician (as defined in subsection (r)(1)) or 
a physician assistant, nurse practitioner, or clinical nurse 
specialist (as those terms are defined in subsection (aa)(5))’’; 
and 
(3) in paragraph (4)(A), in the matter preceding clause 


(i)— 
(A) by striking ‘‘physician-supervised’’; and 
(B) by inserting ‘‘under the supervision of a physician 


(as defined in subsection (r)(1)) or a physician assistant, 
nurse practitioner, or clinical nurse specialist (as those 
terms are defined in subsection (aa)(5))’’ after ‘‘paragraph 
(3)’’. 


(b) PULMONARY REHABILITATION PROGRAMS.—Section 
1861(fff)(1) of the Social Security Act (42 U.S.C. 1395x(fff)(1)) is 
amended— 


(1) by striking ‘‘physician-supervised’’; and 
(2) by inserting ‘‘under the supervision of a physician (as 


defined in subsection (r)(1)) or a physician assistant, nurse 
practitioner, or clinical nurse specialist (as those terms are 
defined in subsection (aa)(5))’’ before the period at the end. 
(c) EFFECTIVE DATE.—The amendments made by this section 


shall apply to items and services furnished on or after January 
1, 2024. 


SEC. 51009. TRANSITIONAL PAYMENT RULES FOR CERTAIN RADIATION 
THERAPY SERVICES UNDER THE PHYSICIAN FEE 
SCHEDULE. 


Section 1848 of the Social Security Act (42 U.S.C. 1395w– 
4) is amended— 


(1) in subsection (b)(11), by striking ‘‘2017 and 2018’’ and 
inserting ‘‘2017, 2018, and 2019’’; and 


(2) in subsection (c)(2)(K)(iv), by striking ‘‘2017 and 2018’’ 
and inserting ‘‘2017, 2018, and 2019’’. 
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TITLE XI—PROTECTING SENIORS’ 
ACCESS TO MEDICARE ACT 


SEC. 52001. REPEAL OF THE INDEPENDENT PAYMENT ADVISORY 
BOARD. 


(a) REPEAL.—Section 1899A of the Social Security Act (42 U.S.C. 
1395kkk) is repealed. 


(b) CONFORMING AMENDMENTS.— 
(1) LOBBYING COOLING-OFF PERIOD.—Paragraph (3) of sec-


tion 207(c) of title 18, United States Code, is repealed. 
(2) GAO STUDY AND REPORT.—Section 3403(b) of the Patient 


Protection and Affordable Care Act (42 U.S.C. 1395kkk–1) is 
repealed. 


(3) MEDPAC REVIEW AND COMMENT.—Section 1805(b) of 
the Social Security Act (42 U.S.C. 1395b–6(b)) is amended— 


(A) by striking paragraph (4); 
(B) by redesignating paragraphs (5) through (8) as 


paragraphs (4) through (7), respectively; and 
(C) by redesignating the paragraph (9) that was 


redesignated by section 3403(c)(1) of the Patient Protection 
and Affordable Care Act (Public Law 111–148) as para-
graph (8). 
(4) NAME CHANGE.—Section 10320(b) of the Patient Protec-


tion and Affordable Care Act (Public Law 111–148) is repealed. 
(5) RULE OF CONSTRUCTION.—Section 10320(c) of the 


Patient Protection and Affordable Care Act (Public Law 111– 
148) is repealed. 


TITLE XII—OFFSETS 
SEC. 53101. MODIFYING REDUCTIONS IN MEDICAID DSH ALLOTMENTS. 


Section 1923(f)(7)(A) of the Social Security Act (42 U.S.C. 
1396r–4(f)(7)(A)) is amended— 


(1) in clause (i), in the matter preceding subclause (I), 
by striking ‘‘2018’’ and inserting ‘‘2020’’; and 


(2) in clause (ii), by striking subclauses (I) through (VIII) 
and inserting the following: 


‘‘(I) $4,000,000,000 for fiscal year 2020; and 
‘‘(II) $8,000,000,000 for each of fiscal years 


2021 through 2025.’’. 
SEC. 53102. THIRD PARTY LIABILITY IN MEDICAID AND CHIP. 


(a) MODIFICATION OF THIRD PARTY LIABILITY RULES RELATED 
TO SPECIAL TREATMENT OF CERTAIN TYPES OF CARE AND PAY-
MENTS.— 


(1) IN GENERAL.—Section 1902(a)(25)(E) of the Social Secu-
rity Act (42 U.S.C. 1396a(a)(25)(E)) is amended, in the matter 
preceding clause (i), by striking ‘‘prenatal or’’. 


(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on the date of enactment of this Act. 
(b) DELAY IN EFFECTIVE DATE AND REPEAL OF CERTAIN BIPAR-


TISAN BUDGET ACT OF 2013 AMENDMENTS.— 
(1) REPEAL.—Effective as of September 30, 2017, subsection 


(b) of section 202 of the Bipartisan Budget Act of 2013 (Public 
Law 113–67; 127 Stat. 1177; 42 U.S.C. 1396a note) (including 
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any amendments made by such subsection) is repealed and 
the provisions amended by such subsection shall be applied 
and administered as if such amendments had never been 
enacted. 


(2) DELAY IN EFFECTIVE DATE.—Subsection (c) of section 
202 of the Bipartisan Budget Act of 2013 (Public Law 113– 
67; 127 Stat. 1177; 42 U.S.C. 1396a note) is amended to read 
as follows: 
‘‘(c) EFFECTIVE DATE.—The amendments made by subsection 


(a) shall take effect on October 1, 2019.’’. 
(3) EFFECTIVE DATE; TREATMENT.—The repeal and amend-


ment made by this subsection shall take effect as if enacted 
on September 30, 2017, and shall apply with respect to any 
open claims, including claims pending, generated, or filed, after 
such date. The amendments made by subsections (a) and (b) 
of section 202 of the Bipartisan Budget Act of 2013 (Public 
Law 113–67; 127 Stat. 1177; 42 U.S.C. 1396a note) that took 
effect on October 1, 2017, are null and void and section 
1902(a)(25) of the Social Security Act (42 U.S.C. 1396a(a)(25)) 
shall be applied and administered as if such amendments had 
not taken effect on such date. 
(c) GAO STUDY AND REPORT.—Not later than 18 months after 


the date of enactment of this Act, the Comptroller General of 
the United States shall submit a report to the Committee on Energy 
and Commerce of the House of Representatives and the Committee 
on Finance of the Senate on the impacts of the amendments made 
by subsections (a)(1) and (b)(2), including— 


(1) the impact, or potential effect, of such amendments 
on access to prenatal and preventive pediatric care (including 
early and periodic screening, diagnostic, and treatment services) 
covered under State plans under such title (or waivers of such 
plans); 


(2) the impact, or potential effect, of such amendments 
on access to services covered under such plans or waivers 
for individuals on whose behalf child support enforcement is 
being carried out by a State agency under part D of title 
IV of such Act; and 


(3) the impact, or potential effect, on providers of services 
under such plans or waivers of delays in payment or related 
issues that result from such amendments. 
(d) APPLICATION TO CHIP.— 


(1) IN GENERAL.—Section 2107(e)(1) of the Social Security 
Act (42 U.S.C. 1397gg(e)(1)) is amended— 


(A) by redesignating subparagraphs (B) through (R) 
as subparagraphs (C) through (S), respectively; and 


(B) by inserting after subparagraph (A) the following 
new subparagraph: 


‘‘(B) Section 1902(a)(25) (relating to third party 
liability).’’. 
(2) MANDATORY REPORTING.—Section 1902(a)(25)(I)(i) of the 


Social Security Act (42 U.S.C. 1396a(a)(25)(I)(i)) is amended— 
(A) by striking ‘‘medical assistance under the State 


plan’’ and inserting ‘‘medical assistance under a State plan 
(or under a waiver of the plan)’’; 


(B) by striking ‘‘(and, at State option, child’’ and 
inserting ‘‘and child’’; and 


(C) by striking ‘‘title XXI)’’ and inserting ‘‘title XXI’’. 
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SEC. 53103. TREATMENT OF LOTTERY WINNINGS AND OTHER LUMP- 
SUM INCOME FOR PURPOSES OF INCOME ELIGIBILITY 
UNDER MEDICAID. 


(a) IN GENERAL.—Section 1902 of the Social Security Act (42 
U.S.C. 1396a) is amended— 


(1) in subsection (a)(17), by striking ‘‘(e)(14), (e)(14)’’ and 
inserting ‘‘(e)(14), (e)(15)’’; and 


(2) in subsection (e)(14), by adding at the end the following 
new subparagraph: 


‘‘(K) TREATMENT OF CERTAIN LOTTERY WINNINGS AND 
INCOME RECEIVED AS A LUMP SUM.— 


‘‘(i) IN GENERAL.—In the case of an individual who 
is the recipient of qualified lottery winnings (pursuant 
to lotteries occurring on or after January 1, 2018) 
or qualified lump sum income (received on or after 
such date) and whose eligibility for medical assistance 
is determined based on the application of modified 
adjusted gross income under subparagraph (A), a State 
shall, in determining such eligibility, include such 
winnings or income (as applicable) as income 
received— 


‘‘(I) in the month in which such winnings or 
income (as applicable) is received if the amount 
of such winnings or income is less than $80,000; 


‘‘(II) over a period of 2 months if the amount 
of such winnings or income (as applicable) is 
greater than or equal to $80,000 but less than 
$90,000; 


‘‘(III) over a period of 3 months if the amount 
of such winnings or income (as applicable) is 
greater than or equal to $90,000 but less than 
$100,000; and 


‘‘(IV) over a period of 3 months plus 1 addi-
tional month for each increment of $10,000 of such 
winnings or income (as applicable) received, not 
to exceed a period of 120 months (for winnings 
or income of $1,260,000 or more), if the amount 
of such winnings or income is greater than or 
equal to $100,000. 
‘‘(ii) COUNTING IN EQUAL INSTALLMENTS.—For pur-


poses of subclauses (II), (III), and (IV) of clause (i), 
winnings or income to which such subclause applies 
shall be counted in equal monthly installments over 
the period of months specified under such subclause. 


‘‘(iii) HARDSHIP EXEMPTION.—An individual whose 
income, by application of clause (i), exceeds the 
applicable eligibility threshold established by the State, 
shall continue to be eligible for medical assistance to 
the extent that the State determines, under procedures 
established by the State (in accordance with standards 
specified by the Secretary), that the denial of eligibility 
of the individual would cause an undue medical or 
financial hardship as determined on the basis of cri-
teria established by the Secretary. 


‘‘(iv) NOTIFICATIONS AND ASSISTANCE REQUIRED IN 
CASE OF LOSS OF ELIGIBILITY.—A State shall, with 
respect to an individual who loses eligibility for medical 
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assistance under the State plan (or a waiver of such 
plan) by reason of clause (i)— 


‘‘(I) before the date on which the individual 
loses such eligibility, inform the individual— 


‘‘(aa) of the individual’s opportunity to 
enroll in a qualified health plan offered 
through an Exchange established under title 
I of the Patient Protection and Affordable Care 
Act during the special enrollment period speci-
fied in section 9801(f)(3) of the Internal Rev-
enue Code of 1986 (relating to loss of Medicaid 
or CHIP coverage); and 


‘‘(bb) of the date on which the individual 
would no longer be considered ineligible by 
reason of clause (i) to receive medical assist-
ance under the State plan or under any waiver 
of such plan and be eligible to reapply to 
receive such medical assistance; and 
‘‘(II) provide technical assistance to the indi-


vidual seeking to enroll in such a qualified health 
plan. 
‘‘(v) QUALIFIED LOTTERY WINNINGS DEFINED.—In 


this subparagraph, the term ‘qualified lottery winnings’ 
means winnings from a sweepstakes, lottery, or pool 
described in paragraph (3) of section 4402 of the 
Internal Revenue Code of 1986 or a lottery operated 
by a multistate or multijurisdictional lottery associa-
tion, including amounts awarded as a lump sum pay-
ment. 


‘‘(vi) QUALIFIED LUMP SUM INCOME DEFINED.—In 
this subparagraph, the term ‘qualified lump sum 
income’ means income that is received as a lump sum 
from monetary winnings from gambling (as defined 
by the Secretary and including gambling activities 
described in section 1955(b)(4) of title 18, United States 
Code).’’. 


(b) RULES OF CONSTRUCTION.— 
(1) INTERCEPTION OF LOTTERY WINNINGS ALLOWED.— 


Nothing in the amendment made by subsection (a)(2) shall 
be construed as preventing a State from intercepting the State 
lottery winnings awarded to an individual in the State to 
recover amounts paid by the State under the State Medicaid 
plan under title XIX of the Social Security Act (42 U.S.C. 
1396 et seq.) for medical assistance furnished to the individual. 


(2) APPLICABILITY LIMITED TO ELIGIBILITY OF RECIPIENT OF 
LOTTERY WINNINGS OR LUMP SUM INCOME.—Nothing in the 
amendment made by subsection (a)(2) shall be construed, with 
respect to a determination of household income for purposes 
of a determination of eligibility for medical assistance under 
the State plan under title XIX of the Social Security Act (42 
U.S.C. 1396 et seq.) (or a waiver of such plan) made by applying 
modified adjusted gross income under subparagraph (A) of sec-
tion 1902(e)(14) of such Act (42 U.S.C. 1396a(e)(14)), as limiting 
the eligibility for such medical assistance of any individual 
that is a member of the household other than the individual 
who received qualified lottery winnings or qualified lump-sum 
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income (as defined in subparagraph (K) of such section 
1902(e)(14), as added by subsection (a)(2) of this section). 


SEC. 53104. REBATE OBLIGATION WITH RESPECT TO LINE EXTENSION 
DRUGS. 


(a) IN GENERAL.—Section 1927(c)(2)(C) of the Social Security 
Act (42 U.S.C. 1396r–8(c)(2)(C)) is amended by striking ‘‘(C) TREAT-
MENT OF NEW FORMULATIONS.—In the case’’ and all that follows 
through the period at the end of the first sentence and inserting 
the following: 


‘‘(C) TREATMENT OF NEW FORMULATIONS.— 
‘‘(i) IN GENERAL.—In the case of a drug that is 


a line extension of a single source drug or an innovator 
multiple source drug that is an oral solid dosage form, 
the rebate obligation for a rebate period with respect 
to such drug under this subsection shall be the greater 
of the amount described in clause (ii) for such drug 
or the amount described in clause (iii) for such drug. 


‘‘(ii) AMOUNT 1.—For purposes of clause (i), the 
amount described in this clause with respect to a drug 
described in clause (i) and rebate period is the amount 
computed under paragraph (1) for such drug, increased 
by the amount computed under subparagraph (A) and, 
as applicable, subparagraph (B) for such drug and 
rebate period. 


‘‘(iii) AMOUNT 2.—For purposes of clause (i), the 
amount described in this clause with respect to a drug 
described in clause (i) and rebate period is the amount 
computed under paragraph (1) for such drug, increased 
by the product of— 


‘‘(I) the average manufacturer price for the 
rebate period of the line extension of a single 
source drug or an innovator multiple source drug 
that is an oral solid dosage form; 


‘‘(II) the highest additional rebate (calculated 
as a percentage of average manufacturer price) 
under this paragraph for the rebate period for 
any strength of the original single source drug 
or innovator multiple source drug; and 


‘‘(III) the total number of units of each dosage 
form and strength of the line extension product 
paid for under the State plan in the rebate period 
(as reported by the State).’’. 


(b) EFFECTIVE DATE.—The amendments made subsection (a) 
shall apply with respect to rebate periods beginning on or after 
October 1, 2018. 


SEC. 53105. MEDICAID IMPROVEMENT FUND. 


Section 1941(b) of the Social Security Act (42 U.S.C. 1396w– 
1(b)) is amended— 


(1) in paragraph (1), by striking ‘‘$5,000,000’’ and inserting 
‘‘$0’’; and 


(2) in paragraph (3)(A), by striking ‘‘$980,000,000’’ and 
inserting ‘‘$0’’. 
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SEC. 53106. PHYSICIAN FEE SCHEDULE UPDATE. 


Section 1848(d)(18) of the Social Security Act (42 U.S.C. 1395w– 
4(d)(18)) is amended by striking ‘‘paragraph (1)(C)’’ and all that 
follows and inserting the following: ‘‘paragraph (1)(C)— 


‘‘(A) for 2016 and each subsequent year through 2018 
shall be 0.5 percent; and 


‘‘(B) for 2019 shall be 0.25 percent.’’. 


SEC. 53107. PAYMENT FOR OUTPATIENT PHYSICAL THERAPY SERVICES 
AND OUTPATIENT OCCUPATIONAL THERAPY SERVICES 
FURNISHED BY A THERAPY ASSISTANT. 


Section 1834 of the Social Security Act (42 U.S.C. 1395m) 
is amended by adding at the end the following new subsection: 


‘‘(v) PAYMENT FOR OUTPATIENT PHYSICAL THERAPY SERVICES 
AND OUTPATIENT OCCUPATIONAL THERAPY SERVICES FURNISHED BY 
A THERAPY ASSISTANT.— 


‘‘(1) IN GENERAL.—In the case of an outpatient physical 
therapy service or outpatient occupational therapy service fur-
nished on or after January 1, 2022, for which payment is 
made under section 1848 or subsection (k), that is furnished 
in whole or in part by a therapy assistant (as defined by 
the Secretary), the amount of payment for such service shall 
be an amount equal to 85 percent of the amount of payment 
otherwise applicable for the service under this part. Nothing 
in the preceding sentence shall be construed to change 
applicable requirements with respect to such services. 


‘‘(2) USE OF MODIFIER.— 
‘‘(A) ESTABLISHMENT.—Not later than January 1, 2019, 


the Secretary shall establish a modifier to indicate (in 
a form and manner specified by the Secretary), in the 
case of an outpatient physical therapy service or outpatient 
occupational therapy service furnished in whole or in part 
by a therapy assistant (as so defined), that the service 
was furnished by a therapy assistant. 


‘‘(B) REQUIRED USE.—Each request for payment, or bill 
submitted, for an outpatient physical therapy service or 
outpatient occupational therapy service furnished in whole 
or in part by a therapy assistant (as so defined) on or 
after January 1, 2020, shall include the modifier estab-
lished under subparagraph (A) for each such service. 
‘‘(3) IMPLEMENTATION.—The Secretary shall implement this 


subsection through notice and comment rulemaking.’’. 


SEC. 53108. REDUCTION FOR NON-EMERGENCY ESRD AMBULANCE 
TRANSPORTS. 


Section 1834(l)(15) of the Social Security Act (42. U.S.C. 
1395m(l)(15)) is amended by striking ‘‘on or after October 1, 2013’’ 
and inserting ‘‘during the period beginning on October 1, 2013, 
and ending on September 30, 2018, and by 23 percent for such 
services furnished on or after October 1, 2018’’. 


SEC. 53109. HOSPITAL TRANSFER POLICY FOR EARLY DISCHARGES 
TO HOSPICE CARE. 


(a) IN GENERAL.—Section 1886(d)(5)(J) of the Social Security 
Act (42 U.S.C. 1395ww(d)(5)(J)) is amended— 


(1) in clause (ii)— 
(A) in subclause (III), by striking ‘‘or’’ at the end; 
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(B) by redesignating subclause (IV) as subclause (V); 
and 


(C) by inserting after subclause (III) the following new 
subclause: 
‘‘(IV) for discharges occurring on or after October 1, 2018, 


is provided hospice care by a hospice program; or’’; and 
(2) in clause (iv)— 


(A) by inserting after the first sentence the following 
new sentence: ‘‘The Secretary shall include in the proposed 
rule published for fiscal year 2019, a description of the 
effect of clause (ii)(IV).’’; and 


(B) in subclause (I), by striking ‘‘and (III)’’ and inserting 
‘‘(III), and, in the case of proposed and final rules for 
fiscal year 2019 and subsequent fiscal years, (IV)’’. 


(b) MEDPAC EVALUATION AND REPORT.— 
(1) EVALUATION.—The Medicare Payment Advisory 


Commission (in this subsection referred to as the ‘‘Commission’’) 
shall conduct an evaluation of the effects of the amendments 
made by subsection (a), including the effects on— 


(A) the numbers of discharges of patients from an 
inpatient hospital setting to a hospice program; 


(B) the lengths of stays of patients in an inpatient 
hospital setting who are discharged to a hospice program; 


(C) spending under the Medicare program under title 
XVIII of the Social Security Act; and 


(D) other areas determined appropriate by the Commis-
sion. 
(2) CONSIDERATION.—In conducting the evaluation under 


paragraph (1), the Commission shall consider factors such as 
whether the timely access to hospice care by patients admitted 
to a hospital has been affected through changes to hospital 
policies or behaviors made as a result of such amendments. 


(3) PRELIMINARY RESULTS.—Not later than March 15, 2020, 
the Commission shall provide Congress with preliminary 
results on the evaluation being conducted under paragraph 
(1). 


(4) REPORT.—Not later than March 15, 2021, the Commis-
sion shall submit to Congress a report on the evaluation con-
ducted under paragraph (1). 


SEC. 53110. MEDICARE PAYMENT UPDATE FOR HOME HEALTH SERV-
ICES. 


Section 1895(b)(3)(B) of the Social Security Act (42 U.S.C. 
1395fff(b)(3)(B)) is amended— 


(1) in clause (iii), in the last sentence, by inserting before 
the period at the end the following: ‘‘and for 2020 shall be 
1.5 percent’’; and 


(2) in clause (vi), by inserting ‘‘and 2020’’ after ‘‘except 
2018’’. 


SEC. 53111. MEDICARE PAYMENT UPDATE FOR SKILLED NURSING 
FACILITIES. 


Section 1888(e)(5)(B) of the Social Security Act (42 U.S.C. 
1395yy(e)(5)(B)) is amended— 


(1) in clause (i), by striking ‘‘and (iii)’’ and inserting ‘‘, 
(iii), and (iv)’’; 


(2) in clause (ii), by striking ‘‘clause (iii)’’ and inserting 
‘‘clauses (iii) and (iv)’’; and 







H. R. 1892—242 


(3) by adding at the end the following new clause: 
‘‘(iv) SPECIAL RULE FOR FISCAL YEAR 2019.—For 


fiscal year 2019 (or other similar annual period speci-
fied in clause (i)), the skilled nursing facility market 
basket percentage, after application of clause (ii), is 
equal to 2.4 percent.’’. 


SEC. 53112. PREVENTING THE ARTIFICIAL INFLATION OF STAR 
RATINGS AFTER THE CONSOLIDATION OF MEDICARE 
ADVANTAGE PLANS OFFERED BY THE SAME ORGANIZA-
TION. 


Section 1853(o)(4) of the Social Security Act (42 U.S.C. 1395w– 
23(o)(4)) is amended by adding at the end the following new 
subparagraph: 


‘‘(D) SPECIAL RULE TO PREVENT THE ARTIFICIAL INFLA-
TION OF STAR RATINGS AFTER THE CONSOLIDATION OF MEDI-
CARE ADVANTAGE PLANS OFFERED BY A SINGLE ORGANIZA-
TION.— 


‘‘(i) IN GENERAL.—If— 
‘‘(I) a Medicare Advantage organization has 


entered into more than one contract with the Sec-
retary with respect to the offering of Medicare 
Advantage plans; and 


‘‘(II) on or after January 1, 2019, the Secretary 
approves a request from the organization to 
consolidate the plans under one or more contract 
(in this subparagraph referred to as a ‘closed con-
tract’) with the plans offered under a separate 
contract (in this subparagraph referred to as the 
‘continuing contract’); 


with respect to the continuing contract, the Secretary 
shall adjust the quality rating under the 5-star rating 
system and any quality increase under this subsection 
and rebate amounts under section 1854 to reflect an 
enrollment-weighted average of scores or ratings for 
the continuing and closed contracts, as determined 
appropriate by the Secretary. 


‘‘(ii) APPLICATION.—An adjustment under clause 
(i) shall apply for any year for which the quality rating 
of the continuing contract is based primarily on a 
measurement period that is prior to the first year 
in which a closed contract is no longer offered.’’. 


SEC. 53113. SUNSETTING EXCLUSION OF BIOSIMILARS FROM MEDI-
CARE PART D COVERAGE GAP DISCOUNT PROGRAM. 


Section 1860D–14A(g)(2)(A) of the Social Security Act (42 U.S.C. 
1395w–114a(g)(2)(A)) is amended by inserting ‘‘, with respect to 
a plan year before 2019,’’ after ‘‘other than’’. 
SEC. 53114. ADJUSTMENTS TO MEDICARE PART B AND PART D PRE-


MIUM SUBSIDIES FOR HIGHER INCOME INDIVIDUALS. 


(a) IN GENERAL.—Section 1839(i)(3)(C)(i) of the Social Security 
Act (42 U.S.C. 1395r(i)(3)(C)(i)) is amended— 


(1) in subclause (II), in the matter preceding the table, 
by striking ‘‘years beginning with’’; and 


(2) by adding at the end the following new subclause: 
‘‘(III) Subject to paragraph (5), for years begin-


ning with 2019: 
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‘‘If the modified adjusted gross income 
is: ................................................................. The applicable 


percentage is:
More than $85,000 but not more than 


$107,000 ...................................................... 35 percent
More than $107,000 but not more than 


$133,500 ...................................................... 50 percent
More than $133,500 but not more than 


$160,000 ...................................................... 65 percent
More than $160,000 but less than $500,000 80 percent
At least $500,000 ........................................... 85 percent.’’. 


(b) JOINT RETURNS.—Section 1839(i)(3)(C)(ii) of the Social Secu-
rity Act (42 U.S.C. 1395r(i)(3)(C)(ii)) is amended by inserting before 
the period the following: ‘‘except, with respect to the dollar amounts 
applied in the last row of the table under subclause (III) of such 
clause (and the second dollar amount specified in the second to 
last row of such table), clause (i) shall be applied by substituting 
dollar amounts which are 150 percent of such dollar amounts for 
the calendar year’’. 


(c) INFLATION ADJUSTMENT.—Section 1839(i)(5) of the Social 
Security Act (42 U.S.C. 1395r(i)(5)) is amended— 


(1) in subparagraph (A), by striking ‘‘In the case’’ and 
inserting ‘‘Subject to subparagraph (C), in the case’’; 


(2) in subparagraph (B), by striking ‘‘subparagraph (A)’’ 
and inserting ‘‘subparagraph (A) or (C)’’; and 


(3) by adding at the end the following new subparagraph: 
‘‘(C) TREATMENT OF ADJUSTMENTS FOR CERTAIN HIGHER 


INCOME INDIVIDUALS.— 
‘‘(i) IN GENERAL.—Subparagraph (A) shall not 


apply with respect to each dollar amount in paragraph 
(3) of $500,000. 


‘‘(ii) ADJUSTMENT BEGINNING 2028.—In the case of 
any calendar year beginning after 2027, each dollar 
amount in paragraph (3) of $500,000 shall be increased 
by an amount equal to— 


‘‘(I) such dollar amount, multiplied by 
‘‘(II) the percentage (if any) by which the aver-


age of the Consumer Price Index for all urban 
consumers (United States city average) for the 12- 
month period ending with August of the preceding 
calendar year exceeds such average for the 12- 
month period ending with August 2026.’’. 


SEC. 53115. MEDICARE IMPROVEMENT FUND. 


Section 1898(b)(1) of the Social Security Act (42 U.S.C. 
1395iii(b)(1)) is amended by striking ‘‘$220,000,000’’ and inserting 
‘‘$0’’. 
SEC. 53116. CLOSING THE DONUT HOLE FOR SENIORS. 


(a) CLOSING DONUT HOLE SOONER.—Section 1860D–2(b)(2)(D) 
of the Social Security Act (42 U.S.C. 1395w–102(b)(2)(D))— 


(1) in clause (i), by amending subclause (I) to read as 
follows: 


‘‘(I) equal to the difference between— 
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‘‘(aa) the applicable gap percentage (speci-
fied in clause (ii) for the year); and 


‘‘(bb) the discount percentage specified in 
section 1860D–14A(g)(4)(A) for such applicable 
drugs (or, in the case of a year after 2018, 
50 percent); or’’; and 


(2) in clause (ii)— 
(A) in subclause (IV), by adding ‘‘and’’ at the end; 
(B) by striking subclause (V); and 
(C) in subclause (VI)— 


(i) by striking ‘‘2020’’ and inserting ‘‘2019’’; and 
(ii) by redesignating such subclause as subclause 


(V). 
(b) LOWERING DISCOUNTED PRICE.—Section 1860D–14A(g)(4)(A) 


of the Social Security Act (42 U.S.C. 1395w–114a(g)(4)(A)) is 
amended by inserting ‘‘(or, with respect to a plan year after plan 
year 2018, 30 percent)’’ after ‘‘50 percent’’. 


SEC. 53117. MODERNIZING CHILD SUPPORT ENFORCEMENT FEES. 


(a) IN GENERAL.—Section 454(6)(B)(ii) of the Social Security 
Act (42 U.S.C. 654(6)(B)(ii)) is amended— 


(1) by striking ‘‘$25’’ and inserting ‘‘$35’’; and 
(2) by striking ‘‘$500’’ each place it appears and inserting 


‘‘$550’’. 
(b) EFFECTIVE DATE.— 


(1) IN GENERAL.—The amendments made by subsection 
(a) shall take effect on the 1st day of the 1st fiscal year 
that begins on or after the date of the enactment of this 
Act, and shall apply to payments under part D of title IV 
of the Social Security Act (42 U.S.C. 651 et seq.) for calendar 
quarters beginning on or after such 1st day. 


(2) DELAY PERMITTED IF STATE LEGISLATION REQUIRED.— 
If the Secretary of Health and Human Services determines 
that State legislation (other than legislation appropriating 
funds) is required in order for a State plan developed pursuant 
to part D of title IV of the Social Security Act (42 U.S.C. 
651 et seq.) to meet the requirements imposed by the amend-
ment made by subsection (a), the plan shall not be regarded 
as failing to meet such requirements before the 1st day of 
the 1st calendar quarter beginning after the first regular ses-
sion of the State legislature that begins after the date of the 
enactment of this Act. For purposes of the preceding sentence, 
if the State has a 2-year legislative session, each year of the 
session is deemed to be a separate regular session of the State 
legislature. 


SEC. 53118. INCREASING EFFICIENCY OF PRISON DATA REPORTING. 


(a) IN GENERAL.—Section 1611(e)(1)(I)(i)(II) of the Social Secu-
rity Act (42 U.S.C. 1382(e)(1)(I)(i)(II)) is amended by striking ‘‘30 
days’’ each place it appears and inserting ‘‘15 days’’. 


(b) EFFECTIVE DATE.—The amendments made by subsection 
(a) shall apply with respect to any payment made by the Commis-
sioner of Social Security pursuant to section 1611(e)(1)(I)(i)(II) of 
the Social Security Act (42 U.S.C. 1382(e)(1)(I)(i)(II)) (as amended 
by such subsection) on or after the date that is 6 months after 
the date of enactment of this Act. 
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SEC. 53119. PREVENTION AND PUBLIC HEALTH FUND. 


Section 4002(b) of the Patient Protection and Affordable Care 
Act (42 U.S.C. 300u–11(b)), as amended by section 3103 of Public 
Law 115–96, is amended by striking paragraphs (4) through (9) 
and inserting the following: 


‘‘(4) for fiscal year 2019, $900,000,000; 
‘‘(5) for each of fiscal years 2020 and 2021, $950,000,000; 
‘‘(6) for each of fiscal years 2022 and 2023, $1,000,000,000; 
‘‘(7) for each of fiscal years 2024 and 2025, $1,300,000,000; 
‘‘(8) for each of fiscal years 2026 and 2027, $1,800,000,000; 


and 
‘‘(9) for fiscal year 2028 and each fiscal year thereafter, 


$2,000,000,000.’’. 


DIVISION F—IMPROVEMENTS TO AGRICULTURE 
PROGRAMS 


SEC. 60101. (a) TREATMENT OF SEED COTTON.— 
(1) DESIGNATION OF SEED COTTON AS A COVERED COM-


MODITY.—Section 1111(6) of the Agricultural Act of 2014 (7 
U.S.C. 9011(6)) is amended— 


(A) by striking ‘‘The term’’ and inserting the following: 
‘‘(A) IN GENERAL.—The term’’; and 
(B) by adding at the end the following: 
‘‘(B) INCLUSION.—Effective beginning with the 2018 


crop year, the term ‘covered commodity’ includes seed 
cotton.’’. 
(2) REFERENCE PRICE FOR SEED COTTON.—Section 1111(18) 


of the Agricultural Act of 2014 (7 U.S.C. 9011(18)) is amended 
by adding at the end the following: 


‘‘(O) For seed cotton, $0.367 per pound.’’. 
(3) DEFINITION OF SEED COTTON.—Section 1111 of the Agri-


cultural Act of 2014 (7 U.S.C. 9011) is amended— 
(A) by redesignating paragraphs (20) through (24) as 


paragraphs (21) through (25), respectively; and 
(B) by inserting after paragraph (19) the following: 


‘‘(20) SEED COTTON.—The term ‘seed cotton’ means 
unginned upland cotton that includes both lint and seed.’’. 


(4) PAYMENT YIELD.—Section 1113 of the Agricultural Act 
of 2014 (7 U.S.C. 9013) is amended by adding at the end 
the following: 
‘‘(e) PAYMENT YIELD FOR SEED COTTON.— 


‘‘(1) PAYMENT YIELD.—Subject to paragraph (2), the pay-
ment yield for seed cotton for a farm shall be equal to 2.4 
times the payment yield for upland cotton for the farm estab-
lished under section 1104(e)(3) of the Food, Conservation, and 
Energy Act of 2008 (7 U.S.C. 8714(e)(3)) (as in effect on Sep-
tember 30, 2013). 


‘‘(2) UPDATE.—At the sole discretion of the owner of a 
farm with a yield for upland cotton described in paragraph 
(1), the owner of the farm shall have a 1-time opportunity 
to update the payment yield for upland cotton for the farm, 
as provided in subsection (d), for the purpose of calculating 
the payment yield for seed cotton under paragraph (1).’’. 


(5) PAYMENT ACRES.—Section 1114(b) of the Agricultural 
Act of 2014 (7 U.S.C. 9014(b)) is amended by adding at the 
end the following: 
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‘‘(4) SEED COTTON.— 
‘‘(A) IN GENERAL.—Not later than 90 days after the 


date of enactment of this paragraph, the Secretary shall 
require the owner of a farm to allocate all generic base 
acres on the farm under subparagraph (B) or (C), or both. 


‘‘(B) NO RECENT HISTORY OF COVERED COMMODITIES.— 
In the case of a farm on which no covered commodities 
(including seed cotton) were planted or were prevented 
from being planted at any time during the 2009 through 
2016 crop years, the owner of such farm shall allocate 
generic base acres on the farm to unassigned crop base 
for which no payments may be made under section 1116 
or 1117. 


‘‘(C) RECENT HISTORY OF COVERED COMMODITIES.—In 
the case of a farm not described in subparagraph (B), 
the owner of such farm shall allocate generic base acres 
on the farm— 


‘‘(i) subject to subparagraph (D), to seed cotton 
base acres in a quantity equal to the greater of— 


‘‘(I) 80 percent of the generic base acres on 
the farm; or 


‘‘(II) the average number of seed cotton acres 
planted or prevented from being planted on the 
farm during the 2009 through 2012 crop years 
(not to exceed the total generic base acres on the 
farm); or 
‘‘(ii) to base acres for covered commodities 


(including seed cotton), by applying subparagraphs (B), 
(D), (E), and (F) of section 1112(a)(3). 
‘‘(D) TREATMENT OF RESIDUAL GENERIC BASE ACRES.— 


In the case of a farm on which generic base acres are 
allocated under subparagraph (C)(i), the residual generic 
base acres shall be allocated to unassigned crop base for 
which no payments may be made under section 1116 or 
1117. 


‘‘(E) EFFECT OF FAILURE TO ALLOCATE.—In the case 
of a farm not described in subparagraph (B) for which 
the owner of the farm fails to make an election under 
subparagraph (C), the owner of the farm shall be deemed 
to have elected to allocate all generic base acres in accord-
ance with subparagraph (C)(i).’’. 
(6) RECORDKEEPING REGARDING UNASSIGNED CROP BASE.— 


Section 1114 of the Agricultural Act of 2014 (7 U.S.C. 9014) 
is amended by adding at the end the following: 
‘‘(f) UNASSIGNED CROP BASE.—The Secretary shall maintain 


information on generic base acres on a farm allocated as unassigned 
crop base under subsection (b)(4).’’. 


(7) SPECIAL ELECTION PERIOD FOR PRICE LOSS COVERAGE 
OR AGRICULTURE RISK COVERAGE.—Section 1115 of the Agricul-
tural Act of 2014 (7 U.S.C. 9015) is amended— 


(A) in subsection (a), by striking ‘‘For’’ and inserting 
‘‘Except as provided in subsection (g), for’’; and 


(B) by adding at the end the following: 
‘‘(g) SPECIAL ELECTION.— 


‘‘(1) IN GENERAL.—In the case of acres allocated to seed 
cotton on a farm, all of the producers on the farm shall be 
given the opportunity to make a new 1-time election under 
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subsection (a) to reflect the designation of seed cotton as a 
covered commodity for that crop year under section 1111(6)(B). 


‘‘(2) EFFECT OF FAILURE TO MAKE UNANIMOUS ELECTION.— 
If all the producers on a farm fail to make a unanimous election 
under paragraph (1), the producers on the farm shall be deemed 
to have elected price loss coverage under section 1116 for acres 
allocated on the farm to seed cotton.’’. 


(8) EFFECTIVE PRICE.—Section 1116 of the Agricultural Act 
of 2014 (7 U.S.C. 9016) is amended by adding at the end 
the following: 
‘‘(h) EFFECTIVE PRICE FOR SEED COTTON.— 


‘‘(1) IN GENERAL.—The effective price for seed cotton under 
subsection (b) shall be equal to the marketing year average 
price for seed cotton, as calculated under paragraph (2). 


‘‘(2) CALCULATION.—The marketing year average price for 
seed cotton for a crop year shall be equal to the quotient 
obtained by dividing— 


‘‘(A) the sum obtained by adding— 
‘‘(i) the product obtained by multiplying— 


‘‘(I) the upland cotton lint marketing year 
average price; and 


‘‘(II) the total United States upland cotton lint 
production, measured in pounds; and 
‘‘(ii) the product obtained by multiplying— 


‘‘(I) the cottonseed marketing year average 
price; and 


‘‘(II) the total United States cottonseed produc-
tion, measured in pounds; by 


‘‘(B) the sum obtained by adding— 
‘‘(i) the total United States upland cotton lint 


production, measured in pounds; and 
‘‘(ii) the total United States cottonseed production, 


measured in pounds.’’. 
(9) DEEMED LOAN RATE FOR SEED COTTON.—Section 1202 


of the Agricultural Act of 2014 (7 U.S.C. 9032) is amended 
by adding at the end the following: 
‘‘(c) SEED COTTON.— 


‘‘(1) IN GENERAL.—For purposes of section 1116(b)(2) and 
paragraphs (1)(B)(ii) and (2)(A)(ii)(II) of section 1117(b), the 
loan rate for seed cotton shall be deemed to be equal to $0.25 
per pound. 


‘‘(2) EFFECT.—Nothing in this subsection authorizes any 
nonrecourse marketing assistance loan under this subtitle for 
seed cotton.’’. 


(10) LIMITATION ON STACKED INCOME PROTECTION PLAN FOR 
PRODUCERS OF UPLAND COTTON.—Section 508B of the Federal 
Crop Insurance Act (7 U.S.C. 1508b) is amended by adding 
at the end the following: 
‘‘(f) LIMITATION.—Effective beginning with the 2019 crop year, 


a farm shall not be eligible for the Stacked Income Protection 
Plan for upland cotton for a crop year for which the farm is enrolled 
in coverage for seed cotton under— 


‘‘(1) price loss coverage under section 1116 of the Agricul-
tural Act of 2014 (7 U.S.C. 9016); or 


‘‘(2) agriculture risk coverage under section 1117 of that 
Act (7 U.S.C. 9017).’’. 







H. R. 1892—248 


(11) TECHNICAL CORRECTION.—Section 1114(b)(2) of the 
Agricultural Act of 2014 (7 U.S.C. 9014(b)(2)) is amended by 
striking ‘‘paragraphs (1)(B) and (2)(B)’’ and inserting ‘‘para-
graphs (1) and (2)’’. 


(12) ADMINISTRATION.—The Secretary of Agriculture shall 
carry out the amendments made by this subsection in accord-
ance with section 1601 of the Agricultural Act of 2014 (7 U.S.C. 
9091). 


(13) APPLICATION.—Except as provided in paragraph (10), 
the amendments made by this subsection shall apply beginning 
with the 2018 crop year. 
(b) MARGIN PROTECTION PROGRAM FOR DAIRY PRODUCERS.— 


(1) MONTHLY CALCULATION OF ACTUAL DAIRY PRODUCTION 
MARGIN.— 


(A) DEFINITIONS.—Section 1401 of the Agricultural Act 
of 2014 (7 U.S.C. 9051) is amended— 


(i) by striking paragraph (4); and 
(ii) by redesignating paragraphs (5) through (11) 


as paragraphs (4) through (10), respectively. 
(B) CALCULATION OF ACTUAL DAIRY PRODUCTION 


MARGIN.—Section 1402(b)(1) of the Agricultural Act of 2014 
(7 U.S.C. 9052(b)(1)) is amended by striking ‘‘consecutive 
2-month period’’ each place it appears and inserting 
‘‘month’’. 


(C) MARGIN PROTECTION PAYMENTS.—Section 1406 of 
the Agricultural Act of 2014 (7 U.S.C. 9056) is amended— 


(i) by striking ‘‘consecutive 2-month period’’ each 
place it appears and inserting ‘‘month’’; and 


(ii) in subsection (c)(2)(B), by striking ‘‘6’’ and 
inserting ‘‘12’’. 


(2) PARTICIPATION OF DAIRY OPERATIONS IN MARGIN PROTEC-
TION PROGRAM.—Section 1404 of the Agricultural Act of 2014 
(7 U.S.C. 9054) is amended— 


(A) in subsection (b)— 
(i) in paragraph (1), by inserting ‘‘, including the 


establishment of a date each calendar year by which 
a dairy operation shall register for the calendar year’’ 
before the period at the end; 


(ii) by redesignating paragraphs (2) and (3) as 
paragraphs (3) and (4), respectively; and 


(iii) by inserting after paragraph (1) the following: 
‘‘(2) EXTENSION OF ELECTION PERIOD FOR 2018 CALENDAR 


YEAR.—The Secretary shall extend the election period for the 
2018 calendar year by not less than 90 days after the date 
of enactment of the Bipartisan Budget Act of 2018 or such 
additional period as the Secretary determines is necessary for 
dairy operations to make new elections to participate for that 
calendar year, including dairy operations that elected to so 
participate before that date of enactment.’’; and 


(B) in subsection (c), by adding at the end the following: 
‘‘(4) EXEMPTION.—A limited resource, beginning, veteran, 


or socially disadvantaged farmer, as defined by the Secretary, 
shall be exempt from the administrative fee under this sub-
section.’’. 


(3) PRODUCTION HISTORY OF PARTICIPATING DAIRY OPER-
ATIONS.—Section 1405(a) of the Agricultural Act of 2014 (7 
U.S.C. 9055(a)) is amended by adding at the end the following: 
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‘‘(3) CONTINUED APPLICABILITY OF BASE PRODUCTION HIS-
TORY.—A production history established for a dairy operation 
under paragraph (1) shall be the base production history for 
the dairy operation in subsequent years (as adjusted under 
paragraph (2)).’’. 


(4) PREMIUMS FOR MARGIN PROTECTION PROGRAM.—Section 
1407 of the Agricultural Act of 2014 (7 U.S.C. 9057) is 
amended— 


(A) in subsection (b)— 
(i) by striking the subsection heading and inserting 


the following: ‘‘TIER I: PREMIUM PER HUNDREDWEIGHT 
FOR FIRST 5,000,000 POUNDS OF PRODUCTION.—’’; 


(ii) in paragraph (1), by striking ‘‘4,000,000’’ and 
inserting ‘‘5,000,000’’; and 


(iii) in paragraph (2)— 
(I) by striking ‘‘$0.010’’ and inserting ‘‘None’’; 
(II) by striking ‘‘$0.025’’ and inserting ‘‘None’’; 
(III) by striking ‘‘$0.040’’ and inserting 


‘‘$0.009’’; 
(IV) by striking ‘‘$0.055’’ and inserting 


‘‘$0.016’’; 
(V) by striking ‘‘$0.090’’ and inserting ‘‘$0.040’’; 
(VI) by striking ‘‘$0.217’’ and inserting 


‘‘$0.063’’; 
(VII) by striking ‘‘$0.300’’ and inserting 


‘‘$0.087’’; and 
(VIII) by striking ‘‘$0.475’’ and inserting 


‘‘$0.142’’; and 
(B) in subsection (c)— 


(i) by striking the subsection heading and inserting 
the following: ‘‘TIER II: PREMIUM PER HUNDREDWEIGHT 
FOR PRODUCTION IN EXCESS OF 5,000,000 POUNDS.— 
’’; and 


(ii) in paragraph (1), by striking ‘‘4,000,000’’ and 
inserting ‘‘5,000,000’’. 


(5) APPLICATION.—The amendments made by this sub-
section shall apply beginning with the 2018 calendar year. 
(c) LIMITATION ON CROP INSURANCE LIVESTOCK-RELATED 


EXPENDITURES.— 
(1) IN GENERAL.—Section 523(b) of the Federal Crop Insur-


ance Act (7 U.S.C. 1523(b)) is amended by striking paragraph 
(10). 


(2) CONFORMING AMENDMENTS.—Section 516 of the Federal 
Crop Insurance Act (7 U.S.C. 1516) is amended in subsections 
(a)(2)(C) and (b)(1)(D) by striking ‘‘subsections (a)(3)(E)(ii) and 
(b)(10) of section 523’’ each place it appears and inserting 
‘‘subsection (a)(3)(E)(ii) of that section’’. 
SEC. 60102. (a) Section 1240B of the Food Security Act of 


1985 (16 U.S.C. 3839aa–2) is amended by striking subsection (a) 
and inserting the following: 


‘‘(a) ESTABLISHMENT.—During each of the 2002 through 2019 
fiscal years, the Secretary shall provide payments to producers 
that enter into contracts with the Secretary under the program.’’. 


(b) Section 1241 of the Food Security Act of 1985 (16 U.S.C. 
3841) is amended— 


(1) in subsection (a)— 
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(A) in the matter preceding paragraph (1), by striking 
‘‘2018’’ and inserting ‘‘2018 (and fiscal year 2019 in the 
case of the program specified in paragraph (5))’’; and 


(B) in paragraph (5)(E), by striking ‘‘fiscal year 2018’’ 
and inserting ‘‘each of fiscal years 2018 through 2019’’; 
and 
(2) in subsection (b), by striking ‘‘2018’’ and inserting ‘‘2018 


(and fiscal year 2019 in the case of the program specified 
in subsection (a)(5))’’. 
This division may be cited as the ‘‘Improvements to Agriculture 


Programs Act of 2018’’. 


DIVISION G—BUDGETARY EFFECTS 


SEC. 70101. BUDGETARY EFFECTS. 


(a) IN GENERAL.—The budgetary effects of division A, subdivi-
sion 2 of division B, and division C and each succeeding division 
shall not be entered on either PAYGO scorecard maintained pursu-
ant to section 4(d) of the Statutory Pay-As-You-Go Act of 2010. 


(b) SENATE PAYGO SCORECARDS.—The budgetary effects of divi-
sion A, subdivision 2 of division B, and division C and each suc-
ceeding division shall not be entered on any PAYGO scorecard 
maintained for purposes of section 4106 of H. Con. Res. 71 (115th 
Congress). 


(c) CLASSIFICATION OF BUDGETARY EFFECTS.—Notwithstanding 
Rule 3 of the Budget Scorekeeping Guidelines set forth in the 
joint explanatory statement of the committee of conference accom-
panying Conference Report 105–217 and section 250(c)(8) of the 
Balanced Budget and Emergency Deficit Control Act of 1985, the 
budgetary effects of division A, subdivision 2 of division B, and 
division C and each succeeding division shall not be estimated— 


(1) for purposes of section 251 of such Act; and 
(2) for purposes of paragraph (4)(C) of section 3 of the 


Statutory Pay-As-You-Go Act of 2010 as being included in an 
appropriation Act. 


Speaker of the House of Representatives. 


Vice President of the United States and
President of the Senate. 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Centers for Medicare & Medicaid 
Services 


42 CFR Parts 409, 424, 484, 486, and 
488 


[CMS–1689–FC] 


RIN 0938–AT29 


Medicare and Medicaid Programs; CY 
2019 Home Health Prospective 
Payment System Rate Update and CY 
2020 Case-Mix Adjustment 
Methodology Refinements; Home 
Health Value-Based Purchasing Model; 
Home Health Quality Reporting 
Requirements; Home Infusion Therapy 
Requirements; and Training 
Requirements for Surveyors of 
National Accrediting Organizations 


AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Final rule with comment period. 


SUMMARY: This final rule with comment 
period updates the home health 
prospective payment system (HH PPS) 
payment rates, including the national, 
standardized 60-day episode payment 
rates, the national per-visit rates, and 
the non-routine medical supply (NRS) 
conversion factor, effective for home 
health episodes of care ending on or 
after January 1, 2019. This rule also: 
Updates the HH PPS case-mix weights 
for calendar year (CY) 2019 using the 
most current, complete data available at 
the time of rulemaking; discusses our 
efforts to monitor the potential impacts 
of the rebasing adjustments that were 
implemented in CYs 2014 through 2017; 
finalizes a rebasing of the HH market 
basket (which includes a decrease in the 
labor-related share); finalizes the 
methodology used to determine rural 
add-on payments for CYs 2019 through 
2022, as required by section 50208 of 
the Bipartisan Budget Act of 2018 (Pub. 
L. 115–123) hereinafter referred to as the 
‘‘BBA of 2018’’; finalizes regulations 
text changes regarding certifying and 
recertifying patient eligibility for 
Medicare home health services; and 
finalizes the definition of ‘‘remote 
patient monitoring’’ and the recognition 
of the costs associated with it as 
allowable administrative costs. 


This rule also summarizes the case- 
mix methodology refinements for home 
health services beginning on or after 
January 1, 2020, which includes the 
elimination of therapy thresholds for 
payment and a change in the unit of 
payment from a 60-day episode to a 30- 
day period, as mandated by section 


51001 of the Bipartisan Budget Act of 
2018. This rule also finalizes changes to 
the Home Health Value-Based 
Purchasing (HHVBP) Model. In 
addition, with respect to the Home 
Health Quality Reporting Program, this 
rule discusses the Meaningful Measures 
Initiative; finalizes the removal of seven 
measures to further the priorities of this 
initiative; discusses social risk factors 
and provides an update on 
implementation efforts for certain 
provisions of the IMPACT Act; and 
finalizes a regulatory text change 
regarding OASIS data. 


For the home infusion therapy 
benefit, this rule finalizes health and 
safety standards that home infusion 
therapy suppliers must meet; finalizes 
an approval and oversight process for 
accrediting organizations (AOs) that 
accredit home infusion therapy 
suppliers; finalizes the implementation 
of temporary transitional payments for 
home infusion therapy services for CYs 
2019 and 2020; and responds to the 
comments received regarding payment 
for home infusion therapy services for 
CY 2021 and subsequent years. 


Lastly, in this rule, we are finalizing 
only one of the two new requirements 
we proposed to implement in the 
regulations for the oversight of AOs that 
accredit Medicare-certified providers 
and suppliers. More specifically, for 
reasons set out more fully in the section 
X. of this final rule with comment 
period, we have decided not to finalize 
our proposal to require that all 
surveyors for AOs that accredit 
Medicare-certified providers and 
suppliers take the same relevant and 
program-specific CMS online surveyor 
training that the State Agency surveyors 
are required to take. 


However, we are finalizing our 
proposal to require that each AO must 
provide a written statement with their 
application to CMS, stating that if one 
of its fully accredited providers or 
suppliers, in good-standing, provides 
written notification that they wish to 
voluntarily withdraw from the AO’s 
CMS-approved accreditation program, 
the AO must continue the provider or 
supplier’s current accreditation until the 
effective date of withdrawal identified 
by the facility or the expiration date of 
the term of accreditation, whichever 
comes first. 
DATES: 


Effective Date: This final rule with 
comment period is effective on January 
1, 2019. 


Implementation Date: The Patient- 
Driven Groupings Model (PDGM) case- 
mix methodology refinements and the 
change in the unit of payment from 60- 


day episodes of care to 30-day periods 
of care will be for home health services 
(30-day periods of care) beginning on or 
after January 1, 2020. 


Comment Date: To be assured 
consideration, comments on the 
definition of ‘‘infusion drug 
administration calendar day’’ at 
§ 486.505 and discussed in section VI.D. 
of this final rule with comment period 
must be received at one of the addresses 
provided below, no later than 5 p.m. on 
December 31, 2018. 
ADDRESSES: In commenting, please refer 
to file code CMS–1689–FC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 


Comments, including mass comment 
submissions, must be submitted in one 
of the following three ways (please 
choose only one of the ways listed): 


1. Electronically. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 
the ‘‘Submit a comment’’ instructions. 


2. By regular mail. You may mail 
written comments to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS–1689–FC, P.O. Box 8013, 
Baltimore, MD 21244–8013. 


Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 


3. By express or overnight mail. You 
may send written comments to the 
following address ONLY: Centers for 
Medicare & Medicaid Services, 
Department of Health and Human 
Services, Attention: CMS–1689–FC, 
Mail Stop C4–26–05, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 
[Note: This zipcode for express mail or 
courier delivery only. This zipcode 
specifies the agency’s physical location.] 


For information on viewing public 
comments, see the beginning of the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: 


For general information about the 
Home Health Prospective Payment 
System (HH PPS), send your inquiry via 
email to: HomehealthPolicy@
cms.hhs.gov. 


For general information about home 
infusion payment, send your inquiry via 
email to: HomeInfusionPolicy@
cms.hhs.gov. 


For information about the Home 
Health Value-Based Purchasing 
(HHVBP) Model, send your inquiry via 
email to: HHVBPquestions@
cms.hhs.gov. 


For information about the Home 
Health Quality Reporting Program (HH 
QRP) contact: Joan Proctor, (410) 786– 
0949. 
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For information about home infusion 
therapy health and safety standards, 
contact: CAPT Jacqueline Leach, (410) 
786–4282 or Sonia Swancy, (410) 786– 
8445. 


For information about health infusion 
therapy accreditation and oversight, 
contact: Caroline Gallaher (410) 786– 
8705. 


SUPPLEMENTARY INFORMATION: Inspection 
of Public Comments: All comments 
received before the close of the 
comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following 
website as soon as possible after they 
have been received: http://
regulations.gov. Follow the search 
instructions on that website to view 
public comments. 
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Regulation Text 


I. Executive Summary 


A. Purpose 


1. Home Health Prospective Payment 
System (HH PPS) 


This final rule with comment period 
updates the payment rates for home 
health agencies (HHAs) for calendar 
year (CY) 2019, as required under 
section 1895(b) of the Social Security 
Act (the Act). This rule also updates the 
case-mix weights under sections 
1895(b)(4)(A)(i) and (b)(4)(B) of the Act 
for CY 2019. For home health services 
beginning on or after January 1, 2020, 
this rule finalizes case-mix methodology 
refinements, which eliminate the use of 
therapy thresholds for case-mix 
adjustment purposes; and changes the 
unit of payment from a 60-day episode 


of care to a 30-day period of care, as 
mandated by section 51001 of the 
Bipartisan Budget Act of 2018 
(hereinafter referred to as the ‘‘BBA of 
2018’’). This final rule with comment 
period also: Finalizes the methodology 
used to determine rural add-on 
payments for CYs 2019 through 2022, as 
required by section 50208 of the BBA of 
2018; finalizes regulations text changes 
regarding certifying and recertifying 
patient eligibility for Medicare home 
health services under sections 1814(a) 
and 1835(a) of the Act; and finalizes our 
proposal on how to define ‘‘remote 
patient monitoring’’ under the Medicare 
home health benefit and include the 
costs of such monitoring as an allowable 
administrative costs. Lastly, this rule 
finalizes changes to the Home Health 
Value Based Purchasing (HHVBP) 
Model under the authority of section 
1115A of the Act, and the Home Health 
Quality Reporting Program (HH QRP) 
requirements under the authority of 
section 1895(b)(3)(B)(v) of the Act. 


2. Home Infusion Therapy Services 


a. Payment for Home Infusion Therapy 
Services 


This final rule with comment period 
establishes a transitional payment for 
home infusion therapy services for CYs 
2019 and 2020, as required by section 
50401 of the BBA of 2018. In addition, 
this rule finalizes health and safety 
standards for home infusion therapy 
and an accreditation and oversight 
process for qualified home infusion 
therapy suppliers. 


b. Safety Standards for Home Infusion 
Therapy Services 


This final rule with comment period 
implements health and safety standards 
for qualified home infusion therapy 
suppliers as required by section 5012 of 
the 21st Century Cures Act. These 
standards provide a foundation for 
ensuring patient safety and quality care 
by establishing requirements for the 
plan of care to be initiated and updated 
by a physician; 7-day-a-week, 24-hour- 
a-day access to services and remote 
monitoring; and patient education and 
training regarding their home infusion 
therapy care. 


c. Accreditation of Home Infusion 
Therapy Suppliers 


This final rule with comment period 
also implements regulations for the 
approval and oversight of AOs that 
accredit home infusion therapy 
suppliers. 
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B. Summary of the Major Provisions 


1. Home Health Prospective Payment 
System (HH PPS) 


In the CY 2015 HH PPS final rule (79 
FR 66072), we finalized our proposal to 
recalibrate the case-mix weights every 
year with the most current and complete 
data available at the time of rulemaking. 
In section III.B. of this rule, we are 
recalibrating the HH PPS case-mix 
weights, using the most current cost and 
utilization data available, in a budget- 
neutral manner. In section III.C. of this 
rule, we are finalizing the rebasing of 
the home health market basket and 
updates to the payment rates under the 
HH PPS by the home health payment 
update percentage of 2.2 percent (using 
the 2016-based Home Health Agency 
(HHA) market basket update of 3.0 
percent, minus 0.8 percentage point for 
multifactor productivity) as required by 
section 1895(b)(3)(B)(vi)(I) of the Act. 
Also in section III.C. of this final rule 
with comment period, we are finalizing 
a reduction in the labor-related share 
from 78.5 to 76.1 percent of total costs 
on account of the rebasing of the home 
health market basket. Lastly, in section 
III.C. of this rule, we update the CY 
2019 home health wage index using FY 
2015 hospital cost report data. In section 
III.D. of this final rule with comment 
period, we are finalizing a methodology 
for applying rural add-on payments for 
CYs 2019 through 2022, as required by 
section 50208 of the BBA of 2018. In 
section III.E. of this rule, we are 
finalizing a reduction to the fixed-dollar 
loss ratio from 0.55 to 0.51 for CY 2019 
in order to increase outlier payments as 
a percentage of total payments so that 
this percentage is closer to, but no more 
than, 2.5 percent. 


In section III.F. of this rule, we are 
finalizing case-mix methodology 
refinements and a change in the unit of 
payment from a 60-day episode of care 
to a 30-day period of care effective 
January 1, 2020 and in a budget neutral 
manner, as required by section 51001 of 
the BBA of 2018. The ‘‘Patient-Driven 
Groupings Model’’, or PDGM, relies 
more heavily on clinical characteristics 
and other patient information to place 
patients into meaningful payment 
categories and eliminates the use of 
therapy service thresholds, as required 
by section 51001(a)(3) of the BBA of 
2018, that are currently used to case-mix 
adjust payments under the HH PPS. 


In section III.G. of this rule, we are 
finalizing regulation text changes at 42 
CFR 424.22(b)(2) to eliminate the 
requirement that the certifying 
physician must estimate how much 
longer skilled services will be needed as 
part of the recertification statement. In 


addition, in section III.G of this rule, 
consistent with section 51002 of the 
BBA of 2018, we are finalizing a 
proposal to align the regulations text at 
§ 424.22(c) with current subregulatory 
guidance to allow medical record 
documentation from the HHA to be used 
to support the basis for certification 
and/or recertification of home health 
eligibility, if certain requirements are 
met. 


In section III.H. of this rule, we are 
finalizing our proposal to define 
‘‘remote patient monitoring’’ under the 
Medicare home health benefit and 
changes to the regulations at § 409.46 to 
include costs of remote patient 
monitoring as allowable administrative 
costs. 


2. Home Health Value Based Purchasing 
In section IV. of this final rule with 


comment period, we are finalizing 
changes to the Home Health Value 
Based Purchasing (HHVBP) Model 
implemented January 1, 2016. 
Specifically, we are finalizing, 
beginning with performance year (PY) 4, 
the following policy changes: removal of 
two Outcome and Assessment 
Information Set (OASIS) based 
measures, Influenza Immunization 
Received for Current Flu Season and 
Pneumococcal Polysaccharide Vaccine 
Ever Received, from the set of 
applicable measures; replacement of 
three OASIS-based measures 
(Improvement in Ambulation- 
Locomotion, Improvement in Bed 
Transferring, and Improvement in 
Bathing) with two new composite 
measures on total normalized composite 
change in self-care and mobility; 
changes to how we calculate the Total 
Performance Scores by changing the 
weighting methodology for the OASIS- 
based, claims-based, and HHCAHPS 
measures; and a change to the scoring 
methodology by reducing the maximum 
amount of improvement points an HHA 
can earn, from 10 points to 9 points. We 
are also providing an update on the 
progress towards developing public 
reporting of performance under the 
HHVBP Model and providing a 
summary of public comments received 
in response to our solicitation of 
feedback on what information we 
should consider making publicly 
available in the future. 


3. Home Health Quality Reporting 
Program 


In section V. of this final rule with 
comment period, we are finalizing 
updates to our the Home Health (HH) 
Quality Reporting Program (QRP) by 
adopting eight measure removal factors, 
removing seven measures, and updating 


our regulations to clarify that not all 
OASIS data are required for the HH 
QRP. We are also providing an update 
on the implementation of certain 
provisions of the IMPACT Act, and are 
finalizing our proposal to increase the 
number of years of data used to 
calculate the Medicare Spending per 
Beneficiary measure for purposes of 
display from 1 year to 2 years. 


4. Home Infusion Therapy 
In section VI.A. of this final rule with 


comment period, we discuss general 
background of home infusion therapy 
services and how this relates to the 
implementation of the new home 
infusion benefit. In section VI.B. of this 
final rule with comment period, we 
have finalized the addition of a new 
subpart I under the regulations at 42 
CFR part 486 to incorporate health and 
safety requirements for home infusion 
therapy suppliers. These regulations 
provide a framework for CMS to 
approve home infusion therapy 
accreditation organizations. Subpart I 
includes General Provisions (Scope and 
Purpose, and Definitions) and Standards 
for Home Infusion Therapy (Plan of Care 
and Required Services). Section VI.D. of 
this final rule with comment period 
provides information on temporary 
transitional payments for home infusion 
therapy services for CYs 2019 and 2020 
as mandated by section 50401 of the 
BBA of 2018, and responds to the 
comments received regarding issues 
such as the regulatory definition of 
‘‘Infusion Drug Administration Calendar 
Day.’’ 


In section VI.C. of this final rule with 
comment period, we discuss the 
requirements set forth in section 
1861(iii)(3)(D)(III) of the Act, which 
mandates that suppliers of home 
infusion therapy receive accreditation 
from a CMS-approved accrediting 
organization (AO) in order to receive 
Medicare payment. The Secretary must 
designate AOs to accredit suppliers 
furnishing home infusion therapy not 
later than January 1, 2021. Qualified 
home infusion therapy suppliers are 
required to receive accreditation before 
receiving Medicare payment for services 
provided to Medicare beneficiaries. 


Until now, no regulations have 
addressed the following elements of 
CMS’ approval and oversight of the AOs 
that accredit suppliers of home infusion 
therapy: (1) The required components to 
be included in a home infusion therapy 
AO’s initial or renewal accreditation 
program application; (2) regulations 
related to CMS’ review and approval of 
the home infusion therapy AOs 
application for approval of its 
accreditation program; and (3) the 
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ongoing monitoring and oversight of 
CMS approved home infusion therapy 
AOs. However, this final rule with 
comment period finalizes a set of 
regulations that will govern the CMS 
approval and oversight process for all 
home infusion therapy AOs. 


In this final rule with comment 
period, we are not finalizing our 
proposal to modify 42 CFR 488.5 by 
adding a requirement that all surveyors, 
that work for AOs that accredit 


Medicare certified providers and 
suppliers, must complete the relevant 
program specific CMS online trainings. 


However, in this final rule with 
comment period, we are finalizing the 
proposed requirement to be added at 
§ 488.5 which requires the AOs for 
Medicare certified providers and 
suppliers to provide a written statement 
with their application stating that if a 
fully accredited facility deemed to be in 
good-standing provides written 


notification that they wish to 
voluntarily withdraw from the AO’s 
CMS-approved accreditation program, 
the AO must continue the facility’s 
current accreditation until the effective 
date of withdrawal identified by the 
facility or the expiration date of the term 
of accreditation, whichever comes first. 


C. Summary of Costs, Transfers, and 
Benefits 


BILLING CODE 4120–01–P 
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1 Meaningful Measures web page: https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/QualityInitiativesGenInfo/ 
MMF/General-info-Sub-Page.html. 


2 See Remarks by Administrator Seema Verma at 
the Health Care Payment Learning and Action 


Network (LAN) Fall Summit, as prepared for 
delivery on October 30, 2017 https://www.cms.gov/ 
Newsroom/MediaReleaseDatabase/Fact-sheets/ 
2017-Fact-Sheet-items/2017-10-30.html. 


BILLING CODE 4120–01–C 


D. Improving Patient Outcomes and 
Reducing Burden Through Meaningful 
Measures 


In the CY 2019 HH PPS proposed 
rule, we stated that regulatory reform 
and reducing regulatory burden are high 
priorities for us. To reduce the 
regulatory burden on the healthcare 
industry, lower health care costs, and 


enhance patient care, in October 2017, 
we launched the Meaningful Measures 
Initiative.1 This initiative is one 
component of our agency-wide Patients 
Over Paperwork Initiative 2 which is 


aimed at evaluating and streamlining 
regulations with a goal to reduce 
unnecessary cost and burden, increase 
efficiencies, and improve beneficiary 
experience. The Meaningful Measures 
Initiative is aimed at identifying the 
highest priority areas for quality 
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measurement and quality improvement 
in order to assess the core quality of care 
issues that are most vital to advancing 
our work to improve patient outcomes. 
The Meaningful Measures Initiative 
represents a new approach to quality 
measures that fosters operational 
efficiencies, and will reduce costs 
including, the collection and reporting 
burden while producing quality 
measurement that is more focused on 
meaningful outcomes. 


The Meaningful Measures Framework 
has the following objectives: 


• Address high-impact measure areas 
that safeguard public health; 


• Patient-centered and meaningful to 
patients; 


• Outcome-based where possible; 
• Fulfill each program’s statutory 


requirements; 
• Minimize the level of burden for 


health care providers (for example, 
through a preference for EHR-based 
measures where possible, such as 
electronic clinical quality measures); 


• Provide significant opportunity for 
improvement; 


• Address measure needs for 
population based payment through 
alternative payment models; and 


• Align across programs and/or with 
other payers. 


In order to achieve these objectives, 
stated in the proposed rule that we had 
identified 19 Meaningful Measures areas 
and mapped them to six overarching 
quality priorities as shown in Table 2: 


By including Meaningful Measures in 
our programs, we stated our belief that 
we can also address the following cross- 
cutting measure criteria: 


• Eliminating disparities; 
• Tracking measurable outcomes and 


impact; 
• Safeguarding public health; 
• Achieving cost savings; 
• Improving access for rural 


communities; and 
• Reducing burden. 
We also stated the we believe that the 


Meaningful Measures Initiative will 
improve outcomes for patients, their 
families, and health care providers 
while reducing burden and costs for 
clinicians and providers and promoting 
operational efficiencies. 


II. Background 


A. Statutory Background 


1. Home Health Prospective Payment 
System 


a. Background 
The Balanced Budget Act of 1997 


(BBA) (Pub. L. 105–33, enacted August 
5, 1997), significantly changed the way 
Medicare pays for Medicare home 
health services. Section 4603 of the BBA 
mandated the development of the HH 
PPS. Until the implementation of the 
HH PPS on October 1, 2000, HHAs 
received payment under a retrospective 
reimbursement system. 


Section 4603(a) of the BBA mandated 
the development of a HH PPS for all 
Medicare-covered home health services 
provided under a plan of care (POC) that 
were paid on a reasonable cost basis by 
adding section 1895 of the Act, entitled 
‘‘Prospective Payment For Home Health 


Services.’’ Section 1895(b)(1) of the Act 
requires the Secretary to establish a HH 
PPS for all costs of home health services 
paid under Medicare. Section 1895(b)(2) 
of the Act requires that, in defining a 
prospective payment amount, the 
Secretary will consider an appropriate 
unit of service and the number, type, 
and duration of visits provided within 
that unit, potential changes in the mix 
of services provided within that unit 
and their cost, and a general system 
design that provides for continued 
access to quality services. 


Section 1895(b)(3)(A) of the Act 
requires the following: (1) The 
computation of a standard prospective 
payment amount that includes all costs 
for HH services covered and paid for on 
a reasonable cost basis, and that such 
amounts be initially based on the most 
recent audited cost report data available 
to the Secretary (as of the effective date 
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of the 2000 final rule), and (2) the 
standardized prospective payment 
amount be adjusted to account for the 
effects of case-mix and wage levels 
among HHAs. 


Section 1895(b)(3)(B) of the Act 
requires the standard prospective 
payment amounts be annually updated 
by the home health applicable 
percentage increase. Section 1895(b)(4) 
of the Act governs the payment 
computation. Sections 1895(b)(4)(A)(i) 
and (b)(4)(A)(ii) of the Act require the 
standard prospective payment amount 
to be adjusted for case-mix and 
geographic differences in wage levels. 
Section 1895(b)(4)(B) of the Act requires 
the establishment of an appropriate 
case-mix change adjustment factor for 
significant variation in costs among 
different units of services. 


Similarly, section 1895(b)(4)(C) of the 
Act requires the establishment of wage 
adjustment factors that reflect the 
relative level of wages, and wage-related 
costs applicable to home health services 
furnished in a geographic area 
compared to the applicable national 
average level. Under section 
1895(b)(4)(C) of the Act, the wage- 
adjustment factors used by the Secretary 
may be the factors used under section 
1886(d)(3)(E) of the Act. 


Section 1895(b)(5) of the Act gives the 
Secretary the option to make additions 
or adjustments to the payment amount 
otherwise paid in the case of outliers 
due to unusual variations in the type or 
amount of medically necessary care. 
Section 3131(b)(2) of the Affordable 
Care Act revised section 1895(b)(5) of 
the Act so that total outlier payments in 
a given year would not exceed 2.5 
percent of total payments projected or 
estimated. The provision also made 
permanent a 10 percent agency-level 
outlier payment cap. 


In accordance with the statute, as 
amended by the BBA, we published a 
final rule in the July 3, 2000 Federal 
Register (65 FR 41128) to implement the 
HH PPS legislation. The July 2000 final 
rule established requirements for the 
new HH PPS for home health services 
as required by section 4603 of the BBA, 
as subsequently amended by section 
5101 of the Omnibus Consolidated and 
Emergency Supplemental 
Appropriations Act for Fiscal Year 1999 
(OCESAA), (Pub. L. 105–277, enacted 
October 21, 1998); and by sections 302, 
305, and 306 of the Medicare, Medicaid, 
and SCHIP Balanced Budget Refinement 
Act of 1999, (BBRA) (Pub. L. 106–113, 
enacted November 29, 1999). The 
requirements include the 
implementation of a HH PPS for home 
health services, consolidated billing 
requirements, and a number of other 


related changes. The HH PPS described 
in that rule replaced the retrospective 
reasonable cost-based system that was 
used by Medicare for the payment of 
home health services under Part A and 
Part B. For a complete and full 
description of the HH PPS as required 
by the BBA, see the July 2000 HH PPS 
final rule (65 FR 41128 through 41214). 


Section 5201(c) of the Deficit 
Reduction Act of 2005 (DRA) (Pub. L. 
109–171, enacted February 8, 2006) 
added new section 1895(b)(3)(B)(v) to 
the Act, requiring HHAs to submit data 
for purposes of measuring health care 
quality, and linking the quality data 
submission to the annual applicable 
payment percentage increase. This data 
submission requirement is applicable 
for CY 2007 and each subsequent year. 
If an HHA does not submit quality data, 
the home health market basket 
percentage increase is reduced by 2 
percentage points. In the November 9, 
2006 Federal Register (71 FR 65884, 
65935), we published a final rule to 
implement the pay-for-reporting 
requirement of the DRA, which was 
codified at § 484.225(h) and (i) in 
accordance with the statute. The pay- 
for-reporting requirement was 
implemented on January 1, 2007. 


The Affordable Care Act made 
additional changes to the HH PPS. One 
of the changes in section 3131 of the 
Affordable Care Act is the amendment 
to section 421(a) of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA) (Pub. 
L. 108–173, enacted on December 8, 
2003) as amended by section 5201(b) of 
the DRA. Section 421(a) of the MMA, as 
amended by section 3131 of the 
Affordable Care Act, requires that the 
Secretary increase, by 3 percent, the 
payment amount otherwise made under 
section 1895 of the Act, for HH services 
furnished in a rural area (as defined in 
section 1886(d)(2)(D) of the Act) with 
respect to episodes and visits ending on 
or after April 1, 2010, and before 
January 1, 2016. 


Section 210 of the Medicare Access 
and CHIP Reauthorization Act of 2015 
(Pub. L. 114–10) (MACRA) amended 
section 421(a) of the MMA to extend the 
3 percent rural add-on payment for 
home health services provided in a rural 
area (as defined in section 1886(d)(2)(D) 
of the Act) through January 1, 2018. In 
addition, section 411(d) of MACRA 
amended section 1895(b)(3)(B) of the 
Act such that CY 2018 home health 
payments be updated by a 1 percent 
market basket increase. Section 
50208(a)(1) of the BBA of 2018 again 
extended the 3 percent rural add-on 
through the end of 2018. In addition, 
this section of the BBA of 2018 made 


some important changes to the rural 
add-on for CYs 2019 through 2022, to be 
discussed later in this final rule with 
comment period. 


B. Current System for Payment of Home 
Health Services 


Generally, Medicare currently makes 
payment under the HH PPS on the basis 
of a national, standardized 60-day 
episode payment rate that is adjusted for 
the applicable case-mix and wage index. 
The national, standardized 60-day 
episode rate includes the six home 
health disciplines (skilled nursing, 
home health aide, physical therapy, 
speech-language pathology, 
occupational therapy, and medical 
social services). Payment for non- 
routine supplies (NRS) is not part of the 
national, standardized 60-day episode 
rate, but is computed by multiplying the 
relative weight for a particular NRS 
severity level by the NRS conversion 
factor. Payment for durable medical 
equipment covered under the HH 
benefit is made outside the HH PPS 
payment system. To adjust for case-mix, 
the HH PPS uses a 153-category case- 
mix classification system to assign 
patients to a home health resource 
group (HHRG). The clinical severity 
level, functional severity level, and 
service utilization are computed from 
responses to selected data elements in 
the OASIS assessment instrument and 
are used to place the patient in a 
particular HHRG. Each HHRG has an 
associated case-mix weight which is 
used in calculating the payment for an 
episode. Therapy service use is 
measured by the number of therapy 
visits provided during the episode and 
can be categorized into nine visit level 
categories (or thresholds): 0 to 5; 6; 7 to 
9; 10; 11 to 13; 14 to 15; 16 to 17; 18 
to 19; and 20 or more visits. 


For episodes with four or fewer visits, 
Medicare pays national per-visit rates 
based on the discipline(s) providing the 
services. An episode consisting of four 
or fewer visits within a 60-day period 
receives what is referred to as a low- 
utilization payment adjustment (LUPA). 
Medicare also adjusts the national 
standardized 60-day episode payment 
rate for certain intervening events that 
are subject to a partial episode payment 
adjustment (PEP adjustment). For 
certain cases that exceed a specific cost 
threshold, an outlier adjustment may 
also be available. 


C. Updates to the Home Health 
Prospective Payment System 


As required by section 1895(b)(3)(B) 
of the Act, we have historically updated 
the HH PPS rates annually in the 
Federal Register. The August 29, 2007 
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final rule with comment period set forth 
an update to the 60-day national 
episode rates and the national per-visit 
rates under the HH PPS for CY 2008. 
The CY 2008 HH PPS final rule 
included an analysis performed on CY 
2005 home health claims data, which 
indicated a 12.78 percent increase in the 
observed case-mix since 2000. Case-mix 
represents the variations in conditions 
of the patient population served by the 
HHAs. Subsequently, a more detailed 
analysis was performed on the 2005 
case-mix data to evaluate if any portion 
of the 12.78 percent increase was 
associated with a change in the actual 
clinical condition of home health 
patients. We identified 8.03 percent of 
the total case-mix change as real, and 
therefore, decreased the 12.78 percent of 
total case-mix change by 8.03 percent to 
get a final nominal case-mix increase 
measure of 11.75 percent (0.1278 * 
(1¥0.0803) = 0.1175). 


To account for the changes in case- 
mix that were not related to an 
underlying change in patient health 
status, we implemented a reduction, 
over 4 years, to the national, 
standardized 60-day episode payment 
rates. That reduction was to be 2.75 
percent per year for 3 years beginning in 
CY 2008 and 2.71 percent for the fourth 
year in CY 2011. In the CY 2011 HH PPS 
final rule (76 FR 68532), we updated our 
analyses of case-mix change and 
finalized a reduction of 3.79 percent, 
instead of 2.71 percent, for CY 2011 and 
deferred finalizing a payment reduction 
for CY 2012 until further study of the 
case-mix change data and methodology 
was completed. 


In the CY 2012 HH PPS final rule (76 
FR 68526), we updated the 60-day 
national episode rates and the national 
per-visit rates. In addition, as discussed 
in the CY 2012 HH PPS final rule (76 
FR 68528), our analysis indicated that 
there was a 22.59 percent increase in 
overall case-mix from 2000 to 2009 and 
that only 15.76 percent of that overall 
observed case-mix percentage increase 
was due to real case-mix change. As a 
result of our analysis, we identified a 
19.03 percent nominal increase in case- 
mix. At that time, to fully account for 
the 19.03 percent nominal case-mix 
growth identified from 2000 to 2009, we 
finalized a 3.79 percent payment 
reduction in CY 2012 and a 1.32 percent 
payment reduction for CY 2013. 


In the CY 2013 HH PPS final rule (77 
FR 67078), we implemented the 1.32 
percent reduction to the payment rates 
for CY 2013 finalized the previous year, 
to account for nominal case-mix growth 
from 2000 through 2010. When taking 
into account the total measure of case- 
mix change (23.90 percent) and the 


15.97 percent of total case-mix change 
estimated as real from 2000 to 2010, we 
obtained a final nominal case-mix 
change measure of 20.08 percent from 
2000 to 2010 (0.2390 * (1¥0.1597) = 
0.2008). To fully account for the 
remainder of the 20.08 percent increase 
in nominal case-mix beyond that which 
was accounted for in previous payment 
reductions, we estimated that the 
percentage reduction to the national, 
standardized 60-day episode rates for 
nominal case-mix change would be 2.18 
percent. Although we considered 
proposing a 2.18 percent reduction to 
account for the remaining increase in 
measured nominal case-mix, we 
finalized the 1.32 percent payment 
reduction to the national, standardized 
60-day episode rates in the CY 2012 HH 
PPS final rule (76 FR 68532). Section 
3131(a) of the Affordable Care Act 
added new section 1895(b)(3)(A)(iii) to 
the Act, which required that, beginning 
in CY 2014, we apply an adjustment to 
the national, standardized 60-day 
episode rate and other amounts that 
reflect factors such as changes in the 
number of visits in an episode, the mix 
of services in an episode, the level of 
intensity of services in an episode, the 
average cost of providing care per 
episode, and other relevant factors. 
Additionally, we were required to phase 
in any adjustment over a 4-year period 
in equal increments, not to exceed 3.5 
percent of the payment amount (or 
amounts) as of the date of enactment of 
the Affordable Care Act in 2010, and 
fully implement the rebasing 
adjustments by CY 2017. Therefore, in 
the CY 2014 HH PPS final rule (78 FR 
72256) for each year, CY 2014 through 
CY 2017, we finalized a fixed-dollar 
reduction to the national, standardized 
60-day episode payment rate of $80.95 
per year, increases to the national per- 
visit payment rates per year, and a 
decrease to the NRS conversion factor of 
2.82 percent per year. We also finalized 
three separate LUPA add-on factors for 
skilled nursing, physical therapy, and 
speech-language pathology and removed 
170 diagnosis codes from assignment to 
diagnosis groups in the HH PPS 
Grouper. In the CY 2015 HH PPS final 
rule (79 FR 66032), we implemented the 
second year of the 4-year phase-in of the 
rebasing adjustments to the HH PPS 
payment rates and made changes to the 
HH PPS case-mix weights. In addition, 
we simplified the face-to-face encounter 
regulatory requirements and the therapy 
reassessment timeframes. 


In the CY 2016 HH PPS final rule (80 
FR 68624), we implemented the third 
year of the 4-year phase-in of the 
rebasing adjustments to the national, 


standardized 60-day episode payment 
amount, the national per-visit rates and 
the NRS conversion factor (as discussed 
previously). In the CY 2016 HH PPS 
final rule, we also recalibrated the HH 
PPS case-mix weights, using the most 
current cost and utilization data 
available, in a budget-neutral manner 
and finalized reductions to the national, 
standardized 60-day episode payment 
rate in CY 2016, CY 2017, and CY 2018 
of 0.97 percent in each year to account 
for estimated case-mix growth unrelated 
to increases in patient acuity (that is, 
nominal case-mix growth) between CY 
2012 and CY 2014. Finally, section 
421(a) of the MMA, as amended by 
section 210 of the MACRA, extended 
the payment increase of 3 percent for 
HH services provided in rural areas (as 
defined in section 1886(d)(2)(D) of the 
Act) to episodes or visits ending before 
January 1, 2018. 


In the CY 2017 HH PPS final rule (81 
FR 76702), we implemented the last 
year of the 4-year phase-in of the 
rebasing adjustments to the national, 
standardized 60-day episode payment 
amount, the national per-visit rates and 
the NRS conversion factor (as outlined 
previously). We also finalized changes 
to the methodology used to calculate 
outlier payments under the authority of 
section 1895(b)(5) of the Act. Lastly, in 
accordance with section 1834(s) of the 
Act, as added by section 504(a) of the 
Consolidated Appropriations Act, 2016 
(Pub. L. 114–113, enacted December 18, 
2015), we implemented changes in 
payment for furnishing Negative 
Pressure Wound Therapy (NPWT) using 
a disposable device for patients under a 
home health plan of care for which 
payment would otherwise be made 
under section 1895(b) of the Act. 


2. Home Infusion Therapy 
Section 5012 of the 21st Century 


Cures Act (‘‘the Cures Act’’) (Pub. L. 
114–255), which amended sections 
1861(s)(2) and 1861(iii) of the Act, 
established a new Medicare home 
infusion therapy benefit. The Medicare 
home infusion therapy benefit covers 
the professional services, including 
nursing services furnished in 
accordance with the plan of care, 
patient training and education (not 
otherwise covered under the durable 
medical equipment benefit), remote 
monitoring, and monitoring services for 
the provision of home infusion therapy 
and home infusion drugs furnished by 
a qualified home infusion therapy 
supplier. This benefit will ensure 
consistency in coverage for home 
infusion benefits for all Medicare 
beneficiaries. Section 50401 of the BBA 
of 2018 amended section 1834(u) of the 
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3 Bhole, M.V., Burton, J., & Chapel, H.M., (2008). 
Self-infusion programs for immunoglobulin 
replacement at home: Feasibility, safety and 
efficacy. Immunology and Allergy Clinics of North 
America, 28(4), 821–832. doi:10.1016/ 
j.iac.2008.06.005. 


Souayah, N., Hasan, A., Khan, H., et al. (2011). 
The safety profile of home infusion of intravenous 
immunoglobulin in patients with 
neuroimmunologic disorders. Journal of Clinical 
Neuromuscular Disease, 12(supp 4), S1–10. doi: 
10.1097/CND.0b013e3182212589. 4 https://www.gao.gov/assets/310/305261.pdf. 


Act by adding a new paragraph (7) that 
establishes a home infusion therapy 
services temporary transitional payment 
for eligible home infusion suppliers for 
certain items and services furnished in 
coordination with the furnishing of 
transitional home infusion drugs 
beginning January 1, 2019. This 
temporary payment covers the cost of 
the same items and services, as defined 
in section 1861(iii)(2)(A) and (B) of the 
Act, related to the administration of 
home infusion drugs. The temporary 
transitional payment would begin on 
January 1, 2019 and end the day before 
the full implementation of the home 
infusion therapy benefit on January 1, 
2021, as required by section 5012 of the 
21st Century Cures Act. 


Home infusion therapy is a treatment 
option for patients with a wide range of 
acute and chronic conditions, ranging 
from bacterial infections to more 
complex conditions such as late-stage 
heart failure and immune deficiencies. 
Home infusion therapy affords a patient 
independence and better quality of life, 
because it is provided in the comfort of 
the patient’s home at a time that best fits 
his or her needs. This is significant, 
because generally patients can return to 
their daily activities after they receive 
their infusion treatments and, in many 
cases, they can continue their activities 
while receiving their treatments. In 
addition, home infusion therapy can 
provide improved safety and better 
outcomes. The home has been shown to 
be a safe setting for patients to receive 
infusion therapy.3 Additionally, 
patients receiving treatment outside of 
the hospital setting may be at lower risk 
of hospital-acquired infections, which 
can be more difficult to treat because of 
multidrug resistance than those that are 
community-acquired. This is 
particularly important for vulnerable 
patients such as those who are 
immunocompromised, as hospital- 
acquired infections are increasingly 
caused by antibiotic-resistant pathogens. 


Infusion therapy typically means that 
a drug is administered intravenously, 
but the term may also refer to situations 
where drugs are provided through other 
non-oral routes, such as intramuscular 
injections and epidural routes (into the 
membranes surrounding the spinal 


cord). Diseases that may require 
infusion therapy include infections that 
are unresponsive to oral antibiotics, 
cancer and cancer-related pain, 
dehydration, and gastrointestinal 
diseases or disorders which prevent 
normal functioning of the 
gastrointestinal system. Other 
conditions treated with specialty 
infusion therapies may include some 
forms of cancers, congestive heart 
failure, Crohn’s Disease, hemophilia, 
hepatitis, immune deficiencies, multiple 
sclerosis and rheumatoid arthritis. 
Infusion therapy originates with a 
prescription order from a physician or 
another qualified prescriber who is 
overseeing the care of the patient. The 
prescription order is sent to a home 
infusion therapy supplier, which is a 
state-licensed pharmacy, physician, or 
other provider of services or suppliers 
licensed by the state. 


A 2010 Government Accountability 
Office (GAO) report (10–426) found that 
most health insurers rely on 
credentialing, accreditation, or both to 
help ensure that plan members receive 
quality home infusion services from 
their network suppliers.4 Home infusion 
AOs conduct on-site surveys to evaluate 
all components of the service, including 
medical equipment, nursing, and 
pharmacy. Accreditation standards can 
include such requirements as the CMS 
Conditions of Participation for home 
health services, other Federal 
government regulations, and industry 
best practices. All of the accreditation 
standards evaluate a range of provider 
competencies, such as having a 
complete plan of care, response to 
adverse events, and implementation of a 
quality improvement plan. 


Sections 1861(iii)(3)(D)(III) and 
1834(u)(5) of the Act, as amended by 
section 5012 of the Cures Act requires 
that, in order to participate in Medicare, 
home infusion therapy suppliers must 
select a CMS-approved AO and undergo 
an accreditation review process to 
demonstrate that the home infusion 
therapy program meets the accreditation 
organization’s standards. Section 
1861(iii) of the Act, as amended by 
section 5012 of the Cures Act, sets forth 
standards in three areas: (1) Ensuring 
that all patients have a plan of care 
established and updated by a physician 
that sets out the care and prescribed 
infusion therapy necessary to meet the 
patient-specific needs; (2) having 
procedures to ensure that remote 
monitoring services associated with 
administering infusion drugs in a 
patient’s home are provided; and (3) 
having procedures to ensure that 


patients receive education and training 
on the effective use of medications and 
equipment in the home. 


III. Provisions of the Proposed Rule: 
Payment Under the Home Health 
Prospective Payment System (HH PPS) 
and Responses to Comments 


In the July 12, 2018 Federal Register 
(83 FR 32340 through 32522), we 
published the proposed rule titled 
‘‘Medicare and Medicaid Programs; CY 
2019 Home Health Prospective Payment 
System Rate Update and CY 2020 Case- 
Mix Adjustment Methodology 
Refinements; Home Health Value-Based 
Purchasing Model; Home Health Quality 
Reporting Requirements; Home Infusion 
Therapy Requirements; and Training 
Requirements for Surveyors of National 
Accrediting Organizations’’. We 
received approximately 1,125 timely 
comments from the public, including 
comments from home health agencies, 
home infusion therapy providers, DME 
suppliers, manufacturers of remote 
patient monitoring technology, national 
and state provider associations, patient 
and other advocacy organizations, 
physicians, nurses, therapists, 
pharmacists, and accrediting 
organizations. In the following sections, 
we summarize the proposed provisions 
and the public comments, and provide 
the responses to comments. 


A. Monitoring for Potential Impacts— 
Affordable Care Act Rebasing 
Adjustments 


In the CY 2019 proposed rule (83 FR 
32348), we provided a summary of 
analysis on fiscal (FY) 2016 HHA cost 
report data and how such data, if used, 
would impact our estimate of the 
percentage difference between Medicare 
payments and HHA costs. In addition, 
we presented information on Medicare 
home health utilization statistics and 
trends that included HHA claims data 
through CY 2017. We will continue 
monitoring the impacts due to the 
rebasing adjustments and other policy 
changes and will provide the industry 
with periodic updates on our analysis in 
rulemaking and/or announcements on 
the HHA Center web page at: https://
www.cms.gov/Center/Provider-Type/ 
Home-Health-Agency-HHA-Center.html. 


B. CY 2019 HH PPS Case-Mix Weights 
In the CY 2015 HH PPS final rule (79 


FR 66072), we finalized a policy to 
annually recalibrate the HH PPS case- 
mix weights—adjusting the weights 
relative to one another—using the most 
current, complete data available. To 
recalibrate the HH PPS case-mix weights 
for CY 2019, we will use the same 
methodology finalized in the CY 2008 
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HH PPS final rule (72 FR 49762), the CY 
2012 HH PPS final rule (76 FR 68526), 
and the CY 2015 HH PPS final rule (79 
FR 66032). Annual recalibration of the 
HH PPS case-mix weights ensures that 
the case-mix weights reflect, as 
accurately as possible, current home 
health resource use and changes in 
utilization patterns. 


To generate the final CY 2019 HH PPS 
case-mix weights, we used CY 2017 
home health claims data (as of June 30, 
2018) with linked OASIS data. These 
data are the most current and complete 
data available at this time. We noted in 


the proposed rule that we would use CY 
2017 home health claims data (as of 
June 30, 2018 or later) with linked 
OASIS data to generate the CY 2019 HH 
PPS case-mix weights for this final rule 
with comment period. The process we 
used to calculate the HH PPS case-mix 
weights is outlined in this section. 


Step 1: Re-estimate the four-equation 
model to determine the clinical and 
functional points for an episode using 
wage-weighted minutes of care as our 
dependent variable for resource use. 
The wage-weighted minutes of care are 
determined using the CY 2016 Bureau of 


Labor Statistics national hourly wage 
plus fringe rates for the six home health 
disciplines and the minutes per visit 
from the claim. The points for each of 
the variables for each leg of the model, 
updated with CY 2017 home health 
claims data, are shown in Table 3. The 
points for the clinical variables are 
added together to determine an 
episode’s clinical score. The points for 
the functional variables are added 
together to determine an episode’s 
functional score. 
BILLING CODE 4120–01–P 
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TABLE 3: CY 2019 CASE-MIX ADJUSTMENT VARIABLES AND SCORES 


Episode number within sequence of adjacent episodes 1 or2 1 or2 3+ 3+ 
Therapy visits 0-13 14+ 0-13 14+ 
EQUATION: 1 2 3 4 


CLINICAL DIMENSION 
1 Primary or Other Diagnosis =Blindness/Low Vision 
2 Primary or Other Diagnosis= Blood disorders 2 


3 
Primary or Other Diagnosis= Cancer, selected benign 


4 4 
neoplasms 


4 Primary Diagnosis = Diabetes 3 3 
5 Other Diagnosis = Diabetes 1 


Primary or Other Diagnosis = Dysphagia 
6 AND 2 14 10 


Primary or Other Diagnosis= Neuro 3- Stroke 
Primary or Other Diagnosis = Dysphagia 


7 AND 5 5 
M1030 (Therapy at home)= 3 (Enteral) 


8 Primary or Other Diagnosis = Gastrointestinal disorders 1 2 
Primary or Other Diagnosis = Gastrointestinal disorders 


9 AND 5 
M1630 (ostomy)= 1 or 2 
Primary or Other Diagnosis = Gastrointestinal disorders 
AND 


10 Primary or Other Diagnosis= Neuro 1 -Brain disorders and 
paralysis, OR Neuro 2- Peripheral neurological disorders, 
OR Neuro 3- Stroke, OR Neuro 4- Multiple Sclerosis 


11 
Primary or Other Diagnosis =Heart Disease OR 


2 3 3 
Hypertension 


12 Primary Diagnosis= Neuro 1 -Brain disorders and paralysis 2 7 4 7 
Primary or Other Diagnosis= Neuro 1 -Brain disorders and 


13 
paralysis 


2 
AND 
M1840 (Toilet transfer)= 2 or more 
Primary or Other Diagnosis = N euro 1 - Brain disorders and 


14 
paralysis OR Neuro 2- Peripheral neurological disorders 


3 4 1 3 
AND 
M1810 or M1820 (Dressing upper or lower body)= 1, 2, or 3 


15 Primary or Other Diagnosis= Neuro 3 -Stroke 3 6 2 
Primary or Other Diagnosis= Neuro 3 -Stroke 


16 AND 4 4 
Ml810 or Ml820 (Dressing upper or lower body)= 1, 2, or 3 
Primary or Other Diagnosis= Neuro 3- Stroke 


17 AND 
M1860 (Ambulation) = 4 or more 
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Primary or Other Diagnosis= Neuro 4- Multiple Sclerosis 
AND AT LEAST ONE OF THE FOLLOWING: 
M 1830 (Bathing)= 2 or more 
OR 


18 M 1840 (Toilet transfer)= 2 or more 2 6 3 8 
OR 
M1850 (Transferring)= 2 or more 
OR 
M1860 (Ambulation) = 4 or more 
Primary or Other Diagnosis = Ortho 1 - Leg Disorders or 


19 
Gait Disorders 


7 2 7 
AND 
M 1324 (most problematic pressure ulcer stage)= I, 2, 3 or 4 
Primary or Other Diagnosis= Ortho I - Leg OR Ortho 2 -


20 
Other orthopedic disorders 


1 2 3 
AND 
M1030 (Therapy at home)= 1 (IV/Infusion) or 2 (Parenteral) 


21 
Primary or Other Diagnosis = Psych 1 -Affective and other 
psychoses, depression 


22 
Primary or Other Diagnosis = Psych 2 - Degenerative and 
other organic psychiatric disorders 


23 Primary or Other Diagnosis = Pulmonary disorders 1 


24 
Primary or Other Diagnosis= Pulmonary disorders AND 


1 
M1860 (Ambulation) = 1 or more 


25 
Primary Diagnosis = Skin l -Traumatic wounds, bums, and 


2 15 6 15 
post-operative complications 


26 
Other Diagnosis= Skin 1 - Traumatic wounds, burns, post-


5 II 7 II 
operative complications 
Primary or Other Diagnosis = Skin l -Traumatic wounds, 
burns, and post-operative complications OR Skin 2- Ulcers 


27 and other skin conditions 
AND 
M1030 (Therapy at home)= 1 (IV/Infusion) or 2 (Parenteral) 


28 
Primary or Other Diagnosis= Skin 2- Ulcers and other skin 


2 15 8 15 
conditions 


29 Primary or Other Diagnosis = Tracheostomy 1 10 10 
30 Primary or Other Diagnosis= Urostomy/Cystostomy 17 9 
31 M1030 (Therapy at home)= 1 (IV/Infusion) or 2 (Parenteral) 10 1 10 
32 M1030 (Therapy at home)= 3 (Enteral) 12 6 
33 M1200 (Vision)= 1 or more 1 
34 M1242 (Pain)= 3 or 4 3 2 1 
35 M1311 =Two or more pressure ulcers at stage 3 or 4 2 4 2 4 
36 M1324 (Most problematic pressure ulcer stage)= 1 or 2 4 17 6 16 
37 M1324 (Most problematic pressure ulcer stage)= 3 or 4 6 27 8 23 
38 M1334 (Stasis ulcer status)= 2 3 12 5 12 
39 M1334 (Stasis ulcer status)= 3 5 15 7 15 
40 M1342 (Surgical wound status)= 2 2 6 5 12 
41 M1342 (Surgical wound status)= 3 5 4 8 
42 M1400 (Dyspnea)= 2, 3, or 4 1 1 
43 Ml620 (Bowel Incontinence)= 2 to 5 3 3 
44 M1630 (Ostomy)= 1 or 2 2 9 2 7 
45 M2030 (Injectable Drug Use)= 0, 1, 2, or 3 


FUNCTIONAL DIMENSION 
46 M181 0 or M1820 (Dressing upper or lower body)= 1, 2, or 3 1 2 
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5 For Step 1, 33.7 percent of episodes were in the 
medium functional level (All with score 13). For 
Step 2.1, 86.7% of episodes were in the low 
functional level (Most with scores 6 to 7). For Step 


2.2, 81.5 percent of episodes were in the low 
functional level (Most with score 0). For Step 3, 
46.6 percent of episodes were in the medium 
functional level (Most with score 9). For Step 4, 


33.2 percent of episodes were in the medium 
functional level (Most with score 6). 


BILLING CODE 4120–01–C 


In updating the four-equation model 
for CY 2019, using 2017 home health 
claims data (the last update to the four- 
equation model for CY 2018 used CY 
2016 home health claims data), there 
were few changes to the point values for 
the variables in the four-equation 
model. These relatively minor changes 
reflect the change in the relationship 
between the grouper variables and 
resource use between CY 2016 and CY 
2017. The final CY 2019 four-equation 
model resulted in 119 point-giving 
variables being used in the model (as 
compared to the 119 variables for the 
CY 2018 recalibration, which can be 
found in Table 2 of the CY 2018 HH PPS 
final rule (82 FR 51684)). There were 9 
variables that were added to the model 
due to the presence of additional 
resources associated with those 
variables and 9 variables that were 
dropped from the model due to the 
absence of additional resources 
associated with those variables. Of the 
variables that were in both the four- 


equation model for CY 2019 and the 
four-equation model for CY 2018, the 
points for 7 variables increased in the 
CY 2019 four-equation model and the 
points for 68 variables decreased in the 
CY 2019 4-equation model. There were 
35 variables with the same point values. 


Step 2: Redefining the clinical and 
functional thresholds so they are 
reflective of the new points associated 
with the CY 2019 four-equation model. 
After estimating the points for each of 
the variables and summing the clinical 
and functional points for each episode, 
we look at the distribution of the 
clinical score and functional score, 
breaking the episodes into different 
steps. The categorizations for the steps 
are as follows: 


• Step 1: First and second episodes, 
0–13 therapy visits. 


• Step 2.1: First and second episodes, 
14–19 therapy visits. 


• Step 2.2: Third episodes and 
beyond, 14–19 therapy visits. 


• Step 3: Third episodes and beyond, 
0–13 therapy visits. 


• Step 4: Episodes with 20+ therapy 
visits. 


Then, we divide the distribution of 
the clinical score for episodes within a 
step such that a third of episodes are 
classified as low clinical score, a third 
of episodes are classified as medium 
clinical score, and a third of episodes 
are classified as high clinical score. The 
same approach is then done looking at 
the functional score. It was not always 
possible to evenly divide the episodes 
within each step into thirds due to 
many episodes being clustered around 
one particular score.5 


Also, we looked at the average 
resource use associated with each 
clinical and functional score and used 
that as a guide for setting our 
thresholds. We grouped scores with 
similar average resource use within the 
same level (even if it meant that more 
or less than a third of episodes were 
placed within a level). The new 
thresholds, based off the final CY 2019 
four-equation model points are shown 
in Table 4. 
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Step 3: Once the clinical and 
functional thresholds are determined 
and each episode is assigned a clinical 
and functional level, the payment 
regression is estimated with an 
episode’s wage-weighted minutes of 
care as the dependent variable. 
Independent variables in the model are 


indicators for the step of the episode as 
well as the clinical and functional levels 
within each step of the episode. Like the 
four-equation model, the payment 
regression model is also estimated with 
robust standard errors that are clustered 
at the beneficiary level. Table 5 shows 
the regression coefficients for the 


variables in the payment regression 
model updated with CY 2017 home 
health claims data. The R-squared value 
for the final CY 2019 payment 
regression model is 0.5429 (an increase 
from 0.5095 for the CY 2018 
recalibration). 
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6 Medicare Payment Advisory Commission 
(MedPAC), Report to Congress: Medicare Payment 
Policy. March 2011, page 176. 


Step 4: We use the coefficients from 
the payment regression model to predict 
each episode’s wage-weighted minutes 
of care (resource use). We then divide 
these predicted values by the mean of 
the dependent variable (that is, the 
average wage- weighted minutes of care 
across all episodes used in the payment 
regression). This division constructs the 
weight for each episode, which is 
simply the ratio of the episode’s 
predicted wage-weighted minutes of 
care divided by the average wage- 
weighted minutes of care in the sample. 
Each episode is then aggregated into one 
of the 153 home health resource groups 
(HHRGs) and the ‘‘raw’’ weight for each 
HHRG was calculated as the average of 
the episode weights within the HHRG. 


Step 5: The raw weights associated 
with 0 to 5 therapy visits are then 
increased by 3.75 percent, the weights 


associated with 14–15 therapy visits are 
decreased by 2.5 percent, and the 
weights associated with 20+ therapy 
visits are decreased by 5 percent. These 
adjustments to the case-mix weights 
were finalized in the CY 2012 HH PPS 
final rule (76 FR 68557) and were done 
to address concerns that the HH PPS 
over-values therapy episodes and 
undervalues non-therapy episodes and 
to better align the case-mix weights with 
episode costs estimated from cost report 
data.6 


Step 6: After the adjustments in step 
5 are applied to the raw weights, the 
weights are further adjusted to create an 
increase in the payment weights for the 
therapy visit steps between the therapy 


thresholds. Weights with the same 
clinical severity level, functional 
severity level, and early/later episode 
status were grouped together. Then 
within those groups, the weights for 
each therapy step between thresholds 
are gradually increased. We do this by 
interpolating between the main 
thresholds on the model (from 0–5 to 
14–15 therapy visits, and from 14–15 to 
20+ therapy visits). We use a linear 
model to implement the interpolation so 
the payment weight increase for each 
step between the thresholds (such as the 
increase between 0–5 therapy visits and 
6 therapy visits and the increase 
between 6 therapy visits and 7–9 
therapy visits) are constant. This 
interpolation is identical to the process 
finalized in the CY 2012 HH PPS final 
rule (76 FR 68555). 
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7 When computing the average, we compute a 
weighted average, assigning a value of one to each 


normal episode and a value equal to the episode 
length divided by 60 for PEPs. 


Step 7: The interpolated weights are 
then adjusted so that the average case- 
mix for the weights is equal to 1.0000.7 


This last step creates the CY 2019 case- 
mix weights shown in Table 6. 
BILLING CODE 4120–01–P 
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TABLE 6: CY 2019 CASE-MIX PAYMENT WEIGHTS 


Clinical and 
Functional Levels 


(1 =Low; CY 
Pay 2 =Medium; 2019 


Group Description 3= High) Weight 
10111 1st and 2nd Episodes, 0 to 5 Therapy Visits C1F1S1 0.5468 
10112 1st and 2nd Episodes, 6 Therapy Visits C1F1S2 0.6791 
10113 1st and 2nd Episodes, 7 to 9 Therapy Visits C1F1S3 0.8115 
10114 1st and 2nd Episodes, 10 Therapy Visits C1F1S4 0.9438 
10115 1st and 2nd Episodes, 11 to 13 Therapy Vis its C1F1S5 1.0761 
~1111 1st and 2nd Episodes, 14 to 15 Therapy Vis its C1F1S1 1.2085 
~1112 1st and 2nd Episodes, 16 to 17 Therapy Visits C1F1S2 1.3526 
~1113 1st and 2nd Episodes, 18 to 19 Therapy Vis its C1F1S3 1.4968 
10121 1st and 2nd Episodes, 0 to 5 Therapy Visits C1F2S1 0.6473 
10122 1st and 2nd Episodes, 6 Therapy Visits C1F2S2 0.7651 
10123 1st and 2nd Episodes, 7 to 9 Therapy Vis its C1F2S3 0.8829 
10124 1st and 2nd Episodes, 10 Therapy Visits C1F2S4 1.0007 
10125 1st and 2nd Episodes, 11 to 13 Therapy Vis its C1F2S5 1.1185 
~1121 1st and 2nd Episodes, 14 to 15 Therapy Vis its C1F2S1 1.2363 
~1122 1st and 2nd Episodes, 16 to 17 Therapy Visits C1F2S2 1.3858 
~1123 1st and 2nd Episodes, 18 to 19 Therapy Vis its C1F2S3 1.5352 
10131 1st and 2nd Episodes, 0 to 5 Therapy Visits C1F3S1 0.6885 
10132 1st and 2nd Episodes, 6 Therapy Visits C1F3S2 0.8013 
10133 1st and 2nd Episodes, 7 to 9 Therapy Visits C1F3S3 0.9140 
10134 1st and 2nd Episodes, 10 Therapy Visits C1F3S4 1.0268 
10135 1st and 2nd Episodes, 11 to 13 Therapy Visits C1F3S5 1.1396 
~1131 1st and 2nd Episodes, 14 to 15 Therapy Vis its C1F3S1 1.2523 
~1132 1st and 2nd Episodes, 16 to 17 Therapy Vis its C1F3S2 1.3992 
~1133 1st and 2nd Episodes, 18 to 19 Therapy Vis its C1F3S3 1.5460 
10211 1st and 2nd Episodes, 0 to 5 Therapy Visits C2F1S1 0.5769 
10212 1st and 2nd Episodes, 6 Therapy Visits C2F1S2 0.7176 
10213 1st and 2nd Episodes, 7 to 9 Therapy Visits C2F1S3 0.8584 
10214 1st and 2nd Episodes, 10 Therapy Visits C2F1S4 0.9991 
10215 1st and 2nd Episodes, 11 to 13 Therapy Vis its C2F1S5 1.1398 
~1211 1st and 2nd Episodes, 14 to 15 Therapy Vis its C2F1S1 1.2806 
~1212 1st and 2nd Episodes, 16 to 17 Therapy Visits C2F1S2 1.4321 
~1213 1st and 2nd Episodes, 18 to 19 Therapy Vis its C2F1S3 1.5836 
10221 1st and 2nd Episodes, 0 to 5 Therapy Visits C2F2S1 0.6773 
10222 1st and 2nd Episodes, 6 Therapy Visits C2F2S2 0.8035 
10223 1st and 2nd Episodes, 7 to 9 Therapy Visits C2F2S3 0.9298 
10224 1st and 2nd Episodes, 10 Therapy Visits C2F2S4 1.0560 
10225 1st and 2nd Episodes, 11 to 13 Therapy Vis its C2F2S5 1.1822 
~1221 1st and 2nd Episodes, 14 to 15 Therapy Vis its C2F2S1 1.3084 
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Clinical and 
Functional Levels 


(1 =Low; CY 
Pay 2 =Medium; 2019 


Group Description 3= High) Weight 
~1222 1st and 2nd Episodes, 16 to 17 Therapy Visits C2F2S2 1.4653 
~1223 1st and 2nd Episodes, 18 to 19 Therapy Visits C2F2S3 1.6221 
10231 1st and 2nd Episodes, 0 to 5 Therapy Visits C2F3S1 0.7186 
10232 1st and 2nd Episodes, 6 Therapy Visits C2F3S2 0.8397 
10233 1st and 2nd Episodes, 7 to 9 Therapy Visits C2F3S3 0.9609 
10234 1st and 2nd Episodes, 10 Therapy Visits C2F3S4 1.0821 
10235 1st and 2nd Episodes, 11 to 13 Therapy Visits C2F3S5 1.2033 
~1231 1st and 2nd Episodes, 14 to 15 Therapy Visits C2F3S1 1.3244 
~1232 1st and 2nd Episodes, 16 to 17 Therapy Visits C2F3S2 1.4787 
~1233 1st and 2nd Episodes, 18 to 19 Therapy Visits C2F3S3 1.6329 
10311 1st and 2nd Episodes, 0 to 5 Therapy Visits C3F1S1 0.6294 
10312 1st and 2nd Episodes, 6 Therapy Visits C3F1S2 0.7799 
10313 1st and 2nd Episodes, 7 to 9 Therapy Visits C3F1S3 0.9304 
10314 1st and 2nd Episodes, 10 Therapy Visits C3F1S4 1.0809 
10315 1st and 2nd Episodes, 11 to 13 Therapy Visits C3F1S5 1.2314 
~1311 1st and 2nd Episodes, 14 to 15 Therapy Visits C3F1S1 1.3819 
~1312 1st and 2nd Episodes, 16 to 17 Therapy Visits C3F1S2 1.5782 
~1313 1st and 2nd Episodes, 18 to 19 Therapy Visits C3F1S3 1.7746 
10321 1st and 2nd Episodes, 0 to 5 Therapy Visits C3F2S1 0.7298 
10322 1st and 2nd Episodes, 6 Therapy Visits C3F2S2 0.8658 
10323 1st and 2nd Episodes, 7 to 9 Therapy Visits C3F2S3 1.0018 
10324 1st and 2nd Episodes, 10 Therapy Visits C3F2S4 1.1378 
10325 1st and 2nd Episodes, 11 to 13 Therapy Visits C3F2S5 1.2737 
~1321 1st and 2nd Episodes, 14 to 15 Therapy Visits C3F2S1 1.4097 
~1322 1st and 2nd Episodes, 16 to 17 Therapy Visits C3F2S2 1.6114 
~1323 1st and 2nd Episodes, 18 to 19 Therapy Visits C3F2S3 1.8130 
10331 1st and 2nd Episodes, 0 to 5 Therapy Visits C3F3S1 0.7711 
10332 1st and 2nd Episodes, 6 Therapy Visits C3F3S2 0.9020 
10333 1st and 2nd Episodes, 7 to 9 Therapy Visits C3F3S3 1.0329 
10334 1st and 2nd Episodes, 10 Therapy Visits C3F3S4 1.1639 
10335 1st and 2nd Episodes, 11 to 13 Therapy Visits C3F3S5 1.2948 
~1331 1st and 2nd Episodes, 14 to 15 Therapy Visits C3F3S1 1.4258 
~1332 1st and 2nd Episodes, 16 to 17 Therapy Visits C3F3S2 1.6248 
~1333 1st and 2nd Episodes, 18 to 19 Therapy Visits C3F3S3 1.8238 
30111 3rd+ Episodes, 0 to 5 Therapy Visits C1F1S1 0.4691 
30112 3rd+ Episodes, 6 Therapy Visits C1F1S2 0.6147 
30113 3rd+ Episodes, 7 to 9 Therapy Visits C1F1S3 0.7603 
30114 3rd+ Episodes, 10 Therapy Visits C1F1S4 0.9059 
30115 3rd+ Episodes, 11 to 13 Therapy Visits C1F1S5 1.0515 
~2111 3rd+ Episodes, 14 to 15 Therapy Visits C1F1S1 1.1971 
~2112 3rd+ Episodes, 16 to 17 Therapy Visits C1F1S2 1.3451 
~2113 3rd+ Episodes, 18 to 19 Therapy Visits C1F1S3 1.4930 
~0111 IAH Episodes, 20+ Therapy Visits C1F1S1 1.6409 
30121 3rd+ Episodes, 0 to 5 Therapy Visits C1F2S1 0.5514 
30122 3rd+ Episodes, 6 Therapy Visits C1F2S2 0.6936 
30123 3rd+ Episodes, 7 to 9 Therapy Visits C1F2S3 0.8358 
30124 3rd+ Episodes, 10 Therapy Visits C1F2S4 0.9780 







56423 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00019 Fmt 4701 Sfmt 4725 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
10


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2


Clinical and 
Functional Levels 


(1 =Low; CY 
Pay 2 =Medium; 2019 


Group Description 3= High) Weight 
30125 3rd+ Episodes, 11 to 13 Therapy Visits C1F2S5 1.1202 
~2121 3rd+ Episodes, 14 to 15 Therapy Visits C1F2S1 1.2624 
~2122 3rd+ Episodes, 16 to 17 Therapy Visits C1F2S2 1.4031 
~2123 3rd+ Episodes, 18 to 19 Therapy Visits C1F2S3 1.5439 
~0121 iAn Episodes, 20+ Therapy Visits C1F2S1 1.6847 
30131 3rd+ Episodes, 0 to 5 Therapy Visits C1F3S1 0.5884 
30132 3rd+ Episodes, 6 Therapy Visits C1F3S2 0.7232 
30133 3rd+ Episodes, 7 to 9 Therapy Visits C1F3S3 0.8580 
30134 3rd+ Episodes, 10 Therapy Visits C1F3S4 0.9928 
30135 3rd+ Episodes, 11 to 13 Therapy Visits C1F3S5 1.1276 
~2131 3rd+ Episodes, 14 to 15 Therapy Visits C1F3S1 1.2624 
~2132 3rd+ Episodes, 16 to 17 Therapy Visits C1F3S2 1.4058 
~2133 3rd+ Episodes, 18 to 19 Therapy Visits C1F3S3 1.5493 
~0131 iAn Episodes, 20+ Therapy Visits C1F3S1 1.6928 
30211 3rd+ Episodes, 0 to 5 Therapy Visits C2F1S1 0.4930 
30212 3rd+ Episodes, 6 Therapy Visits C2F1S2 0.6480 
30213 3rd+ Episodes, 7 to 9 Therapy Visits C2F1S3 0.8030 
30214 3rd+ Episodes, 10 Therapy Visits C2F1S4 0.9579 
30215 3rd+ Episodes, 11 to 13 Therapy Visits C2F1S5 1.1129 
~2211 3rd+ Episodes, 14 to 15 Therapy Visits C2F1S1 1.2679 
~2212 3rd+ Episodes, 16 to 17 Therapy Visits C2F1S2 1.4236 
~2213 3rd+ Episodes, 18 to 19 Therapy Visits C2F1S3 1.5794 
~0211 iAn Episodes, 20+ Therapy Visits C2F1S1 1.7352 
30221 3rd+ Episodes, 0 to 5 Therapy Visits C2F2S1 0.5753 
30222 3rd+ Episodes, 6 Therapy Visits C2F2S2 0.7269 
30223 3rd+ Episodes, 7 to 9 Therapy Visits C2F2S3 0.8784 
30224 3rd+ Episodes, 10 Therapy Visits C2F2S4 1.0300 
30225 3rd+ Episodes, 11 to 13 Therapy Visits C2F2S5 1.1815 
~2221 3rd+ Episodes, 14 to 15 Therapy Visits C2F2S1 1.3331 
~2222 3rd+ Episodes, 16 to 17 Therapy Visits C2F2S2 1.4817 
~2223 3rd+ Episodes, 18 to 19 Therapy Visits C2F2S3 1.6303 
~0221 iAn Episodes, 20+ Therapy Visits C2F2S1 1.7790 
30231 3rd+ Episodes, 0 to 5 Therapy Visits C2F3S1 0.6123 
30232 3rd+ Episodes, 6 Therapy Visits C2F3S2 0.7565 
30233 3rd+ Episodes, 7 to 9 Therapy Visits C2F3S3 0.9006 
30234 3rd+ Episodes, 10 Therapy Visits C2F3S4 1.0448 
30235 3rd+ Episodes, 11 to 13 Therapy Visits C2F3S5 1.1889 
~2231 3rd+ Episodes, 14 to 15 Therapy Visits C2F3S1 1.3331 
~2232 3rd+ Episodes, 16 to 17 Therapy Visits C2F3S2 1.4844 
~2233 3rd+ Episodes, 18 to 19 Therapy Visits C2F3S3 1.6357 
~0231 iAn Episodes, 20+ Therapy Visits C2F3S1 1.7871 
30311 3rd+ Episodes, 0 to 5 Therapy Visits C3F1S1 0.5942 
30312 3rd+ Episodes, 6 Therapy Visits C3F1S2 0.7644 
30313 3rd+ Episodes, 7 to 9 Therapy Visits C3F1S3 0.9347 
30314 3rd+ Episodes, 10 Therapy Visits C3F1S4 1.1049 
30315 3rd+ Episodes, 11 to 13 Therapy Visits C3F1S5 1.2752 
~2311 3rd+ Episodes, 14 to 15 Therapy Visits C3F1S1 1.4454 
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To ensure the changes to the HH PPS 
case-mix weights are implemented in a 
budget neutral manner, we then apply a 
case-mix budget neutrality factor to the 
CY 2019 national, standardized 60-day 
episode payment rate (see section 
III.C.3. of this final rule with comment 
period). The case-mix budget neutrality 
factor is calculated as the ratio of total 
payments when the CY 2019 HH PPS 
case-mix weights (developed using CY 
2017 home health claims data) are 
applied to CY 2017 utilization (claims) 
data to total payments when CY 2018 
HH PPS case-mix weights (developed 
using CY 2016 home health claims data) 
are applied to CY 2017 utilization data. 
This produces a case-mix budget 
neutrality factor for CY 2019 of 1.0169. 


The following is a summary of the 
comments received and our responses to 
comments on the CY 2019 HH PPS case- 
mix weights. 


Comment: Some commenters believe 
that CMS should not recalibrate the 
case-mix weights for CY 2019 because 
annual changes are too frequent. Other 
commenters indicated that CMS should 
provide more detail on how the 
recalibration works and why the model 
is recalibrated every year. 


Response: As stated in the CY 2019 
HH PPS proposed rule (83 FR 32340), 
the methodology used to recalibrate the 


weights is identical to the methodology 
used in the CY 2012 recalibration except 
for the minor exceptions as noted in the 
CY 2015 HH PPS proposed and final 
rules (79 FR 38366 and 79 FR 66032, 
respectively). In the CY 2015 HH PPS 
final rule, we finalized annual 
recalibration and the methodology to be 
used for each year’s recalibration (79 FR 
66072). As stated in the CY 2019 HH 
PPS proposed rule (83 FR 32353), 
annual recalibration of the HH PPS case- 
mix weights ensures that the case-mix 
weights reflect, as accurately as 
possible, current home health resource 
use and changes in utilization patterns. 
For more detail, we also encourage 
commenters to refer to the CY 2012 HH 
PPS proposed and final rules (76 FR 
40988 and 76 FR 68526, respectively) 
and the November 1, 2011 ‘‘Revision of 
the Case-Mix Weights for the HH PPS 
Report’’ on our home page at: https://
www.cms.gov/center/provider-Type/ 
home-Health-AgencyHHA-Center.html 
for additional information about the 
recalibration methodology. We note that 
in comparing the final CY 2019 HH PPS 
case-mix weights (see Table 6) to the 
final CY 2018 HH PPS case-mix weights 
(82 FR 51676), the case-mix weights 
change very little, with most case-mix 
weights either increasing or decreasing 
by 1 to 2 percent with no case-mix 


weights increasing by more than 3 
percent or decreasing by more than 3 
percent. Aggregate increases or 
decreases in the case-mix weights are 
offset by the case-mix budget neutrality 
factor, which is applied to the national, 
standardized 60-day episode payment 
rate. In other words, although the case- 
mix weights themselves may increase or 
decrease from year-to-year, we 
correspondingly offset any estimated 
increases or decreases in total payments 
under the HH PPS, as a result of the 
case-mix recalibration, by applying a 
budget neutrality factor to the national, 
standardized 60-day episode payment 
rate. For CY 2019, the case-mix budget 
neutrality factor will be 1.0169 as 
described previously. The recalibration 
of the case-mix weights is not intended 
to increase or decrease overall HH PPS 
payments, but rather is used to update 
the relative differences in resource use 
amongst the 153 groups in the HH PPS 
case-mix system to reflect current 
practice patterns. 


Comment: Another commenter 
suggested that CMS should adjust for 
any nominal case-mix changes observed 
between 2015 and 2017. 


Response: We will continue to 
monitor real and nominal case-mix 
growth and may propose additional 
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reductions for nominal case-mix growth, 
as needed, in the future. 


Final Decision: We are finalizing the 
recalibrated scores for the case-mix 
adjustment variables, clinical and 
functional thresholds, payment 
regression model, and case-mix weights 
in Tables 3 through 6. For this final rule 
with comment period, the CY 2019 
scores for the case-mix variables, the 
clinical and functional thresholds, and 
the case-mix weights were developed 
using complete CY 2017 claims data as 
of June 30, 2018. We note that we 
finalized the recalibration methodology 
and the proposal to annually recalibrate 
the HH PPS case-mix weights in the CY 
2015 HH PPS final rule (79 FR 66072). 
No additional proposals were made 
with regards to the recalibration 
methodology in the CY 2019 HH PPS 
proposed rule. 


C. CY 2019 Home Health Payment Rate 
Update 


1. Rebasing and Revising of the Home 
Health Market Basket 


a. Background 
Section 1895(b)(3)(B) of the Act 


requires that the standard prospective 
payment amounts for CY 2019 be 
increased by a factor equal to the 
applicable home health market basket 
update for those HHAs that submit 
quality data as required by the 
Secretary. Effective for cost reporting 
periods beginning on or after July 1, 
1980, we developed and adopted an 
HHA input price index (that is, the 
home health ‘‘market basket’’). Although 
‘‘market basket’’ technically describes 
the mix of goods and services used to 
produce home health care, this term is 
also commonly used to denote the input 
price index derived from that market 
basket. Accordingly, the term ‘‘home 
health market basket’’ used in this 
document refers to the HHA input price 
index. 


The percentage change in the home 
health market basket reflects the average 
change in the price of goods and 
services purchased by HHAs in 
providing an efficient level of home 
health care services. We first used the 
home health market basket to adjust 
HHA cost limits by an amount that 
reflected the average increase in the 
prices of the goods and services used to 
furnish reasonable cost home health 
care. This approach linked the increase 
in the cost limits to the efficient 
utilization of resources. For a greater 
discussion on the home health market 
basket, see the notice with comment 
period published in the February 15, 
1980 Federal Register (45 FR 10450 and 
10451), the notice with comment period 


published in the February 14, 1995 
Federal Register (60 FR 8389 through 
8392), and the notice with comment 
period published in the July 1, 1996 
Federal Register (61 FR 34344 through 
34347). Beginning with the FY 2002 
HHA PPS payments, we used the home 
health market basket to update 
payments under the HHA PPS. We last 
rebased the home health market basket 
effective with the CY 2013 update (77 
FR 67081). 


The home health market basket is a 
fixed-weight, Laspeyres-type price 
index. A Laspeyres-type price index 
measures the change in price, over time, 
of the same mix of goods and services 
purchased in the base period. Any 
changes in the quantity or mix of goods 
and services (that is, intensity) 
purchased over time are not measured. 


The index itself is constructed in 
three steps. First, a base period is 
selected (in this final rule with 
comment period, we are using 2016 as 
the base period) and total base period 
expenditures are estimated for a set of 
mutually exclusive and exhaustive 
spending categories, with the proportion 
of total costs that each category 
represents being calculated. These 
proportions are called ‘‘cost weights’’ or 
‘‘expenditure weights.’’ Second, each 
expenditure category is matched to an 
appropriate price or wage variable, 
referred to as a ‘‘price proxy.’’ In almost 
every instance, these price proxies are 
derived from publicly available 
statistical series that are published on a 
consistent schedule (preferably at least 
on a quarterly basis). Finally, the 
expenditure weight for each cost 
category is multiplied by the level of its 
respective price proxy. The sum of these 
products (that is, the expenditure 
weights multiplied by their price index 
levels) for all cost categories yields the 
composite index level of the market 
basket in a given period. Repeating this 
step for other periods produces a series 
of market basket levels over time. 
Dividing an index level for a given 
period by an index level for an earlier 
period produces a rate of growth in the 
input price index over that timeframe. 


As noted previously, the market 
basket is described as a fixed-weight 
index because it represents the change 
in price over time of a constant mix 
(quantity and intensity) of goods and 
services needed to provide HHA 
services. The effects on total 
expenditures resulting from changes in 
the mix of goods and services purchased 
subsequent to the base period are not 
measured. For example, a HHA hiring 
more nurses to accommodate the needs 
of patients would increase the volume 
of goods and services purchased by the 


HHA, but would not be factored into the 
price change measured by a fixed- 
weight home health market basket. Only 
when the index is rebased would 
changes in the quantity and intensity be 
captured, with those changes being 
reflected in the cost weights. Therefore, 
we rebase the market basket periodically 
so that the cost weights reflect recent 
changes in the mix of goods and 
services that HHAs purchase (HHA 
inputs) to furnish inpatient care 
between base periods. 


Comment: A commenter had concerns 
that the data used for the market 
rebasing does not reflect current costs. 


Response: For the 2016-based home 
health market basket, we use the 2016 
Medicare cost reports for freestanding 
HHAs (CMS Form 1728–94) as the 
primary data source; the 2016 data are 
the most recent and comprehensive set 
of cost report data available to CMS at 
the time of rebasing. As we discussed in 
the CY 2019 HH PPS proposed rule (83 
FR 32361), we use data from 
freestanding HHAs, which account for 
over 90 percent of HHAs (82 FR 35383), 
because we have determined that they 
better reflect HHAs’ actual cost 
structure. Expense data for hospital- 
based HHAs can be affected by the 
allocation of overhead costs over the 
entire institution. The 2010-based home 
health market basket was primarily 
based on the 2010 Medicare cost report 
data. Therefore, we believe that rebasing 
the home health market basket alleviates 
the concerns that the market basket does 
not reflect the most current costs. 


b. Rebasing and Revising the Home 
Health Market Basket 


We believe that it is desirable to 
rebase the home health market basket 
periodically so that the cost category 
weights reflect changes in the mix of 
goods and services that HHAs purchase 
in furnishing home health care. We 
based the cost category weights in the 
current home health market basket on 
CY 2010 data. We proposed to rebase 
and revise the home health market 
basket to reflect 2016 Medicare cost 
report (MCR) data, the latest available 
and most complete data on the actual 
structure of HHA costs. 


The terms ‘‘rebasing’’ and ‘‘revising,’’ 
while often used interchangeably, 
denote different activities. The term 
‘‘rebasing’’ means moving the base year 
for the structure of costs of an input 
price index (that is, in this exercise, we 
moved the base year cost structure from 
CY 2010 to CY 2016) without making 
any other major changes to the 
methodology. The term ‘‘revising’’ 
means changing data sources, cost 
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categories, and/or price proxies used in 
the input price index. 


For this rebasing and revising, we 
rebased the detailed wages and salaries 
and benefits cost weights to reflect 2016 
BLS Occupational Employment 
Statistics (OES) data for HHAs. The 
2010-based home health market basket 
used 2010 BLS OES data for HHAs. We 
also proposed to break out the All Other 
(residual) cost category weight into 
more detailed cost categories, based on 
the 2007 Benchmark U.S. Department of 
Commerce, Bureau of Economic 
Analysis (BEA) Input-Output (I–O) 
Table for HHAs. The 2010-based home 
health market basket used the 2002 I–O 
data. Finally, due to its small weight, we 
proposed to eliminate the cost category 
‘Postage’ and include these expenses in 
the ‘All Other Services’ cost weight. 


Comment: Another commenter 
supported the rebasing of the home 
health market basket. 


Response: We appreciate the 
commenter’s support. 


c. Derivation of the 2016-Based Home 
Health Market Basket Cost Weights 


The major cost weights for this 
revised and rebased home health market 
basket are derived from the Medicare 
cost reports (MCR; CMS Form 1728–94) 
data for freestanding HHAs whose cost 
reporting period began on or after 
October 1, 2015 and before October 1, 
2016. Of the 2016 Medicare cost reports 
for freestanding HHAs, approximately 
84 percent of the reports had a begin 
date on January 1, 2016, approximately 
6 percent had a begin date on July 1, 
2016, and approximately 4 percent had 
a begin date on October 1, 2015. Using 
this methodology allowed our sample to 
include HHAs with varying cost report 
years including, but not limited to, the 
Federal fiscal or calendar year. We 
referred to the market basket as a 
calendar year market basket because the 
base period for all price proxies and 
weights are set to CY 2016. 


We maintained our policy of using 
data from freestanding HHAs (77 FR 
67081), which account for over 90 
percent of HHAs (82 FR 35383), because 
we have determined that they better 
reflect HHAs’ actual cost structure. 
Expense data for hospital-based HHAs 
can be affected by the allocation of 
overhead costs over the entire 
institution. 


We derived eight major expense 
categories (Wages and Salaries, Benefits, 
Contract Labor, Transportation, 
Professional Liability Insurance (PLI), 
Fixed Capital, Movable Capital, and a 
residual ‘‘All Other’’) from the 2016 
Medicare HHA cost reports. Due to its 
small weight, we eliminated the cost 


category ‘Postage’ and included these 
expenses in the ‘‘All Other (residual)’’ 
cost weight. These major expense 
categories are based on those cost 
centers that are reimbursable under the 
HHA PPS, specifically Skilled Nursing 
Care, Physical Therapy, Occupational 
Therapy, Speech Pathology, Medical 
Social Services, Home Health Aide, and 
Supplies. These are the same cost 
centers that were used in the 2014 base 
payment rebasing (78 FR 72276), which 
are described in the Abt Associates Inc. 
June 2013, Technical Paper, ‘‘Analyses 
In Support of Rebasing and Updating 
Medicare Home Health Payment Rates’’ 
(https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HomeHealthPPS/Downloads/Analyses- 
in-Support-of-Rebasing-and-Updating- 
the-Medicare-Home-Health-Payment- 
Rates-Technical-Report.pdf). Total costs 
for the HHA PPS reimbursable services 
reflect overhead allocation. We provide 
detail on the calculations for each major 
expense category. 


1. Wages and Salaries: Wages and 
Salaries costs reflect direct patient care 
wages and salaries costs as well as 
wages and salaries costs associated with 
Plant Operations and Maintenance, 
Transportation, and Administrative and 
General. Specifically, we calculated 
Wages and Salaries by summing costs 
from Worksheet A, column 1, lines 3 
through 12 and subtracting line 5.03 
(A&G nonreimbursable costs). 


2. Benefits: Benefits costs reflect 
direct patient care benefit costs as well 
as benefit costs associated with Plant 
Operations and Maintenance, 
Transportation, and Administrative and 
General. Specifically, we calculated 
Benefits by summing costs from 
Worksheet A, column 2, lines 3 through 
12 and subtracting line 5.03 (A&G 
nonreimbursable costs). 


3. Direct Patient Care Contract Labor: 
Contract Labor costs reflect direct 
patient care contract labor. Specifically, 
we calculated Contract Labor by 
summing costs from Worksheet A, 
column 4, lines 6 through 11. 


4. Transportation: Transportation 
costs reflect direct patient care costs as 
well as transportation costs associated 
with Capital Expenses, Plant Operations 
and Maintenance, and Administrative 
and General. Specifically, we calculated 
Transportation by summing costs from 
Worksheet A, column 3, lines 1 through 
12 and subtracting line 5.03 (A&G 
Nonreimbursable costs). 


5. Professional Liability Insurance: 
Professional Liability Insurance reflects 
premiums, paid losses, and self- 
insurance costs. Specifically we 
calculated Professional Liability 
Insurance by summing costs from 


Worksheet S2, lines 27.01, 27.02 and 
27.03. 


6. Fixed Capital: Fixed Capital-related 
costs reflect the portion of Medicare- 
allowable costs reported in ‘‘Capital 
Related Buildings and Fixtures’’ 
(Worksheet A, column 5, line 1). We 
calculated this Medicare allowable 
portion by first calculating a ratio for 
each provider that reflects fixed capital 
costs as a percentage of HHA 
reimbursable services. Specifically this 
ratio was calculated as the sum of costs 
from Worksheet B, column 1, lines 6 
through 12 divided by the sum of costs 
from Worksheet B, column 1, line 1 
minus lines 3 through 5. This 
percentage is then applied to the sum of 
the costs from Worksheet A, column 5, 
line 1. 


7. Movable Capital: Movable Capital- 
related costs reflect the portion of 
Medicare-allowable costs reported in 
‘‘Capital Related Moveable Equipment’’ 
(Worksheet A, column 5, line 2). We 
calculated this Medicare allowable 
portion by first calculating a ratio for 
each provider that reflects movable 
capital costs as a percentage of HHA 
reimbursable services. Specifically this 
ratio was calculated as the sum of costs 
from Worksheet B, column 2, lines 6 
through 12 divided by the sum of costs 
from Worksheet B, column 2, line 2 
minus lines 3 through 5. This 
percentage is then applied to the sum of 
the costs from Worksheet A, column 5, 
line 2. 


8. All Other (residual): The ‘‘All 
Other’’ cost weight is a residual and was 
calculated by subtracting the major cost 
weight percentages (Wages and Salaries, 
Benefits, Direct Patient Care Contract 
Labor, Transportation, Professional 
Liability Insurance, Fixed Capital, and 
Movable Capital) from 1. 


As prescription drugs and DME are 
not payable under the HH PPS, we 
maintained our policy to exclude those 
items from the home health market 
basket. Totals within each of the major 
cost categories were edited to remove 
reports where the data were deemed 
unreasonable (for example, when total 
costs were not greater than zero). We 
then determined the proportion of total 
Medicare allowable costs that each 
category represents. For all of the major 
cost categories except the ‘‘residual’’ All 
Other cost weight, we then removed 
those providers whose derived cost 
weights fall in the top and bottom 5 
percent of provider-specific cost weights 
to ensure the removal of outliers. After 
the outliers were removed, we summed 
the costs for each category across all 
remaining providers. Then, we divided 
this by the sum of total Medicare 
allowable costs across all remaining 
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8 http://www.bea.gov/papers/pdf/IOmanual_
092906.pdf. 


providers to obtain a cost weight for the 
2016-based home health market basket 
for the given category. 


Table 7 shows the major cost 
categories and their respective cost 
weights as derived from the Medicare 


cost reports for this final rule with 
comment period. 


The decrease in the wages and 
salaries cost weight of 1.2 percentage 
points and the decrease in the benefits 
cost weight of 1.3 percentage points is 
attributable to both employed 
compensation and direct patient care 
contract labor costs as reported on the 
MCR data. Our analysis of the MCR data 
shows that the decrease in the 
compensation cost weight of 2.4 
percentage points (calculated by 
combining wages and salaries and 
benefits) from 2010 to 2016 occurred 
among for-profit, nonprofit, and 
government providers and among 
providers serving only rural 
beneficiaries, only urban beneficiaries, 
or both rural and urban beneficiaries. 


Over the 2010 to 2016 time period, 
the average number of FTEs per 
provider decreased considerably. This 
corresponds with the HHA claims 
analysis published on page 35279 of the 
CY 2018 proposed rule (https://
www.gpo.gov/fdsys/pkg/FR-2017-07-28/ 
pdf/2017-15825.pdf), which shows that 
the number of visits per 60-day episode 
has decreased from 19.8 visits in 2010 
to 17.9 visits in 2016 for Medicare PPS. 
Medicare visits account for 
approximately 60 percent of total visits. 


The direct patient care contract labor 
costs are contract labor costs for skilled 
nursing, physical therapy, occupational 
therapy, speech therapy, and home 
health aide cost centers. We allocated 
these direct patient care contract labor 
costs to the Wages and Salaries and 
Benefits cost categories based on each 
provider’s relative proportions of both 
employee wages and salaries and 
employee benefits costs. For example, 
the direct patient care contract labor 
costs that are allocated to wages and 
salaries is equal to: (1) The employee 
wages and salaries costs as a percent of 


the sum of employee wages and salaries 
costs and employee benefits costs times; 
and (2) direct patient care contract labor 
costs. Nondirect patient care contract 
labor costs (such as contract labor costs 
reported in the Administrative and 
General cost center of the MCR) are 
captured in the ‘‘All Other’’ residual 
cost weight and later disaggregated into 
more detail as described later in this 
section. This is a similar methodology 
that was implemented for the 2010- 
based home health market basket. 


We further divided the ‘‘All Other’’ 
residual cost weight estimated from the 
2016 Medicare cost report data into 
more detailed cost categories. To divide 
this cost weight we used the 2007 
Benchmark I–O ‘‘Use Tables/Before 
Redefinitions/Purchaser Value’’ for 
NAICS 621600, Home Health Agencies, 
published by the BEA. These data are 
publicly available at http://
www.bea.gov/industry/io_annual.htm. 
The BEA Benchmark I–O data are 
generally scheduled for publication 
every 5 years. The most recent data 
available at the time of rebasing was for 
2007. The 2007 Benchmark I–O data are 
derived from the 2007 Economic Census 
and are the building blocks for BEA’s 
economic accounts. Therefore, they 
represent the most comprehensive and 
complete set of data on the economic 
processes or mechanisms by which 
output is produced and distributed.8 
Besides Benchmark I–O estimates, BEA 
also produces Annual I–O estimates. 
While based on a similar methodology, 
the Annual I–O estimates reflect less 
comprehensive and less detailed data 
sources and are subject to revision when 
benchmark data become available. 


Instead of using the less detailed 
Annual I–O data, we inflated the 
detailed 2007 Benchmark I–O data 
forward to 2016 by applying the annual 
price changes from the respective price 
proxies to the appropriate market basket 
cost categories that are obtained from 
the 2007 Benchmark I–O data. We 
repeated this practice for each year. 
Then, we calculated the cost shares that 
each cost category represents of the 
2007 data inflated to 2016. These 
resulting 2016 cost shares were applied 
to the ‘‘All Other’’ residual cost weight 
to obtain the detailed cost weights for 
the 2016-based home health market 
basket. For example, the cost for 
Operations and Maintenance represents 
8.0 percent of the sum of the ‘‘All 
Other’’ 2007 Benchmark I–O HHA 
Expenditures inflated to 2016. 
Therefore, the Operations and 
Maintenance cost weight represents 8.0 
percent of the 2016-based home health 
market basket’s ‘‘All Other’’ cost 
category (19.0 percent), yielding an 
Operations and Maintenance cost 
weight of 1.5 percent in the 2016-based 
home health market basket (0.080 × 19.0 
percent = 1.5 percent). For the 2010- 
based home health market basket, we 
used the same methodology utilizing the 
2002 Benchmark I–O data (aged to 
2010). 


Using this methodology, we derived 
nine detailed cost categories from the 
2016-based home health market basket 
‘‘All Other’’ residual cost weight (19.0 
percent). These categories are: (1) 
Operations and Maintenance; (2) 
Administrative Support; (3) Financial 
Services; (4) Medical Supplies; (5) 
Rubber and Plastics; (6) Telephone; (7) 
Professional Fees; (8) Other Products; 
and (9) Other Services. The 2010-based 
home health market basket included a 
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separate cost category for Postage; 
however, due to its small weight for the 
2016-based home health market basket, 
we proposed to eliminate the stand- 


alone cost category for Postage and 
include these expenses in the Other 
Services cost category. 


Table 8 lists the final 2016-based 
home health market basket cost 
categories, cost weights, and price 
proxies. 


We received no comments on the 
derivation of the 2016-based Home 
Health market basket cost categories and 
weights and therefore are finalizing the 
categories and weights without 
modification. 


d. 2016-Based Home Health Market 
Basket Price Proxies 


After we computed the CY 2016 cost 
category weights for the rebased home 
health market basket, we selected the 
most appropriate wage and price 
indexes to proxy the rate of change for 
each expenditure category. With the 
exception of the price index for 
Professional Liability Insurance costs, 
the price proxies are based on Bureau of 
Labor Statistics (BLS) data and are 
grouped into one of the following BLS 
categories: 


• Employment Cost Indexes: 
Employment Cost Indexes (ECIs) 
measure the rate of change in employee 
wage rates and employer costs for 
employee benefits per hour worked. 


These indexes are fixed-weight indexes 
and strictly measure the change in wage 
rates and employee benefits per hour. 
They are not affected by shifts in skill 
mix. ECIs are superior to average hourly 
earnings as price proxies for input price 
indexes for two reasons: (a) They 
measure pure price change; and (b) they 
are available by occupational groups, 
not just by industry. 


• Consumer Price Indexes: Consumer 
Price Indexes (CPIs) measure change in 
the prices of final goods and services 
bought by the typical consumer. 
Consumer price indexes are used when 
the expenditure is more similar to that 
of a purchase at the retail level rather 
than at the wholesale level, or if no 
appropriate Producer Price Indexes 
(PPIs) were available. 


• Producer Price Indexes: PPIs 
measures average changes in prices 
received by domestic producers for their 
goods and services. PPIs are used to 
measure price changes for goods sold in 
other than retail markets. For example, 


a PPI for movable equipment is used 
rather than a CPI for equipment. PPIs in 
some cases are preferable price proxies 
for goods that HHAs purchase at 
wholesale levels. These fixed-weight 
indexes are a measure of price change 
at the producer or at the intermediate 
stage of production. 


We evaluated the price proxies using 
the criteria of reliability, timeliness, 
availability, and relevance. Reliability 
indicates that the index is based on 
valid statistical methods and has low 
sampling variability. Widely accepted 
statistical methods ensure that the data 
were collected and aggregated in way 
that can be replicated. Low sampling 
variability is desirable because it 
indicates that sample reflects the typical 
members of the population. (Sampling 
variability is variation that occurs by 
chance because a sample was surveyed 
rather than the entire population.) 
Timeliness implies that the proxy is 
published regularly, preferably at least 
once a quarter. The market baskets are 
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updated quarterly and therefore it is 
important the underlying price proxies 
be up-to-date, reflecting the most recent 
data available. We believe that using 
proxies that are published regularly 
helps ensure that we are using the most 
recent data available to update the 
market basket. We strive to use 
publications that are disseminated 
frequently because we believe that this 
is an optimal way to stay abreast of the 
most current data available. Availability 
means that the proxy is publicly 
available. We prefer that our proxies are 
publicly available because this would 
help ensure that our market basket 
updates are as transparent to the public 
as possible. In addition, this enables the 
public to be able to obtain the price 
proxy data on a regular basis. Finally, 
relevance means that the proxy is 
applicable and representative of the cost 
category weight to which it is applied. 
The CPIs, PPIs, and ECIs selected for use 
in the HH market basket meet these 
criteria. Therefore, we believe that they 
continue to be the best measure of price 
changes for the cost categories to which 
they would be applied. 


As part of the revising and rebasing of 
the home health market basket, we 


proposed to rebase the home health 
blended Wages and Salaries index and 
the home health blended Benefits index. 
We proposed to use these blended 
indexes as price proxies for the Wages 
and Salaries and the Benefits portions of 
the proposed 2016-based home health 
market basket, as we did in the 2010- 
based home health market basket. A 
more detailed discussion is provided in 
this rule. 


• Wages and Salaries: For measuring 
price growth in the 2016-based home 
health market basket, we proposed to 
apply six price proxies to six 
occupational subcategories within the 
Wages and Salaries component, which 
would reflect the HHA occupational 
mix. This is the same approach used for 
the 2010-based index. We used a 
blended wage proxy because there is not 
a published wage proxy specific to the 
home health industry. 


We proposed to continue to use the 
National Industry-Specific Occupational 
Employment and Wage estimates for 
North American Industrial 
Classification System (NAICS) 621600, 
Home Health Care Services, published 
by the BLS Office of Occupational 
Employment Statistics (OES) as the data 


source for the cost shares of the home 
health blended wage and benefits proxy. 
This is the same data source that was 
used for the 2010-based HHA blended 
wage and benefit proxies; however, we 
proposed to use the May 2016 estimates 
in place of the May 2010 estimates. 
Detailed information on the 
methodology for the national industry- 
specific occupational employment and 
wage estimates survey can be found at 
http://www.bls.gov/oes/current/oes_
tec.htm. 


The needed data on HHA 
expenditures for the six occupational 
subcategories (Health-Related 
Professional and Technical, Non Health- 
Related Professional and Technical, 
Management, Administrative, Health 
and Social Assistance Service, and 
Other Service Workers) for the wages 
and salaries component were tabulated 
from the May 2016 OES data for NAICS 
621600, Home Health Care Services. 
Table 9 compares the 2016 occupational 
assignments to the 2010 occupational 
assignments of the six CMS designated 
subcategories. If an OES occupational 
classification does not exist in the 2010 
or 2016 data we use ‘‘n/a.’’ 
BILLING CODE 4120–01–P 
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TABLE 9: 2016 OCCUPATIONAL ASSIGNMENTS COMPARED TO 2010 OCCUPATIONAL ASSIGNMENTS FOR CMS 
HOME HEALTH WAGES AND SALARIES BLEND 


2016 Occupational Groupings 2010 Occupational Groupings 
Group 1 Health-Related Professional and Technical Group 1 Health-Related Professional and Technical 


n!a n!a 29-1021 Dentists, General 
29-1031 Dietitians and Nutritionists 29-1031 Dietitians and Nutritionists 
29-1051 Pharmacists 29-1051 Pharmacists 
29-1062 Family and General Practitioners 29-1062 Family and General Practitioners 
29-1063 Internists, General 29-1063 Internists, General 
29-1065 Pediatricians, General n!a n!a 
29-1066 Psychiatrists n!a n/a 
29-1069 Physicians and Surgeons, All Other 29-1069 Physicians and Surgeons, All Other 
29-1071 Physician Assistants 29-1071 Physician Assistants 


n!a n!a 29-1111 Registered Nurses 
29-1122 Occupational Therapists 29-1122 Occupational Therapists 
29-1123 Physical Therapists 29-1123 Physical Therapists 
29-1125 Recreational Therapists 29-1125 Recreational Therapists 
29-1126 Respiratory Therapists 29-1126 Respiratory Therapists 
29-1127 Speech-Language Pathologists 29-1127 Speech-Language Pathologists 
29-1129 Therapists, All Other 29-1129 Therapists, All Other 
29-1141 Registered Nurses n!a n!a 
29-1171 Nurse Practitioners n!a n!a 
29-1199 Health Diagnosing and Treating Practitioners, All Other 29-1199 Health Diagnosing and Treating Practitioners, All Other 
Group 2 Non Health Related Professional & Technical Group 2 Non Health Related Professional & Technical 
13-0000 Business and Financial Operations Occupations 13-0000 Business and Financial Operations Occupations 
15-0000 Computer and Mathematical Occupations 15-0000 Computer and Mathematical Science Occupations 


n!a n!a 17-0000 Architecture and Engineering Occupations 
19-0000 Life, Physical, and Social Science Occupations 19-0000 Life, Physical, and Social Science Occupations 


n!a n!a 23-0000 Legal Occupations 
25-0000 Education, Training, and Library Occupations 25-0000 Education, Training, and Library Occupations 
27-0000 Arts, Design, Entertainment, Sports, and Media Occupations 27-0000 Arts, Design, Entertainment, Sports, and Media Occupations 
Group3 Mana2ement Group3 Mana2ement 
11-0000 Management Occupations 11-0000 Management Occupations 
Group 4 Administrative Group 4 Administrative 
43-0000 Office and Administrative Support Occupations 43-0000 Office and Administrative Support Occupations 
Group 5 Health and Social Assistance Services Group 5 Health and Social Assistance Services 
21-0000 Community and Social Service Occupations 21-0000 Community and Social Services Occupations 
29-2011 Medical and Clinical Laboratory Technologists 29-2011 Medical and Clinical Laboratory Technologists 
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2016 Occupational Groupine;s 2010 Occupational Groupine;s 
29-2012 Medical and Clinical Laboratory Technicians 29-2012 Medical and Clinical Laboratory Technicians 
29-2021 Dental Hygienists 29-2021 Dental Hygienists 
29-2032 Diagnostic Medical Sonographers 29-2032 Diagnostic Medical Sonographers 
29-2034 Radiologic Technologists 29-2034 Radiologic Technologists and Technicians 
29-2041 Emergency Medical Technicians and Paramedics 29-2041 Emergency Medical Technicians and Paramedics 
29-2051 Dietetic Technicians 29-2051 Dietetic Technicians 
29-2052 Pharmacy Technicians 29-2052 Pharmacy Technicians 
29-2053 Psychiatric Technicians n!a n/a 
29-2054 Respiratory Therapy Technicians 29-2054 Respiratory Therapy Technicians 
29-2055 Surgical Technologists n!a n/a 
29-2061 Licensed Practical and Licensed Vocational Nurses 29-2061 Licensed Practical and Licensed Vocational Nurses 
29-2071 Medical Records and Health Information Technicians 29-2071 Medical Records and Health Information Technicians 
29-2099 Health Technologists and Technicians, All Other 29-2099 Health Technologists and Technicians, All Other 


nla n/a 29-9012 Occupational Health and Safety Technicians 
29-9099 Healthcare Practitioners and Technical Workers, All Other 29-9099 Healthcare Practitioner and Technical Workers, All Other 
31-0000 Healthcare Support Occupations 31-0000 Healthcare Support Occupations 
Group 6 Other Service Workers Group 6 Other Service Workers 
33-0000 Protective Service Occupations 33-0000 Protective Service Occupations 
35-0000 Food Preparation and Serving Related Occupations 35-0000 Food Preparation and Serving Related Occupations 
37-0000 Building and Grounds Cleaning and Maintenance Occupations 37-0000 Building and Grounds Cleaning and Maintenance Occupations 
39-0000 Personal Care and Service Occupations 39-0000 Personal Care and Service Occupations 
41-0000 Sales and Related Occupations 41-0000 Sales and Related Occupations 
47-0000 Construction and Extraction Occupations nla nla 
49-0000 Installation, Maintenance, and Repair Occupations 49-0000 Installation, Maintenance, and Repair Occupations 
51-0000 Production Occupations 51-0000 Production Occupations 
53-0000 Transportation and Material Moving Occupations 53-0000 Transportation and Material Moving Occupations 







56432 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


subcategory represents. The proportions listed in Table 10 represent the Wages 
and Salaries blend weights. 


A comparison of the yearly changes 
from CY 2016 to CY 2019 for the 2010- 
based home health Wages and Salaries 


blend and the 2016-based home health 
Wages and Salaries blend is shown in 
Table 11. The annual increases in the 


two price proxies are the same when 
rounded to one decimal place. 


• Benefits: For measuring Benefits 
price growth in the 2016-based home 
health market basket, we proposed to 
apply applicable price proxies to the six 


occupational subcategories that are used 
for the Wages and Salaries blend. The 
six categories in Table 12 are the same 
as those in the 2010-based home health 


market basket and include the same 
occupational mix as listed in Table 12. 
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There is no available data source that 
exists for benefit expenditures by 
occupation for the home health 
industry. Thus, to construct weights for 
the home health benefits blend we 
calculated the ratio of benefits to wages 
and salaries for CY 2016 for the six ECI 
series we used in the blended ‘wages 
and salaries’ and ‘benefits’ indexes. To 
derive the relevant benefits weight, we 
applied the benefit-to-wage ratios to 


each of the six occupational 
subcategories from the 2016 OES wage 
and salary weights, and normalized. For 
example, the ratio of benefits to wages 
from the 2016 home health wages and 
salaries blend and the benefits blend for 
the management category is 0.984. We 
applied this ratio to the 2016 OES 
weight for wages and salaries for 
management, 7.6 percent, and then 
normalized those weights relative to the 


other 5 benefit occupational categories 
to obtain a benefit weight for 
management of 7.3 percent. 


A comparison of the yearly changes 
from CY 2016 to CY 2019 for the 2010- 
based home health Benefits blend and 
the 2016-based home health Benefits 
blend is shown in Table 13. The annual 
increases in the two price proxies are 
the same when rounded to one decimal 
place. 


• Operations and Maintenance: We 
proposed to use CPI U.S. city average for 
Fuel and utilities (BLS series code 
#CUUR0000SAH2) to measure price 
growth of this cost category. The same 
proxy was used for the 2010-based 
home health market basket. 


• Professional Liability Insurance: We 
proposed to use the CMS Physician 
Professional Liability Insurance price 
index to measure price growth of this 
cost category. The same proxy was used 
for the 2010-based home health market 
basket. 


To accurately reflect the price changes 
associated with physician PLI, each year 
we collect PLI premium data for 
physicians from a representative sample 
of commercial carriers and publically 
available rate filings as maintained by 
each State’s Association of Insurance 
Commissioners. As we require for our 


other price proxies, the PLI price proxy 
is intended to reflect the pure price 
change associated with this particular 
cost category. Thus, the level of liability 
coverage is held constant from year to 
year. To accomplish this, we obtain 
premium information from a sample of 
commercial carriers for a fixed level of 
coverage, currently $1 million per 
occurrence and a $3 million annual 
limit. This information is collected for 
every State by physician specialty and 
risk class. Finally, the State-level, 
physician-specialty data are aggregated 
to compute a national total, using 
counts of physicians by State and 
specialty as provided in the American 
Medical Association (AMA) publication, 
Physician Characteristics and 
Distribution in the U.S. 


• Administrative and Support: We 
proposed to use the ECI for Total 


compensation for Private industry 
workers in Office and administrative 
support (BLS series code 
#CIU2010000220000I) to measure price 
growth of this cost category. The same 
proxy was used for the 2010-based 
home health market basket. 


• Financial Services: We proposed to 
use the ECI for Total compensation for 
Private industry workers in Financial 
activities (BLS series code 
#CIU201520A000000I) to measure price 
growth of this cost category. The same 
proxy was used for the 2010-based 
home health market basket. 


• Medical Supplies: We proposed to 
use the PPI Commodity data for 
Miscellaneous products-Medical, 
surgical & personal aid devices (BLS 
series code #WPU156) to measure price 
growth of this cost category. The same 
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proxy was used for the 2010-based 
home health market basket. 


• Rubber and Plastics: We proposed 
to use the PPI Commodity data for 
Rubber and plastic products (BLS series 
code #WPU07) to measure price growth 
of this cost category. The same proxy 
was used for the 2010-based home 
health market basket. 


• Telephone: We proposed to use CPI 
U.S. city average for Telephone services 
(BLS series code #CUUR0000SEED) to 
measure price growth of this cost 
category. The same proxy was used for 
the 2010-based home health market 
basket. 


• Professional Fees: We proposed to 
use the ECI for Total compensation for 
Private industry workers in Professional 
and related (BLS series code 
#CIS2010000120000I) to measure price 
growth of this category. The same proxy 
was used for the 2010-based home 
health market basket. 


• Other Products: We proposed to use 
the PPI Commodity data for Final 
demand-Finished goods less foods and 
energy (BLS series code #WPUFD4131) 
to measure price growth of this category. 
The same proxy was used for the 2010- 
based home health market basket. 


• Other Services: We proposed to use 
the ECI for Total compensation for 
Private industry workers in Service 
occupations (BLS series code 
#CIU2010000300000I) to measure price 
growth of this category. The same proxy 


was used for the 2010-based home 
health market basket. 


• Transportation: We proposed to use 
the CPI U.S. city average for 
Transportation (BLS series code 
#CUUR0000SAT) to measure price 
growth of this category. The same proxy 
was used for the 2010-based home 
health market basket. 


• Fixed capital: We proposed to use 
the CPI U.S. city average for Owners’ 
equivalent rent of residences (BLS series 
code #CUUS0000SEHC) to measure 
price growth of this cost category. The 
same proxy was used for the 2010-based 
home health market basket. 


• Movable Capital: We proposed to 
use the PPI Commodity data for 
Machinery and equipment (BLS series 
code #WPU11) to measure price growth 
of this cost category. The same proxy 
was used for the 2010-based home 
health market basket. 


Comment: Several commenters stated 
they do not believe the CY 2019 home 
health market basket adequately reflects 
compensation pressures faced by home 
health providers. A commenter 
recommended that CMS build into the 
2019 market basket update an increase 
to reflect general health care wage 
increases. 


Response: We believe the CY 2019 
market basket update of 3.0 percent 
reflects the expected compensation 
price increases that home health 
agencies will face in CY 2019. The 
compensation component of the 2016- 


based Home Health market basket is 
76.1 percent. The weight for the ‘‘Wages 
and Salaries’’ cost category is 65.1 
percent and the weight for the 
‘‘Benefits’’ cost category is 10.9 percent. 
Each of these two respective cost 
categories are proxied by price indices 
that reflect the occupational mix of 
home health staff for the following 
categories: Health-related professional 
and technical; non health-related 
professional and technical; 
management; administrative; health and 
social assistance services; and other 
service occupations. Full details on 
these price indices can be found in the 
CY 2019 HH PPS proposed rule (83 FR 
32364 through 32366). For CY 2019, the 
estimated ‘‘Wages and Salaries’’ 
inflation is 3.2 percent and the 
estimated ‘‘Benefits’’ inflation is 3.0 
percent. We believe the CY 2019 market 
basket update adequately reflects these 
projected price increases associated 
with wage increases specific to the 
health and non-health occupations used 
by the home health industry. 


e. Rebasing Results 


After consideration of public 
comments, we are finalizing the 
proposed 2016-based home health 
market basket without modification. A 
comparison of the yearly changes from 
CY 2014 to CY 2021 for the 2010-based 
home health market basket and the final 
2016-based home health market basket 
is shown in Table 14. 


Table 14 shows that the forecasted 
rate of growth for CY 2019 for the 2016- 
based home health market basket is 3.0 
percent, the same rate of growth as 


estimated using the 2010-based home 
health market basket; other forecasted 
years also show a similar increase. 
Similarly, the historical estimates of the 


growth in the 2016-based and 2010- 
based home health market basket are the 
same except for CY 2015 where the 
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2010-based home health market basket 
is 0.1 percentage point higher. 


The growth rates in Table 14 are 
based upon IHS Global Inc.’s (IGI) 3rd 
quarter 2018 forecast. IGI is a nationally 
recognized economic and financial 
forecasting firm that contracts with CMS 
to forecast the components of the market 
baskets. We noted in the proposed rule 
that if more recent data were 
subsequently available (for example, a 
more recent estimate of the market 
basket), we would use such data to 
determine the market basket increases 
in the final rule. In that proposed rule 
the forecasted rate of growth for CY 
2019, based on IGI’s 1st quarter 2018 
forecast, for the 2016-based home health 
market basket was 2.8 percent (83 FR 
32368). 


Comment: A commenter asked if the 
2002 through 2018 increases in the 
market basket represent the percentage 
increases in consumer health care costs 
(defined by the commenter as insurance 
premiums and cost for services) during 
the same time period. The commenter 
further stated the inflationary rates used 
understated what the actual change to 
costs would have been during this 
period. 


Response: We believe the commenter 
may be confusing the concept of the 
CMS market basket, which is an input 
price index, with the concept of a 
consumer price index, which is an 
output price index. An input price 


index measures the change in the prices 
of goods and services bought by 
producers or providers as intermediate 
inputs. An output price index measures 
the change in the prices of goods and 
services sold as output by producers. 


The 2016-based HHA market basket, 
along with its predecessors such as the 
2010-based HHA market basket, are 
fixed-weight indices that are intended to 
measure the input prices used in 
providing home health care services. 
The market basket by definition is a 
price index rather than a cost index and, 
therefore, only accounts for changes in 
prices, holding quantities constant. In 
order to reflect the changes in the mix 
of input costs over time, CMS rebases 
the market basket periodically to ensure 
that the index is reflecting the most up 
to date relative cost shares for specific 
categories of expenses. We have found 
that the relative cost shares for each 
category do not change substantially 
from year to year. 


The current CY 2019 market basket 
update factor of 3.0 percent reflects the 
projected price growth in the input costs 
to provide home health services. This 
forecast is based on the IHS Global Inc. 
(IGI) third quarter 2018 forecast. IGI is 
a nationally recognized economic and 
financial forecasting firm that contracts 
with CMS to forecast the components of 
the market baskets. 


We also note that according to the 
Medicare Payment Advisory Committee, 


Medicare home health revenue has 
greatly exceeded Medicare home health 
costs since PPS implementation, with 
the most recent Medicare margins for 
2016 estimated to be 15.5 percent 
(http://www.medpac.gov/docs/default- 
source/reports/mar18_medpac_ch9_
sec_rev_0518.pdf) 


f. Labor-Related Share 


Effective for CY 2019, we revised the 
labor-related share to reflect the 2016- 
based home health market basket 
Compensation (Wages and Salaries plus 
Benefits) cost weight. The current labor- 
related share is based on the 
Compensation cost weight of the 2010- 
based home health market basket. Based 
on the 2016-based home health market 
basket, the labor-related share would be 
76.1 percent and the non-labor-related 
share would be 23.9 percent. The labor- 
related share for the 2010-based home 
health market basket was 78.535 percent 
and the non-labor-related share was 
21.465 percent. As explained earlier, the 
decrease in the compensation cost 
weight of 2.4 percentage points is 
attributable to both employed 
compensation (wages and salaries and 
benefits for employees) and direct 
patient care contract labor costs as 
reported in the MCR data. Table 15 
details the components of the labor- 
related share for the 2010-based and 
2016-based home health market baskets. 


There are no changes to the labor- 
related share in this final rule with 
comment period compared to the labor 
related share in the proposed rule (83 
FR 32368). 


We implemented the revision to the 
labor-related share of 76.1 percent in a 
budget neutral manner. This proposal 
would be consistent with our policy of 
implementing the annual recalibration 
of the case-mix weights and update of 
the home health wage index in a budget 
neutral manner. 


Comment: Several commenters 
disagreed with CMS’ proposal to reduce 


the labor related share, because such a 
change could result in less care for 
patients. 


Response: The labor related share is 
composed of the Wages & Salaries and 
Benefits cost weights from the 2016- 
based home health market basket. These 
cost weights were calculated using the 
2016 Medicare cost report data (form 
CMS–1728–94), which is provided 
directly by freestanding home health 
agencies. The 2016 data was the most 
comprehensive data source available for 
determining the CY 2019 labor-related 
share at the time of rulemaking. The CY 


2018 labor-related share of 78.535 
percent was based on the 2010-based 
home health market basket Wages and 
Salaries and Benefit cost weights, which 
were calculated using the 2010 
Medicare cost report data. Therefore, we 
believe the labor-related share of 76.1 
percent is technically appropriate as it 
is based on more recent Medicare cost 
report data reported by home health 
agencies. 


Comment: Another commenter agreed 
with CMS’ proposal to reduce the labor 
related share. 
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Response: We appreciate the 
commenter’s support and agree that the 
labor-related share should be reduced 
from 78.535 percent to 76.1 percent as 
it reflects the most recent Medicare cost 
report data for home health agencies 
available at the time of rebasing. 


Final Decision: After consideration of 
public comments, based on the 2016- 
based home health market basket, we 
are finalizing the proposed labor related 
share of 76.1 percent and the non-labor- 
related share of 23.9 percent. 


g. Multifactor Productivity 


In the CY 2015 HHA PPS final rule 
(79 FR 38384 through 38384), we 
finalized our methodology for 
calculating and applying the MFP 
adjustment. As we explained in that 
rule, section 1895(b)(3)(B)(vi) of the Act, 
requires that, in CY 2015 (and in 
subsequent calendar years, except CY 
2018 (under section 411(c) of the 
Medicare Access and CHIP 
Reauthorization Act of 2015 (MACRA) 
(Pub. L. 114–10, enacted April 16, 
2015)), the market basket percentage 
under the HHA prospective payment 
system as described in section 
1895(b)(3)(B) of the Act be annually 
adjusted by changes in economy-wide 
productivity. Section 
1886(b)(3)(B)(xi)(II) of the Act defines 
the productivity adjustment to be equal 
to the 10-year moving average of change 
in annual economy-wide private 
nonfarm business multifactor 
productivity (MFP) (as projected by the 
Secretary for the 10-year period ending 
with the applicable fiscal year, calendar 
year, cost reporting period, or other 
annual period) (the ‘‘MFP adjustment’’). 
The Bureau of Labor Statistics (BLS) is 
the agency that publishes the official 
measure of private nonfarm business 
MFP. Please see http://www.bls.gov/ 
mfp, to obtain the BLS historical 
published MFP data. 


Based on IHS Global Inc.’s (IGI’s) 3rd 
quarter 2018 forecast with history 
through the 2nd quarter of 2018, the 
projected MFP adjustment (the 10-year 
moving average of MFP for the period 
ending December 31, 2019) for CY 2019 
is 0.8 percent. 


We noted in the proposed rule that if 
more recent data were subsequently 
available (for example, a more recent 
estimate of the MFP adjustment), we 
would use such data to determine the 
MFP adjustment in the final rule. For 
comparison purposes, the proposed 
MFP adjustment for CY 2019 was 0.7 
percent (83 FR 32368), and was based 
on IGI’s 1st quarter 2018 forecast. 


2. CY 2019 Market Basket Update for 
HHAs 


Using IGI’s third quarter 2018 
forecast, the MFP adjustment for CY 
2019 is projected to be 0.8 percent. In 
accordance with section 
1895(b)(3)(B)(iii) of the Act, we 
proposed to base the CY 2019 market 
basket update, which is used to 
determine the applicable percentage 
increase for HHA payments, on the most 
recent estimate of the 2016-based home 
health market basket. Based on IGI’s 
third quarter 2018 forecast with history 
through the second quarter of 2018, the 
projected increase of the 2016-based 
home health market basket for CY 2019 
is 3.0 percent. We then reduce this 
percentage increase by the current 
estimate of the MFP adjustment for CY 
2019 of 0.8 percentage point in 
accordance with 1895(b)(3)(B)(vi) of the 
Act. Therefore, the current estimate of 
the CY 2019 HHA payment update is 2.2 
percent (3.0 percent market basket 
update, less 0.8 percentage point MFP 
adjustment). 


Section 1895(b)(3)(B)(v) of the Act 
requires that the home health update be 
decreased by 2 percentage points for 
those HHAs that do not submit quality 
data as required by the Secretary. For 
HHAs that do not submit the required 
quality data for CY 2019, the home 
health payment update would be 0.2 
percent (2.2 percent minus 2 percentage 
points). 


Comment: Several commenters agreed 
with CMS’ proposed 2.1 percent 
payment increase. 


Response: We appreciate the 
commenters’ support. The proposed 2.1 
percent payment increase was based on 
IGI Global Inc.’s first quarter 2018 
forecast of the 2016-based HHA market 
basket and the 10-year moving average 
of annual economy-wide private 
nonfarm business. As noted in the 
proposed rule, if a more recent forecast 
of the market basket and MFP was 
available, we would use such data to 
determine the CY 2019 market basket 
update and MFP adjustment in the final 
rule. Based on IHS Global Inc.’s (IGI) 
third quarter 2018 forecast, we 
determine a payment increase of 2.2 
percent for the final update percentage 
as previously stated. 


Based on IGI’s third quarter 2018 
forecast, we are finalizing the CY 2019 
HHA payment update at 2.2 percent (3.0 
percent market basket update, less 0.8 
percentage point MFP adjustment). 


3. CY 2019 Home Health Wage Index 


Sections 1895(b)(4)(A)(ii) and (b)(4)(C) 
of the Act require the Secretary to 
provide appropriate adjustments to the 


proportion of the payment amount 
under the HH PPS that account for area 
wage differences, using adjustment 
factors that reflect the relative level of 
wages and wage-related costs applicable 
to the furnishing of HH services. Since 
the inception of the HH PPS, we have 
used inpatient hospital wage data in 
developing a wage index to be applied 
to HH payments. We proposed to 
continue this practice for CY 2019, as 
we continue to believe that, in the 
absence of HH-specific wage data that 
accounts for area differences, using 
inpatient hospital wage data is 
appropriate and reasonable for the HH 
PPS. Specifically, we proposed to 
continue to use the pre-floor, pre- 
reclassified hospital wage index as the 
wage adjustment to the labor portion of 
the HH PPS rates. For CY 2019, the 
updated wage data are for hospital cost 
reporting periods beginning on or after 
October 1, 2014, and before October 1, 
2015 (FY 2015 cost report data). We 
apply the appropriate wage index value 
to the labor portion of the HH PPS rates 
based on the site of service for the 
beneficiary (defined by section 1861(m) 
of the Act as the beneficiary’s place of 
residence). 


To address those geographic areas in 
which there are no inpatient hospitals, 
and thus, no hospital wage data on 
which to base the calculation of the CY 
2019 HH PPS wage index, we proposed 
to continue to use the same 
methodology discussed in the CY 2007 
HH PPS final rule (71 FR 65884) to 
address those geographic areas in which 
there are no inpatient hospitals. For 
rural areas that do not have inpatient 
hospitals, we proposed to use the 
average wage index from all contiguous 
Core Based Statistical Areas (CBSAs) as 
a reasonable proxy. Currently, the only 
rural area without a hospital from which 
hospital wage data could be derived is 
Puerto Rico. However, for rural Puerto 
Rico, we do not apply this methodology 
due to the distinct economic 
circumstances that exist there (for 
example, due to the close proximity to 
one another of almost all of Puerto 
Rico’s various urban and non-urban 
areas, this methodology would produce 
a wage index for rural Puerto Rico that 
is higher than that in half of its urban 
areas). Instead, we proposed to continue 
to use the most recent wage index 
previously available for that area. For 
urban areas without inpatient hospitals, 
we use the average wage index of all 
urban areas within the state as a 
reasonable proxy for the wage index for 
that CBSA. For CY 2019, the only urban 
area without inpatient hospital wage 
data is Hinesville, GA (CBSA 25980). 
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9 https://www.whitehouse.gov/sites/ 
whitehouse.gov/files/omb/bulletins/2017/b-17- 
01.pdf. 


On February 28, 2013, OMB issued 
Bulletin No. 13–01, announcing 
revisions to the delineations of MSAs, 
Micropolitan Statistical Areas, and 
CBSAs, and guidance on uses of the 
delineation of these areas. In the CY 
2015 HH PPS final rule (79 FR 66085 
through 66087), we adopted the OMB’s 
new area delineations using a 1-year 
transition. On August 15, 2017, OMB 
issued Bulletin No. 17–01 in which it 
announced that one Micropolitan 
Statistical Area, Twin Falls, Idaho, now 
qualifies as a Metropolitan Statistical 
Area.9 The most recent OMB Bulletin 
(No. 18–03) was published on April 10, 
2018 and is available at: https://
www.whitehouse.gov/wp-content/ 
uploads/2018/04/OMB-BULLETIN-NO.- 
18-03-Final.pdf. The revisions 
contained in OMB Bulletin No. 18–03 
have no impact on the geographic area 
delineations that are used to wage adjust 
HH PPS payments. 


The following is a summary of the 
comments received on the proposed CY 
2019 home health wage index and our 
responses: 


Comment: Several commenters shared 
concerns in how the wage index is 
calculated and implemented for home 
health agencies compared to other 
prospective payment systems within the 
same CBSAs. A commenter commented 
that hospitals are given the opportunity 
to appeal their annual wage index and 
apply for geographic reclassification 
while HHAs in the same geographic 
location are not given that same 
privilege. The commenter believes that 
this lack of parity between different 
health care sectors further exemplifies 
the inadequacy of CMS ’decision to 
continue to use the pre-floor, pre- 
reclassified hospital wage index to 
adjust home health services payment 
rates. They gave an example of 
Massachusetts where every hospital in 
the Worchester CBSA and two hospitals 
in the Providence-Bristol CBSA have 
been re-classified to the Boston CBSA, 
effectively increasing their wage index 
by approximately 9 percent and 20 
percent respectively. They further 
suggest that CMS use wage index from 
Critical Access Hospitals in calculating 
the wage index for HHAs to make the 
wage index more reflective of actual 
local wage practices. 


Response: We thank the commenters 
for their comments. We continue to 
believe that the regulations and statutes 
that govern the HH PPS do not provide 
a mechanism for allowing HHAs to seek 
geographic reclassification or to utilize 


the rural floor provision that exists for 
Hospital Inpatient Prospective Payment 
System (IPPS) hospitals. Section 4410(a) 
of the Balanced Budget Act of 1997 
provides that the area wage index 
applicable to any hospital that is located 
in an urban area of a State may not be 
less than the area wage index applicable 
to hospitals located in rural areas in that 
State. This is the rural floor provision 
and it is specific to hospitals. The 
reclassification provision at section 
1886(d)(10)(C)(i) of the Act states that 
the Medicare Geographic Classification 
Review Board shall consider the 
application of any subsection (d) 
hospital requesting the Secretary change 
the hospital’s geographic classification 
for purposes of payment under the IPPS. 
This reclassification provision is only 
applicable to hospitals as defined in 
section 1886(d) of the Act. In addition, 
we do not believe that using hospital 
reclassification data would be 
appropriate as these data are specific to 
the requesting hospitals. We continue to 
believe that using the pre-floor, pre- 
reclassified hospital wage index as the 
wage adjustment to the labor portion of 
the HH PPS rates is appropriate and 
reasonable. Although the pre-floor, pre- 
classified hospital wage index does not 
include data from Critical Access 
Hospitals (CAHs), we believe that it 
reflects the relative level of wages and 
wage-related costs applicable to 
providing HH services. As we stated in 
the August 1, 2003 IPPS final rule (68 
FR 45397), CAHs represent a substantial 
number of hospitals with significantly 
different labor costs in many labor 
market areas where they exist. 


Comment: A commenter expressed 
concerns with CMS using CY 2015 wage 
index figures for the CY 2019 wage 
index since there have been shifts in the 
labor market in New York State. 


Response: As discussed in the CY 
2017 HH PPS final rule (81 FR 76721), 
we believe that the wage index values 
are reflective of the labor costs in each 
geographic area as they reflect the costs 
included on the cost reports of hospitals 
in those specific labor market areas. The 
wage index values are based on data 
submitted on the inpatient hospital cost 
reports. We utilize efficient means to 
ensure and review the accuracy of the 
hospital cost report data and resulting 
wage index. The home health wage 
index is derived from the pre-floor, pre- 
reclassified hospital; wage index, which 
is calculated based on cost report data 
submitted from hospitals paid under the 
IPPS. All IPPS hospitals must complete 
the wage index survey (Worksheet S–3, 
Parts II and III) as part of their Medicare 
cost reports. Cost reports will be 
rejected if Worksheet S–3 is not 


completed. In addition, Medicare 
contractors perform desk reviews on all 
hospitals’ Worksheet S–3 wage data, 
and we run edits on the wage data to 
further ensure the accuracy and validity 
of the wage data. We believe that our 
review processes result in an accurate 
reflection of the applicable wages for 
each labor market area. The processes 
and procedures describing how the 
inpatient hospital wage index is 
developed are discussed in the IPPS 
rule each year, with the most recent 
discussion provided in the FY 2019 
IPPS final rule (83 FR 41362 through 
41374 and 83 FR 41380 through 41383). 
Any provider type may submit 
comments on the hospital wage index 
during the annual IPPS rulemaking 
cycle. 


Comment: A commenter believes that 
the CMS decision 10 years ago to switch 
from Metropolitan Statistical Areas 
(MSAs) to CBSAs for the wage 
adjustment to the rates has had negative 
financial ramifications for HHAs in New 
York City. The commenter stated that 
unlike past MSA designations, where all 
of the counties in the New York City 
designation were from New York State, 
the 2006 CBSA wage index designation 
added Bergen, Hudson, and Passaic 
counties from New Jersey into the New 
York City CBSA. The commenter also 
noted that with the CY 2015 final rule, 
CMS added three more New Jersey 
counties (Middlesex, Monmouth, and 
Ocean) to the CBSA used for New York 
City. 


Response: The MSA delineations as 
well as the CBSA delineations are 
determined by the Office of 
Management and Budget (OMB). The 
OMB reviews its Metropolitan Area 
definitions preceding each decennial 
census to reflect recent population 
changes. We believe that the OMB’s 
CBSA designations reflect the most 
recent available geographic 
classifications and are a reasonable and 
appropriate way to define geographic 
areas for purposes of wage index values. 
Over 10 years ago, in our CY 2006 HH 
PPS final rule (70 FR 68132), we 
finalized the adoption of the revised 
labor market area definitions as 
discussed in the OMB Bulletin No. 03– 
04 (June 6, 2003). In the December 27, 
2000 Federal Register (65 FR 82228 
through 82238), the OMB announced its 
new standards for defining metropolitan 
and micropolitan statistical areas. 
According to that notice, the OMB 
defines a CBSA, beginning in 2003, as 
‘‘a geographic entity associated with at 
least one core of 10,000 or more 
population, plus adjacent territory that 
has a high degree of social and 
economic integration with the core as 
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measured by commuting ties.’’ The 
general concept of the CBSAs is that of 
an area containing a recognized 
population nucleus and adjacent 
communities that have a high degree of 
integration with that nucleus. The 
purpose of the standards is to provide 
nationally consistent definitions for 
collecting, tabulating, and publishing 
federal statistics for a set of geographic 
areas. CBSAs include adjacent counties 
that have a minimum of 25 percent 
commuting to the central counties of the 
area. This is an increase over the 
minimum commuting threshold for 
outlying counties applied in the 
previous MSA definition of 15 percent. 
Based on the OMB’s current 
delineations, as described in the July 15, 
2015 OMB Bulletin 15–01, the New 
Jersey counties of Bergen, Hudson, 
Middlesex, Monmouth, Ocean, and 
Passaic belong in the New York-Jersey 
City-White Plains, NY-NJ (CBSA 35614). 
In addition, for the payment systems of 
other provider types, such as IPPS 
hospitals, hospices, skilled nursing 
facilities (SNFs), inpatient rehabilitation 
facilities (IRFs), and ESRD facilities, we 
have used CBSAs to define their labor 
market areas for more than a decade. 


Comment: A commenter questioned 
the validity of the wage index data, 
especially in the case of the CBSA for 
Albany-Schenectady-Troy, noting that 
in the past 5 years, this CBSA has seen 
its wage index reduced 6.18 percent, 
going from 0.8647 in 2013 to a proposed 
CY 2019 wage index of 0.8179. 


Response: As discussed in the CY 
2017 HH PPS final rule (81 FR 76721), 
we believe that the wage index values 
are reflective of the labor costs in each 
geographic area as they reflect the costs 
included on the cost reports of hospitals 
in those specific labor market areas. The 
area wage index measures differences in 
hospital wage rates among labor market 
areas and compares the area wage index 
of the labor market area to the national 
average hourly wage. If a hospital or 
labor market area does not keep pace 
with the national average hourly wage 
in a given year, then the labor market 
area will see a decrease in the area wage 
index during that year. 


Comment: A commenter 
recommended that providers meeting 
higher minimum wage standards, such 
as HHAs, obtain additional 
supplemental funding to better align 
payments with cost trends impacting 
providers. 


Response: Regarding minimum wage 
standards, we note that such increases 
will be reflected in future data used to 
create the hospital wage index to the 
extent that these changes to state 


minimum wage standards are reflected 
in increased wages to hospital staff. 


Final Decision: After considering the 
comments received in response to the 
CY 2019 HH PPS proposed rule, we are 
finalizing our proposal to continue to 
use the pre-floor, pre-reclassified 
hospital inpatient wage index as the 
wage adjustment to the labor portion of 
the HH PPS rates. For CY 2019, the 
updated wage data are for the hospital 
cost reporting periods beginning on or 
after October 1, 2014 and before October 
1, 2015 (FY 2015 cost report data). The 
final CY 2019 wage index is available on 
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/HomeHealthPPS/ 
Home-Health-Prospective-Payment- 
System-Regulations-and-Notices.html. 


4. CY 2019 Annual Payment Update 


a. Background 
The Medicare HH PPS has been in 


effect since October 1, 2000. As set forth 
in the July 3, 2000 final rule (65 FR 
41128), the base unit of payment under 
the Medicare HH PPS is a national, 
standardized 60-day episode payment 
rate. As set forth in § 484.220, we adjust 
the national, standardized 60-day 
episode payment rate by a case-mix 
relative weight and a wage index value 
based on the site of service for the 
beneficiary. 


To provide appropriate adjustments to 
the proportion of the payment amount 
under the HH PPS to account for area 
wage differences, we apply the 
appropriate wage index value to the 
labor portion of the HH PPS rates. The 
labor-related share of the case-mix 
adjusted 60-day episode is 76.1 percent 
and the non-labor-related share is 23.9 
percent for CY 2019. The CY 2019 HH 
PPS rates use the same case-mix 
methodology as set forth in the CY 2008 
HH PPS final rule with comment period 
(72 FR 49762) and is adjusted as 
described in section III.B of this final 
rule with comment period. The 
following are the steps we take to 
compute the case-mix and wage- 
adjusted 60-day episode rate for CY 
2019: 


• Multiply the national 60-day 
episode rate by the patient’s applicable 
case-mix weight. 


• Divide the case-mix adjusted 
amount into a labor (76.1 percent) and 
a non-labor portion (23.9 percent). 


• Multiply the labor portion by the 
applicable wage index based on the site 
of service of the beneficiary. 


• Add the wage-adjusted portion to 
the non-labor portion, yielding the case- 
mix and wage adjusted 60-day episode 
rate, subject to any additional applicable 
adjustments. 


In accordance with section 
1895(b)(3)(B) of the Act, we proposed 
the annual update of the HH PPS rates. 
Section 484.225 sets forth the specific 
annual percentage update methodology. 
In accordance with § 484.225(i), for a 
HHA that does not submit HH quality 
data, as specified by the Secretary, the 
unadjusted national prospective 60-day 
episode rate is equal to the rate for the 
previous calendar year increased by the 
applicable HH market basket index 
amount minus 2 percentage points. Any 
reduction of the percentage change 
would apply only to the calendar year 
involved and would not be considered 
in computing the prospective payment 
amount for a subsequent calendar year. 


Medicare pays the national, 
standardized 60-day case-mix and wage- 
adjusted episode payment on a split 
percentage payment approach. The split 
percentage payment approach includes 
an initial percentage payment and a 
final percentage payment as set forth in 
§ 484.205(b)(1) and (b)(2). We may base 
the initial percentage payment on the 
submission of a request for anticipated 
payment (RAP) and the final percentage 
payment on the submission of the claim 
for the episode, as discussed in § 409.43. 
The claim for the episode that the HHA 
submits for the final percentage 
payment determines the total payment 
amount for the episode and whether we 
make an applicable adjustment to the 
60-day case-mix and wage-adjusted 
episode payment. The end date of the 
60-day episode as reported on the claim 
determines which calendar year rates 
Medicare will use to pay the claim. 


We may also adjust the 60-day case- 
mix and wage-adjusted episode 
payment based on the information 
submitted on the claim to reflect the 
following: 


• A low-utilization payment 
adjustment (LUPA) is provided on a per- 
visit basis as set forth in §§ 484.205(c) 
and 484.230. 


• A partial episode payment (PEP) 
adjustment as set forth in §§ 484.205(d) 
and 484.235. 


• An outlier payment as set forth in 
§§ 484.205(e) and 484.240. 


b. CY 2019 National, Standardized 60- 
Day Episode Payment Rate 


Section 1895(b)(3)(A)(i) of the Act 
requires that the 60-day episode base 
rate and other applicable amounts be 
standardized in a manner that 
eliminates the effects of variations in 
relative case-mix and area wage 
adjustments among different home 
health agencies in a budget neutral 
manner. To determine the CY 2019 
national, standardized 60-day episode 
payment rate, we apply a wage index 
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budget neutrality factor and a case- mix 
budget neutrality factor described in 
section III.B of this final rule with 
comment period; and the home health 
payment update percentage discussed in 
section III.C.2. of this final rule with 
comment period. 


To calculate the wage index budget 
neutrality factor, we simulated total 
payments for non-LUPA episodes using 
the CY 2019 wage index (including the 
application of the labor-related share of 
76.1 percent and the non-labor-related 
share of 23.9 percent) applied to CY 
2017 utilization (claims) data and 
compared it to our simulation of total 
payments for non-LUPA episodes using 
the CY 2018 wage index (including the 
application of the current labor-related 


share of 78.535 percent and the non- 
labor-related of 21.465) applied to CY 
2017 utilization (claims) data. By 
dividing the total payments for non- 
LUPA episodes using the CY 2019 wage 
index by the total payments for non- 
LUPA episodes using the CY 2018 wage 
index, we obtain a wage index budget 
neutrality factor of 0.9985. We will 
apply the wage index budget neutrality 
factor of 0.9985 to the calculation of the 
CY 2019 national, standardized 60-day 
episode payment rate. 


As discussed in section III.B. of this 
final rule with comment period, to 
ensure the changes to the case-mix 
weights are implemented in a budget 
neutral manner, we proposed to apply a 
case-mix weight budget neutrality factor 


to the CY 2019 national, standardized 
60-day episode payment rate. The case- 
mix weight budget neutrality factor is 
calculated as the ratio of total payments 
when CY 2019 case-mix weights are 
applied to CY 2017 utilization (claims) 
data to total payments when CY 2018 
case-mix weights are applied to CY 2017 
utilization data. The case-mix budget 
neutrality factor for CY 2019 is 1.0169 
as described in section III.B. of this final 
rule with comment period. Next, we 
apply the payment rates by the CY 2019 
home health payment update percentage 
of 2.2 percent as described in section 
III.C.2. of this final rule with comment 
period. The CY 2019 national, 
standardized 60-day episode payment 
rate is calculated in Table 16. 


The CY 2019 national, standardized 
60-day episode payment rate for an 
HHA that does not submit the required 


quality data is updated by the CY 2019 
home health payment update of 2.2 


percent minus 2 percentage points and 
is shown in Table 17. 


c. CY 2019 National Per-Visit Rates 


The national per-visit rates are used to 
pay LUPAs (episodes with four or fewer 
visits) and are also used to compute 
imputed costs in outlier calculations. 
The per-visit rates are paid by type of 
visit or HH discipline. The six HH 
disciplines are as follows: 


• Home health aide (HH aide). 
• Medical Social Services (MSS). 
• Occupational therapy (OT). 


• Physical therapy (PT). 
• Skilled nursing (SN). 
• Speech-language pathology (SLP). 
To calculate the CY 2019 national per- 


visit rates, we started with the CY 2018 
national per-visit rates. Then we applied 
a wage index budget neutrality factor to 
ensure budget neutrality for LUPA per- 
visit payments. We calculated the wage 
index budget neutrality factor by 
simulating total payments for LUPA 


episodes using the CY 2019 wage index 
and comparing it to simulated total 
payments for LUPA episodes using the 
CY 2018 wage index. By dividing the 
total payments for LUPA episodes using 
the CY 2019 wage index by the total 
payments for LUPA episodes using the 
CY 2018 wage index, we obtained a 
wage index budget neutrality factor of 
0.9996. We apply the wage index budget 
neutrality factor of 0.9996 in order to 
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calculate the CY 2019 national per-visit 
rates. 


The LUPA per-visit rates are not 
calculated using case-mix weights. 
Therefore, no case-mix weights budget 
neutrality factor is needed to ensure 
budget neutrality for LUPA payments. 
Lastly, the per-visit rates for each 


discipline are updated by the CY 2019 
home health payment update percentage 
of 2.2 percent. The national per-visit 
rates are adjusted by the wage index 
based on the site of service of the 
beneficiary. The per-visit payments for 
LUPAs are separate from the LUPA add- 
on payment amount, which is paid for 


episodes that occur as the only episode 
or initial episode in a sequence of 
adjacent episodes. The CY 2019 national 
per-visit rates for HHAs that submit the 
required quality data are updated by the 
CY 2019 HH payment update percentage 
of 2.2 percent and are shown in Table 
18. 


The CY 2019 per-visit payment rates 
for HHAs that do not submit the 


required quality data are updated by the 
CY 2019 HH payment update percentage 


of 2.2 percent minus 2 percentage points 
and are shown in Table 19. 


d. Low-Utilization Payment Adjustment 
(LUPA) Add-On Factors 


LUPA episodes that occur as the only 
episode or as an initial episode in a 
sequence of adjacent episodes are 
adjusted by applying an additional 
amount to the LUPA payment before 
adjusting for area wage differences. In 
the CY 2014 HH PPS final rule (78 FR 
72305), we changed the methodology for 
calculating the LUPA add-on amount by 
finalizing the use of three LUPA add-on 
factors: 1.8451 for SN; 1.6700 for PT; 
and 1.6266 for SLP. We multiply the 
per-visit payment amount for the first 
SN, PT, or SLP visit in LUPA episodes 


that occur as the only episode or an 
initial episode in a sequence of adjacent 
episodes by the appropriate factor to 
determine the LUPA add-on payment 
amount. For example, in the case of 
HHAs that do submit the required 
quality data, for LUPA episodes that 
occur as the only episode or an initial 
episode in a sequence of adjacent 
episodes, if the first skilled visit is SN, 
the payment for that visit will be 
$270.27 (1.8451 multiplied by $146.48), 
subject to area wage adjustment. 


e. CY 2019 Non-Routine Medical 
Supply (NRS) Payment Rates 


All medical supplies (routine and 
non-routine) must be provided by the 
HHA while the patient is under a home 
health plan of care. Examples of 
supplies that can be considered non- 
routine include dressings for wound 
care, I.V. supplies, ostomy supplies, 
catheters, and catheter supplies. 
Payments for NRS are computed by 
multiplying the relative weight for a 
particular severity level by the NRS 
conversion factor. To determine the CY 
2019 NRS conversion factor, we 
updated the CY 2018 NRS conversion 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00036 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
24


<
/G


P
H


>
E


R
13


N
O


18
.0


25
<


/G
P


H
>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2







56441 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


factor ($53.03) by the CY 2019 home 
health payment update percentage of 2.2 
percent. We did not apply a 
standardization factor as the NRS 


payment amount calculated from the 
conversion factor is not wage or case- 
mix adjusted when the final claim 
payment amount is computed. The NRS 


conversion factor for CY 2019 is shown 
in Table 20. 


Using the CY 2019 NRS conversion 
factor, the payment amounts for the six 
severity levels are shown in Table 21. 


For HHAs that do not submit the 
required quality data, we updated the 
CY 2018 NRS conversion factor ($53.03) 


by the CY 2019 home health payment 
update percentage of 2.2 percent minus 
2 percentage points. The CY 2019 NRS 


conversion factor for HHAs that do not 
submit quality data is shown in Table 
22. 


The payment amounts for the various 
severity levels based on the updated 
conversion factor for HHAs that do not 


submit quality data are calculated in 
Table 23. 
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The following is a summary of the 
public comments received on the CY 
2019 Annual Payment Update and our 
responses. 


Comment: Several commenters 
expressed concerns with the reduction 
in the labor-related shares suggesting 
such a change will result in less care for 
patients. 


Response: We thank the commenters 
for expressing their concerns. As noted 
in the proposed rule (83 FR 32368), the 
decrease in compensation cost weight of 
2.4 percentage points is attributable to 
both employed compensation (wages 


and salaries and benefits for employees) 
and direct patient care contract labor 
costs as reported in the MCR data. The 
decreased labor-related share is 
implemented in a budget neutral 
manner, which is consistent with the 
policies for implementing the annual 
recalibration of the case-mix weights 
and update of the home health wage 
index in a budget neutral manner. 


Comment: A commenter stated that 
HHAs have received only one positive 
inflation update since 2011 and that this 
has left them behind in their ability to 


attract and retain medically trained 
personnel. 


Response: The home health market 
basket growth rate measures input price 
inflation associated with providing 
home health services. We disagree with 
the commenter that home health 
agencies have only received one 
positive inflation update since 2011 as 
the market basket update has been 
approximately 2 percent or higher 
annually. The table 24 shows the home 
health market basket updates and 
productivity adjustments from CY 2011 
to CY 2018. 


Over the 2011 to 2018 time period, 
the home health market basket update 
and home health payment rates have 
been reduced to reflect other statutorily 
required adjustments (such as the MFP 
adjustment (required by section 
1895(b)(3)(B)(vi) of the Social Security 
Act), and rebasing adjustments to the 
national, standardized 60-day episode 
payment rates (required under section 
3131(a) of the Patient Protection and 
Affordable Care Act of 2010 (Pub. L. 
111–148), as amended by the Health 
Care and Education Reconciliation Act 
of 2010 (Pub. L. 111–152)). In some 
years, this has resulted in the 60-day 
episode payment rates being less than in 
prior years. The rationale and 
methodology regarding these other 
adjustments, along with CMS response 
to comments, can be found in prior CY 
HH PPS proposed and final rules. 


We would note, however, that since 
PPS implementation and particularly 
over the 2011 to 2016 time period, 
according to MedPAC, freestanding 
home health agency margins have 
averaged roughly 14 percent. 
Furthermore, as shown in the 2016- 
based home health market basket, 
approximately 76 percent of home 
health costs are compensation costs; 
therefore, we disagree with the 
commenter’s claims that they are unable 
to attract and retain medically trained 
personnel due to insufficient payment 
updates. 


Comment: While several commenters 
commended and supported CMS on 
recognizing the need for an increase in 
home health payments per 60-day 
episode, MedPAC commented that this 
increase is not warranted based on their 
analysis of payment adequacy. 


Response: We note that we are 
statutorily required to update the 
payment rates under the prospective 
payment system by the home health 
payment update percentage in 
accordance with section 1895(b)(3)(B) of 
the Act. 


Final Decision: After considering all 
comments received on the proposed 
payment rate update for CY 2019, we 
are finalizing the application of the 
wage index budget neutrality factor 
(which includes making the change in 
the labor-related share budget neutral), 
the case-mix adjustment budget 
neutrality factor and the home health 
payment update percentage in updating 
the home health payment rates for CY 
2019 as proposed. 
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D. Rural Add-On Payments for CYs 
2019 Through 2022 


1. Background 


Section 421(a) of the MMA required, 
for HH services furnished in a rural area 
(as defined in section 1886(d)(2)(D) of 
the Act), for episodes or visits ending on 
or after April 1, 2004, and before April 
1, 2005, that the Secretary increase the 
payment amount that otherwise would 
have been made under section 1895 of 
the Act for the services by 5 percent. 


Section 5201 of the DRA amended 
section 421(a) of the MMA. The 
amended section 421(a) of the MMA 
required, for HH services furnished in a 
rural area (as defined in section 
1886(d)(2)(D) of the Act), on or after 
January 1, 2006, and before January 1, 
2007, that the Secretary increase the 
payment amount otherwise made under 
section 1895 of the Act for those 
services by 5 percent. 


Section 3131(c) of the Affordable Care 
Act amended section 421(a) of the MMA 
to provide an increase of 3 percent of 
the payment amount otherwise made 
under section 1895 of the Act for HH 
services furnished in a rural area (as 
defined in section 1886(d)(2)(D) of the 
Act), for episodes and visits ending on 
or after April 1, 2010, and before 
January 1, 2016. 


Section 210 of the MACRA amended 
section 421(a) of the MMA to extend the 
rural add-on by providing an increase of 


3 percent of the payment amount 
otherwise made under section 1895 of 
the Act for HH services provided in a 
rural area (as defined in section 
1886(d)(2)(D) of the Act), for episodes 
and visits ending before January 1, 2018. 


Section 50208(a) of the Bipartisan 
Budget Act of 2018 amended section 
421(a) of the MMA to extend the rural 
add-on by providing an increase of 3 
percent of the payment amount 
otherwise made under section 1895 of 
the Act for HH services provided in a 
rural area (as defined in section 
1886(d)(2)(D) of the Act), for episodes 
and visits ending before January 1, 2019. 


2. Rural Add-On Payments for CYs 2019 
Through 2022 


Section 50208(a)(1)(D) of the BBA of 
2018 adds a new subsection (b) to 
section 421 of the MMA to provide rural 
add-on payments for episodes and visits 
ending during CYs 2019 through 2022. 
It also mandates implementation of a 
new methodology for applying those 
payments. Unlike previous rural add- 
ons, which were applied to all rural 
areas uniformly, the extension provides 
varying add-on amounts depending on 
the rural county (or equivalent area) 
classification by classifying each rural 
county (or equivalent area) into one of 
three distinct categories: (1) Rural 
counties and equivalent areas in the 
highest quartile of all counties and 
equivalent areas based on the number of 


Medicare home health episodes 
furnished per 100 individuals who are 
entitled to, or enrolled for, benefits 
under part A of Medicare or enrolled for 
benefits under part B of Medicare only, 
but not enrolled in a Medicare 
Advantage plan under part C of 
Medicare (the ‘‘High utilization’’ 
category); (2) rural counties and 
equivalent areas with a population 
density of 6 individuals or fewer per 
square mile of land area and are not 
included in the ‘‘High utilization’’ 
category (the ‘‘Low population density’’ 
category); and (3) rural counties and 
equivalent areas not in either the ‘‘High 
utilization’’ or ‘‘Low population 
density’’ categories (the ‘‘All other’’ 
category). 


The proposed rule outlined how we 
categorized rural counties (or equivalent 
areas) into the three distinct categories 
outlined in section 50208 of the BBA of 
2018 based on CY 2015 claims data and 
2015 data from the Medicare Beneficiary 
Summary File, as well as 2010 Census 
data. The rural add-on percentages and 
duration of rural add-on payments 
outlined in law are shown in Table 25. 
The HH Pricer module, located within 
CMS’ claims processing system, will 
increase the base payment rates 
provided in Tables 16 through 23 by the 
appropriate rural add-on percentage 
prior to applying any case-mix and wage 
index adjustments. 


The proposed rule further described 
the provisions of section 50208(a)(2) of 
the Bipartisan Budget Act of 2018, 
which amended section 1895(c) of the 
Act by adding a new requirement set out 
at section 1895(c)(3) of the Act. This 
requirement states that no claim for 
home health services may be paid 
unless ‘‘in the case of home health 
services furnished on or after January 1, 
2019, the claim contains the code for the 
county (or equivalent area) in which the 
home health service was furnished.’’ 
This information will be necessary in 
order to calculate the rural add-on 
payments. We proposed that HHAs 
enter the FIPS state and county code, 
rather than the SSA state and county 
code, on the claim. 


The data used to categorize each 
county or equivalent area is available in 
the Downloads section associated with 
the publication of the proposed rule at: 
https://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HomeHealthPPS/Home-Health-
Prospective-Payment-System-
Regulations-and-Notices-Items/CMS-
1689-P.html. In addition, an Excel file 
containing the rural county or 
equivalent area names, their FIPS state 
and county codes, and their designation 
into one of the three rural add-on 
categories is available for download. 


The following is a summary of the 
public comments received on the 
proposal for Rural Add-on Payments for 


CYs 2019 through 2022 and our 
responses: 


Comment: A commenter stated that 
they do not object to the methodology 
used by CMS in implementing the rural 
add-on payments for CYs 2019–CY 
2022, but they request that CMS ask 
Congress to modify and reauthorize the 
three percent rural safeguard for all 
rural counties to ensure access to home 
health services by Medicare 
beneficiaries in rural areas. Some 
commenters suggested that the cost 
reports indicate FFS margins are at 5 
percent or below, which they suggested 
reflects the high cost of travel in rural 
areas and the cost of staffing of visits 
into rural areas. The commenters 
indicated that many margins included 
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the 3 percent rural add-on, thereby 
further justifying the continuation of the 
rural-add on payments. Several 
commenters expressed concern with the 
reduction and elimination of the rural 
add-on payments suggesting that 
without the payments it would make 
caring for home health patients in rural 
areas a challenge. Many urged CMS to 
continue providing rural add-on 
payments after 2022 so that 
beneficiaries in rural communities 
continue to have access to home health 
services. Several commenters suggested 
that CMS establish a workgroup to 
examine rural costs and how best to 
address those costs with an add-on 
payment. 


Response: Section 421(a) of the MMA, 
as amended by section 50208 of the 
BBA of 2018, provides a 3 percent rural 
add-on for HH services provided in a 
rural area for episodes and visits ending 
before January 1, 2019. Section 421(b)(1) 
of the MMA, as amended by section 
50208 of the BBA of 2018, stipulates the 
percentage of rural add-on payments by 
rural county (or equivalent area) 
classification for episodes and visits 
ending during CYs 2019 through 2022, 
as provided in Table 25. As these are 
statutory requirements, we do not have 
the authority to provide a 3 percent 
rural add-on for episodes and visits 
ending on or after January 1, 2019 across 
all rural areas, or to extend rural add-on 
payments beyond the duration of the 
period for which rural add-on payment 
are in place under section 421(b)(1) of 
the MMA. However, we plan to 
continue to monitor the costs associated 
with providing home health care in 
rural versus urban areas. 


Comment: MedPAC stated that the 
rural payment add-on policy for 2019 is 
an improvement that better targets 
Medicare’s scarce resources. They 
further stated that average utilization is 
not significantly different between 
urban and rural areas, but there is some 
variation around this average, with 
high-and-low use areas found in 
counties. They commented that the 
proposed policy targets payments to 
areas with lower population density and 
limits payments to rural areas with 
higher utilization. 


Response: We thank MedPAC for their 
comments. 


Comment: A commenter 
recommended that CMS research the 
impact the rural add-on extension will 
have on low population density areas 
particularly with the proposal to move 
to the cost per minute plus non-routine 
supplies approach in estimating 
resource use under the PDGM. 


Response: We thank the commenter 
for this suggestion. We will continue 


monitoring the impacts due to policy 
changes, including the changes in rural 
add-on payments for CYs 2019 through 
2022, and will provide the industry 
with periodic updates on our analysis in 
rulemaking and/or announcements on 
the HHA Center web page at: https://
www.cms.gov/Center/Provider-Type/ 
Home-Health-Agency-HHA-Center.html. 


Comment: Several commenters stated 
that a HHA may have demographic 
changes within the four-year period and 
that they should be able to retract and 
change their category of rural counties 
or equivalent areas for the HH rural add- 
on payment. 


Response: Section 421(b)(2)(a) of the 
MMA provides that the Secretary shall 
make a determination only for a single 
time as to which category under 
sections 421(b)(1)(A) (the ‘‘High 
utilization’’ category), 421(b)(1)(B) (the 
‘‘Low population density’’ category), or 
421(b)(1)(C) (the ‘‘All other’’ category) of 
the MMA that a rural county or 
equivalent area is classified into, and 
that the determination applies for the 
duration of the period for which rural 
add-on payments are in place under 
section 421(b) of the MMA. As these are 
statutory requirements, we do not have 
the authority to allow the changes to 
rural county or equivalent area 
classifications suggested by the 
commenters. 


Final Decision: We are finalizing the 
policies for the provision of rural add- 
on payments for CY 2019 through CY 
2022 in accordance with section 50208 
of the BBA of 2018, which adds a new 
subsection to section to 421 of the 
MMA. This includes finalizing the 
designations of rural counties (or 
equivalent areas) into their respective 
categories as outlined in the excel files 
published on the HHA center web page 
in conjunction with the CY 2019 HH 
PPS proposed rule: https://
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/HomeHealthPPS/ 
Home-Health-Prospective-Payment-
System-Regulations-and-Notices-Items/ 
CMS-1689-P.html?DLPage=1&DL
Entries=10&DLSort=2&DLSort
Dir=descending. 


E. Payments for High-Cost Outliers 
Under the HH PPS 


1. Background 


Section 1895(b)(5) of the Act allows 
for the provision of an addition or 
adjustment to the home health payment 
amount otherwise made in the case of 
outliers because of unusual variations in 
the type or amount of medically 
necessary care. Under the HH PPS, 
outlier payments are made for episodes 
whose estimated costs exceed a 


threshold amount for each Home Health 
Resource Group (HHRG). The episode’s 
estimated cost was established as the 
sum of the national wage-adjusted per- 
visit payment amounts delivered during 
the episode. The outlier threshold for 
each case-mix group or Partial Episode 
Payment (PEP) adjustment is defined as 
the 60-day episode payment or PEP 
adjustment for that group plus a fixed- 
dollar loss (FDL) amount. For the 
purposes of the HH PPS, the FDL 
amount is calculated by multiplying the 
HH FDL ratio by a case’s wage-adjusted 
national, standardized 60-day episode 
payment rate, which yields an FDL 
dollar amount for the case. The outlier 
threshold amount is the sum of the wage 
and case-mix adjusted PPS episode 
amount and wage-adjusted FDL amount. 
The outlier payment is defined to be a 
proportion of the wage-adjusted 
estimated cost beyond the wage- 
adjusted threshold. The proportion of 
additional costs over the outlier 
threshold amount paid as outlier 
payments is referred to as the loss- 
sharing ratio. 


As we noted in the CY 2011 HH PPS 
final rule (75 FR 70397 through 70399), 
section 3131(b)(1) of the Affordable Care 
Act amended section 1895(b)(3)(C) of 
the Act, and required the Secretary to 
reduce the HH PPS payment rates such 
that aggregate HH PPS payments were 
reduced by 5 percent. In addition, 
section 3131(b)(2) of the Affordable Care 
Act amended section 1895(b)(5) of the 
Act by redesignating the existing 
language as section 1895(b)(5)(A) of the 
Act, and revising the language to state 
that the total amount of the additional 
payments or payment adjustments for 
outlier episodes could not exceed 2.5 
percent of the estimated total HH PPS 
payments for that year. Section 
3131(b)(2)(C) of the Affordable Care Act 
also added section 1895(b)(5)(B) of the 
Act which capped outlier payments as 
a percent of total payments for each 
HHA at 10 percent. 


As such, beginning in CY 2011, we 
reduce payment rates by 5 percent and 
target up to 2.5 percent of total 
estimated HH PPS payments to be paid 
as outliers. To do so, we first returned 
the 2.5 percent held for the target CY 
2010 outlier pool to the national, 
standardized 60-day episode rates, the 
national per visit rates, the LUPA add- 
on payment amount, and the NRS 
conversion factor for CY 2010. We then 
reduced the rates by 5 percent as 
required by section 1895(b)(3)(C) of the 
Act, as amended by section 3131(b)(1) of 
the Affordable Care Act. For CY 2011 
and subsequent calendar years we target 
up to 2.5 percent of estimated total 
payments to be paid as outlier 
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payments, and apply a 10 percent 
agency-level outlier cap. 


In the CY 2017 HH PPS proposed and 
final rules (81 FR 43737 through 43742 
and 81 FR 76702), we described our 
concerns regarding patterns observed in 
home health outlier episodes. 
Specifically, we noted that the 
methodology for calculating home 
health outlier payments may have 
created a financial incentive for 
providers to increase the number of 
visits during an episode of care in order 
to surpass the outlier threshold; and 
simultaneously created a disincentive 
for providers to treat medically complex 
beneficiaries who require fewer but 
longer visits. Given these concerns, in 
the CY 2017 HH PPS final rule (81 FR 
76702), we finalized changes to the 
methodology used to calculate outlier 
payments, using a cost-per-unit 
approach rather than a cost-per-visit 
approach. This change in methodology 
allows for more accurate payment for 
outlier episodes, accounting for both the 
number of visits during an episode of 
care and also the length of the visits 
provided. Using this approach, we now 
convert the national per-visit rates into 
per 15-minute unit rates. These per 15- 
minute unit rates are used to calculate 
the estimated cost of an episode to 
determine whether the claim will 
receive an outlier payment and the 
amount of payment for an episode of 
care. In conjunction with our finalized 
policy to change to a cost-per-unit 
approach to estimate episode costs and 
determine whether an outlier episode 
should receive outlier payments, in the 
CY 2017 HH PPS final rule we also 
finalized the implementation of a cap on 
the amount of time per day that would 
be counted toward the estimation of an 
episode’s costs for outlier calculation 
purposes (81 FR 76725). Specifically, 
we limit the amount of time per day 
(summed across the six disciplines of 
care) to 8 hours (32 units) per day when 
estimating the cost of an episode for 
outlier calculation purposes. 


We plan to publish the cost-per-unit 
amounts for CY 2019 in the rate update 
change request, which is issued after the 
publication of the CY 2019 HH PPS final 
rule. We note that in the CY 2017 HH 
PPS final rule (81 FR 76724), we stated 
that we did not plan to re-estimate the 
average minutes per visit by discipline 
every year. Additionally, we noted that 
the per-unit rates used to estimate an 
episode’s cost will be updated by the 
home health update percentage each 
year, meaning we would start with the 
national per- visit amounts for the same 
calendar year when calculating the cost- 
per-unit used to determine the cost of an 
episode of care (81 FR 76727). We note 


that we will continue to monitor the 
visit length by discipline as more recent 
data become available, and we may 
propose to update the rates as needed in 
the future. 


2. Fixed Dollar Loss (FDL) Ratio 
For a given level of outlier payments, 


there is a trade-off between the values 
selected for the FDL ratio and the loss- 
sharing ratio. A high FDL ratio reduces 
the number of episodes that can receive 
outlier payments, but makes it possible 
to select a higher loss-sharing ratio, and 
therefore, increase outlier payments for 
qualifying outlier episodes. 
Alternatively, a lower FDL ratio means 
that more episodes can qualify for 
outlier payments, but outlier payments 
per episode must then be lower. 


The FDL ratio and the loss-sharing 
ratio must be selected so that the 
estimated total outlier payments do not 
exceed the 2.5 percent aggregate level 
(as required by section 1895(b)(5)(A) of 
the Act). Historically, we have used a 
value of 0.80 for the loss-sharing ratio 
which, we believe, preserves incentives 
for agencies to attempt to provide care 
efficiently for outlier cases. With a loss- 
sharing ratio of 0.80, Medicare pays 80 
percent of the additional estimated costs 
above the outlier threshold amount. 


Simulations based on CY 2015 claims 
data (as of June 30, 2016) completed for 
the CY 2017 HH PPS final rule showed 
that outlier payments were estimated to 
represent approximately 2.84 percent of 
total HH PPS payments in CY 2017, and 
as such, we raised the FDL ratio from 
0.45 to 0.55. We stated that raising the 
FDL ratio to 0.55, while maintaining a 
loss-sharing ratio of 0.80, struck an 
effective balance of compensating for 
high-cost episodes while still meeting 
the statutory requirement to target up to, 
but no more than, 2.5 percent of total 
payments as outlier payments (81 FR 
76726). The national, standardized 60- 
day episode payment amount is 
multiplied by the FDL ratio. That 
amount is wage-adjusted to derive the 
wage-adjusted FDL amount, which is 
added to the case-mix and wage- 
adjusted 60-day episode payment 
amount to determine the outlier 
threshold amount that costs have to 
exceed before Medicare would pay 80 
percent of the additional estimated 
costs. 


In the CY 2019 proposed rule, we 
simulated payments using preliminary 
CY 2017 claims data (as of March 2, 
2018) and the CY 2018 HH PPS payment 
rates (82 FR 51676), and estimated that 
outlier payments in CY 2018 would 
comprise 2.30 percent of total payments 
and approximately 2.32 percent of total 
HH PPS payments in CY 2019. Our 


simulations showed that the FDL ratio 
would need to be changed from 0.55 to 
0.51 to pay up to, but no more than, 2.5 
percent of total payments as outlier 
payments in CY 2019. 


Given the statutory requirement that 
total outlier payments not exceed 2.5 
percent of the total payments estimated 
to be made based under the HH PPS, in 
the CY 2019 proposed rule, we 
proposed to lower the FDL ratio for CY 
2019 from 0.55 to 0.51 to better 
approximate the 2.5 percent statutory 
maximum. However, we noted that we 
were not proposing a change to the loss- 
sharing ratio (0.80) for the HH PPS to 
remain consistent with payment for 
high-cost outliers in other Medicare 
payment systems (for example, IRF PPS, 
IPPS, etc.). 


Using updated CY 2017 claims data 
(as of June 30, 2018) and the final CY 
2019 payment rates presented in section 
III.C of this final rule with comment 
period, we estimate that outlier 
payments would continue to constitute 
approximately 2.47 percent of total HH 
PPS payments in CY 2019 under the 
current outlier methodology. Given the 
statutory requirement to target up to, but 
no more than, 2.5 percent of total 
payments as outlier payments, we 
believe that modifying the FDL ratio 
from 0.55 to 0.51 with a loss-sharing 
ratio of 0.80 is appropriate given the 
percentage of outlier payments 
projected for CY 2019. 


3. Home Health Outlier Payments: 
Clinical Examples 


In the CY 2019 HH PPS proposed 
rule, we also described clinical 
examples of how care for a patient with 
ALS could qualify for an additional 
outlier payment, which would serve to 
offset unusually high costs associated 
with providing home health to a patient 
with unusual variations in the amount 
of medically necessary care. (83 FR 
32340). 


The following is a summary of the 
comments received on outlier payments 
under the HH PPS and our responses. 


Comment: Several commenters 
recommended that CMS conduct a more 
detailed analysis to determine whether 
the total cap of 2.5 percent of total 
payments as outlier payments is 
adequate or whether it needs to be 
increased for future years, particularly 
given the expected change in Medicare 
beneficiary demographics anticipated in 
the coming years. 


Response: As established in section 
1895(b)(5) of the Act, both the 2.5 
percent target of outlier payments to 
total home health payments and the 10- 
percent cap on outlier payments at the 
home health agency level are statutory 
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requirements. Therefore, we do not have 
the authority to adjust or eliminate the 
10-percent cap or increase the 2.5- 
percent target amount. However, we 
will continue to evaluate for the 
appropriateness of those elements of the 
outlier policy that may be modified, 
including the FDL and the loss-sharing 
ratio. We note that other Medicare 
payment systems with outlier payments, 
such as the IRF PPS and IPPS, annually 
reassess the fixed-loss cost outlier 
threshold amount. Adjusting the outlier 
threshold amount in order to target the 
statutorily required percentage of total 
payments as outlier payments is 
standard practice. 


Comment: A commenter 
recommended that CMS eliminate 
outlier payments in their entirety. 


Response: We believe that section 
1895(b)(5)(A) of the Act allows the 
Secretary the discretion as to whether or 
not to have an outlier policy under the 
HH PPS. However, we also believe that 
outlier payments are beneficial in that 
they help mitigate the incentive for 
HHAs to avoid patients that may have 
episodes of care that result in unusual 
variations in the type or amount of 
medically necessary care. The outlier 
system is meant to help address extra 
costs associated with extra, and 
potentially unpredictable, medically 
necessary care. We note that we plan to 
continue evaluating whether or not an 
outlier policy remains appropriate as 
well as ways to maintain an outlier 
policy for episodes that incur unusually 
high costs due to patient care needs. 


Comment: Several commenters 
suggested that we include the cost of 
supplies in our outlier calculations as 
the inclusion of the cost of supplies as 
opposed to the estimated costs would 
yield more accurate payment totals to be 
used for determination of outlier 
payments. 


Response: We appreciate the 
commenters’ suggestion regarding the 
inclusion of supplies in the outlier 
calculations. In order to incorporate 
supply costs into the outlier calculation, 
significant systems modifications would 
be required. However, we will consider 
whether to add supply costs to the 
outlier calculations and evaluate 
whether such a policy change is 
appropriate for future rulemaking. 


Comment: A commenter expressed 
concerns about the per-unit outlier 
approach established in 2017, stating 
that the assumptions regarding this 
policy change were not accurate, 
thereby leading to difficulties in the 
HHA community. The commenter 
further suggested that if the outlier 
provision is to continue for CY2019, 


then we should revert to the per-visit 
approach. 


Response: We appreciate the 
commenter’s feedback regarding the 
revisions to the methodology utilized to 
calculate outliers in the HH PPS. We 
maintain that the transition to the per- 
unit approach advanced our objectives 
of better aligning payment with the 
costs of providing care, but we will 
continue to monitor the impact of this 
policy change as more recent data 
become available, and we may propose 
to modify the outlier policy approaches 
as needed in the future. 


Comment: Several commenters 
expressed support for the clinical 
examples provided in the CY 2019 
proposed rule and appreciated the 
descriptions of how an outlier payment 
may be made for the provision of care 
for patients living with significant 
longer-term and debilitating conditions, 
including ALS. 


Response: We appreciate the 
commenters’ support and hope that the 
examples illustrating how HHAs could 
be paid by Medicare for providing care 
to patients with higher resource use in 
their homes served to highlight that a 
patient’s condition does not need to 
improve for home health services to be 
covered by Medicare. We likewise hope 
that the examples helped to provide a 
better understanding of Medicare 
coverage policies and how outlier 
payments promote access to home 
health services for such patients under 
the HH PPS. 


Comment: A commenter requested 
that we identify specific diseases, like 
ALS, that the commenter asserts are 
systematically underpaid and exclude 
outlier payments for such patients from 
the fixed dollar loss amount and cost 
sharing percentage up to the full 
reasonable cost of care at those agencies 
accepting them for care. Additionally, 
the commenter suggested that we 
separately identify those agencies in 
each area who agree to accept high cost 
ALS patients under the aforementioned 
exception. Moreover, the commenter 
suggested that we undertake a 
demonstration to test whether an 
alternative payment mechanism under 
the home health benefit similar to 
Disproportionate Share Payments or a 
Special Needs Plans would provide full 
access to home health care for ALS and 
similar patients as well as a 
demonstration of a bridge program that 
is a combination of the appropriate 
features of the Medicare home health 
and hospice benefits that the commenter 
asserts would constitute a cost-effective 
alternative to the use of both benefits 
and assure access to patients needing 
‘‘Advanced Disease Management’’ 


(ADM), blending curative treatment 
approaches of home health and the 
palliative care benefits of hospice in a 
manner that allows a seamless transition 
for persons whose disease process is 
highly likely to advance and result in 
death within a two-year period. 


Response: We appreciate the 
commenter’s feedback regarding the 
suggested modifications to the home 
health outlier calculation as well as the 
recommendation for possible 
demonstrations related to home health 
cases that may qualify for an outlier 
payment. We maintain that section 
1895(b)(5)(A) of the Act allows the 
Secretary the discretion as to whether or 
not to have an outlier policy under the 
HH PPS and we believe that outlier 
payments are beneficial in that they 
help mitigate the incentive for HHAs to 
avoid patients that may have episodes of 
care that result in unusual variations in 
the type or amount of medically 
necessary care. The outlier system is 
meant to help address extra costs 
associated with extra, and potentially 
unpredictable, medically necessary care. 
The outlier calculation is based upon 
total payments within the HH PPS and 
we do not believe it would be 
appropriate to exclude certain cases 
from the overall calculation or to make 
additional payments to certain 
providers that offer services to home 
health beneficiaries with a certain 
clinical profile. Regarding the 
possibility of a demonstration for those 
beneficiaries with high resource use, we 
will consider the comments as we 
develop new models through the Center 
for Medicare and Medicaid Innovation. 
We note that we would need to 
determine whether such a model would 
meet the statutory requirements to be 
expected to reduce Medicare 
expenditures and preserve or enhance 
the quality of care for beneficiaries. 


Final Decision: We are finalizing the 
change to the FDL ratio or loss sharing 
ratio for CY 2019. We are establishing 
an FDL ratio of 0.51 with a loss-sharing 
ratio of 0.80 for CY 2019. We will 
continue to monitor outlier payments 
and continue to explore ways to 
maintain an outlier policy for episodes 
that incur unusually high costs. 


F. Implementation of the Patient-Driven 
Groupings Model (PDGM) for CY 2020 


1. Summary of the Proposed PDGM 
Model, Data, and File Construction 


To better align payment with patient 
care needs and better ensure that 
clinically complex and ill beneficiaries 
have adequate access to home health 
care, we proposed case-mix 
methodology refinements through the 
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implementation of the Patient-Driven 
Groupings Model (PDGM). We proposed 
to implement the PDGM for home 
health periods of care beginning on or 
after January 1, 2020. The PDGM: Uses 
30-day periods of care rather than 60- 
day episodes of care as the unit of 
payment, as required by section 
51001(a)(1)(B) of the BBA of 2018; 
eliminates the use of the number of 
therapy visits provided to determine 
payment, as required by section 
51001(a)(3)(B) of the BBA of 2018; and 
relies more heavily on clinical 
characteristics and other patient 
information (for example, diagnosis, 
functional level, comorbid conditions, 
admission source) to place patients into 
clinically meaningful payment 
categories. 


Costs during an episode/period of 
care are estimated based on the concept 
of resource use, which measures the 
costs associated with visits performed 
during a home health episode/period. 
For the current HH PPS case-mix 
weights, we use Wage Weighted 
Minutes of Care (WWMC), which uses 
data from the Bureau of Labor Statistics 
(BLS) reflecting the Home Health Care 
Service Industry. For the PDGM, we 
proposed shifting to a Cost-Per-Minute 
plus Non-Routine Supplies (CPM + 
NRS) approach, which uses information 
from the Medicare Cost Report. The 
CPM + NRS approach incorporates a 
wider variety of costs (such as 
transportation) compared to the BLS 
estimates and the costs are available for 
individual HHA providers while the 
BLS costs are aggregated for the Home 
Health Care Service industry. 


Similar to the current payment 
system, we proposed that 30-day 
periods under the PDGM would be 
classified as ‘‘early’’ or ‘‘late’’ depending 
on when they occur within a sequence 
of 30-day periods. Under the current HH 
PPS, the first two 60-day episodes of a 
sequence of adjacent 60-day episodes 
are considered early, while the third 60- 
day episode of that sequence and any 
subsequent episodes are considered late. 
Under the PDGM, we proposed that the 
first 30-day period would be classified 
as early and all subsequent 30-day 
periods in the sequence (second or later) 
would be classified as late. We proposed 
to adopt this episode timing 
classification for 30-day periods with 
the implementation of the PDGM. 
Similar to the current payment system, 
we proposed that a 30-day period could 
not be considered early unless there was 
a gap of more than 60 days between the 
end of one period and the start of 
another. The comprehensive assessment 
would still be completed within 5 days 
of the start of care date and completed 


no less frequently than during the last 
5 days of every 60 days beginning with 
the start of care date, as currently 
required by § 484.55, ‘‘Condition of 
participation: Comprehensive 
assessment of patients.’’ 


Under the PDGM, we proposed that 
each 30-day period would also be 
classified into one of two admission 
source categories—community or 
institutional—depending on what 
healthcare setting was utilized in the 14 
days prior to home health. The 30-day 
period would be categorized as 
institutional if an acute or post-acute 
care stay occurred within the prior 14 
days to the start of the 30-day period of 
care. The 30-day period would be 
categorized as community if there was 
no acute or post-acute care stay in the 
14 days prior to the start of the 30-day 
period of care. 


We proposed further grouping 30-day 
periods into one of six clinical groups 
based on the principal diagnosis. The 
principal diagnosis reported would 
provide information to describe the 
primary reason for which patients were 
receiving home health services under 
the Medicare home health benefit. The 
proposed six clinical groups, were as 
follows: 


• Musculoskeletal Rehabilitation. 
• Neuro/Stroke Rehabilitation. 
• Wounds- Post-Op Wound Aftercare 


and Skin/Non-Surgical Wound Care. 
• Complex Nursing Interventions. 
• Behavioral Health Care. 
• Medication Management, Teaching 


and Assessment (MMTA). 
Under the PDGM, we proposed that 


each 30-day period would be placed 
into one of three functional impairment 
levels. The level would indicate if, on 
average, given the HHA’s responses on 
certain functional OASIS questions, a 
30-day period was predicted to have 
higher costs or lower costs. For each of 
the six clinical groups, we proposed that 
total periods would be further classified 
into one of three functional impairment 
levels with roughly 33 percent of total 
30-day periods for all HHAs in each 
level. We determined how many periods 
of care would be in each functional 
impairment level based on the relative 
number of periods in a potential 
impairment level, and on the clustering 
of summed functional scores. The 
functional impairment level assignment 
under the PDGM is very similar to the 
functional level assignment in the 
current payment system. 


Finally, we proposed that 30-day 
periods would receive a comorbidity 
adjustment category based on the 
presence of secondary diagnoses. We 
proposed that, depending on a patient’s 
secondary diagnoses, a 30-day period 


may receive ‘‘no’’ comorbidity 
adjustment, a ‘‘low’’ comorbidity 
adjustment, or a ‘‘high’’ comorbidity 
adjustment. For low-utilization payment 
adjustments (LUPAs) under the PDGM, 
we proposed that the LUPA threshold 
would vary for a 30-day period under 
the PDGM depending on the PDGM 
payment group to which it was 
assigned. For each payment group, we 
proposed to use the 10th percentile 
value of visits to create a payment group 
specific LUPA threshold with a 
minimum threshold of at least 2 visits 
for each group. 


The proposed rule further outlined 
the data file construction process for the 
PDGM-related analyses, including the 
claims data used, how the data were 
cleaned, how OASIS data were matched 
to claims data, how measures of 
resource use were constructed, and the 
total number of 30-day periods used for 
constructing the PDGM case-mix 
weights in the proposed rule (82 FR 
35297 through 35298). 


The following is a summary of general 
comments received on the proposals 
and our responses. 


Comment: Several commenters 
supported various elements of PDGM. 
There was broad support for moving 
from the current payment system to one 
that uses a broader clinical profile of the 
patient. There was also support for the 
budget neutral implementation of the 
PDGM and the elimination of the 
service utilization domain (that is, 
therapy thresholds). Other commenters 
indicated they supported the PDGM, but 
stated that implementation of the PDGM 
should be delayed until after January 1, 
2020 to provide assurances that there is 
sufficient information and guidance to 
HHAs, physicians, and Medicare 
Administrative Contractors (‘‘MACs’’) to 
ensure a smooth transition and no 
unintended consequences. Commenters 
also suggested that CMS implement the 
model incrementally or conduct a small 
scale demonstration of the model. 


Response: We thank the commenters 
for their support. Section 1895(b)(2)(B) 
of the Act, as added by section 
51001(a)(1) of the BBA of 2018, requires 
the Secretary to apply a 30-day unit of 
service (also referred to as unit of 
payment), effective January 1, 2020. In 
addition, section 1895(b)(4)(B)(ii) of the 
Act, as added by section 51001(a)(3)(B) 
of the BBA of 2018, requires CMS to 
remove therapy thresholds from the 
case-mix adjustment methodology used 
to adjust payments under the HH PPS 
for CY 2020 and subsequent years. The 
PDGM was developed in conjunction 
with a 30-day period of care and should 
be implemented simultaneously with 
the change in the length of the unit of 
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service. Attempting to implement the 
PDGM piecemeal could cause more 
burden and confusion, compared to 
implementing the entire model at the 
same time. With regards to conducting 
a demonstration, we note that a 
demonstration would likely only occur 
in selected areas with selected 
participants and therefore would paint a 
different picture of the effects of the 
model compared to what would 
otherwise occur on a national scale. 
Furthermore, section 1895 of the Act, as 
amended by the BBA of 2018, requires 
a change to the unit of payment and the 
elimination of therapy thresholds for all 
payments made under the HH PPS, 
rather than requiring CMS to conduct a 
demonstration. While we are finalizing 
our proposal to implement the PDGM 
beginning on January 1, 2020, we are 
sensitive to the concerns expressed by 
commenters regarding provider 
outreach, training, billing changes and 
systems updates needed to implement 
the PDGM. While we work toward an 
implementation date of January 1, 2020, 
we look forward to a continued dialogue 
with the industry on ways to provide 
sufficient guidance and training to 
ensure a smooth transition to the 30-day 
unit of payment and the PDGM. 


Comment: Several commenters asked 
about what types of training material 
will be available regarding the PDGM. A 
commenter asked if and when the 
claims processing manual will be 
updated to reflect the PDGM. 
Additionally, a commenter asked if 
CMS could develop an email mailbox 
for patients to offer feedback on the 
PDGM. 


Response: We appreciate comments 
about the need for guidance and training 
prior to the implementation of the 
PDGM. We agree with the commenters 
that this is an area that deserves 
attention and we plan to work with 
HHAs and other stakeholders to ensure 
a smooth transition between the current 
payment model and the PDGM. We will 
update the claims processing manual 
and we will provide education and 
support more broadly, which may 
include MLN articles, program 
instructions, national provider calls, 
and open door forums. Once the rule is 
finalized, we will begin updating the 
appropriate sections of the Home Health 
Agency Billing chapter in the Medicare 
Claims Processing Manual. For 
questions about the Home Health 
Prospective Payment System (HH PPS) 
and the Medicare home health benefit, 
individuals can email: 
HomehealthPolicy@cms.hhs.gov. 


Comment: Several commenters asked 
how CMS would monitor the PDGM. 
Specifically, commenters expressed 


concern that the PDGM may result in 
inappropriate practice patterns and that 
the PDGM might introduce claims 
processing issues that could cause 
delays in payment. A few commenters 
also indicated that the technical expert 
panel (TEP) convened in February, 2018 
should continue to stay involved with 
the implementation and roll-out of the 
PDGM in order to monitor outcomes. 


Response: We will continue to 
monitor the payment system as we have 
done since the inception of the benefit. 
We will closely monitor patterns related 
to utilization, including changes in the 
composition of patients receiving the 
home health benefit and the types and 
amounts of services they are receiving. 
CMS will also carefully pay attention to 
claims processing changes needed to 
implement the 30-day unit of payment 
and the PDGM in order to mitigate any 
issues that could cause delays in 
payment. We appreciated the help of the 
TEP and, if needed, we will continue to 
engage the TEP or another set of key 
stakeholders as we move forward with 
the implementation of the PDGM for 
January 1, 2020. 


Comment: Commenters stated there 
was limited involvement with the 
industry in the development of the 
PDGM. Some commenters indicated that 
CMS needs to perform studies and an 
evaluation of the work related to the 
PDGM and alternative payment models 
suggested, like the ‘‘Risk-Based Grouper 
Model’’. 


Response: We thank the commenters’ 
for their willingness to engage in 
discussion around the PDGM. Through 
notice and comment rulemaking and 
other processes, stakeholders always 
have the opportunity to reach out to 
CMS and provide suggestions for 
improvement in the payment 
methodology under the HH PPS. In the 
CY 2014 HH PPS final rule, we noted 
that we were continuing to work on 
improvements to our case-mix 
adjustment methodology and welcomed 
suggestions for improving such 
methodology as we continued in our 
case-mix research (78 FR 72287). The 
analyses and the ultimate development 
of an alternative case-mix adjustment 
methodology were shared with both 
internal and external stakeholders via 
technical expert panels, clinical 
workgroups, and special open door 
forums. We also provided high-level 
summaries on our case-mix 
methodology refinement work in the HH 
PPS proposed rules for CYs 2016 and 
2017 (80 FR 39839, and 81 FR 76702). 
A detailed technical report was posted 
on the CMS website in December of 
2016, additional technical expert panel 
and clinical workgroup webinars were 


held after the posting of the technical 
report, and a National Provider call 
occurred in January 2017 to further 
solicit feedback from stakeholders and 
the general public. The CY 2018 HH 
PPS proposed rule further solicited 
comments on a proposed alternative 
case-mix adjustment methodology— 
referred to as the home health groupings 
model, or HHGM. 


On February 1, 2018, CMS convened 
another TEP to gather perspectives and 
identify and prioritize recommendations 
from industry leaders, clinicians, 
patient representatives, and researchers 
with experience with home health care 
and/or experience in home health 
agency management regarding the case- 
mix adjustment methodology 
refinements described in the CY 2018 
HH PPS proposed rule (82 FR 35270), 
and alternative case-mix models 
submitted during 2017 as comments to 
the CY 2018 HH PPS proposed rule. 
During the TEP, there was a description 
and solicitation of feedback on the 
components of the proposed case-mix 
methodology refinement, such as 
resource use, 30-day periods, clinical 
groups, functional levels, comorbidity 
groups, and other variables used to 
group periods into respective case-mix 
groups. Also discussed were the 
comments received from the CY 2018 
HH PPS proposed rule, the creation of 
case-mix weights, and an open 
discussion to solicit feedback and 
recommendations for next steps. This 
TEP satisfied the requirement set forth 
in section 51001(b)(1) of the BBA of 
2018, which requires that at least one 
session of such a TEP be held between 
January 1, 2018 and December 31, 2018. 
In addition, section 51001(b)(3) of the 
BBA of 2018 requires the Secretary to 
issue a report to the Committee on Ways 
and Means and Committee on Energy 
and Commerce of the House of 
Representatives and the Committee on 
Finance of the Senate on the 
recommendations from the TEP 
members, no later than April 1, 2019. 
This report has already been completed 
and is available on the CMS HHA 
Center web page at: https://
www.cms.gov/center/provider-Type/ 
home-Health-Agency-HHA-Center.html. 
CMS addressed the Risk Based Grouper 
Model in the report to the Committee on 
Ways and Means and Committee on 
Energy and Commerce of the House of 
Representatives and the Committee on 
Finance of the Senate on the 
recommendations from the TEP 
members. Lastly, the CY 2019 HH PPS 
proposed rule solicited comment on the 
proposed PDGM. 


Comment: Several commenters 
requested that CMS describe how the 
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proposed PDGM would impact delivery 
and payment innovations, such as 
Accountable Care Organizations (ACOs) 
and Bundled Payments for Care 
Improvement (BPCI) Models 2 and 3. 
Other commenters requested that CMS 
describe how the proposed PDGM fits in 
with the IMPACT Act-directed post- 
acute care PPS and other payment 
system methodology changes in other 
settings. Other commenters indicated 
that the PDGM would hurt HHVBP and 
the star ratings. A commenter asked if 
the Review Choice Demonstration was 
still needed if PDGM was implemented 
and indicated that would cause 
additional burden. 


Response: BPCI Models 2 and 3 ended 
September 30, 2018; therefore, BPCI 
Models 2 and 3 would not be affected 
by PDGM implementation. CMS will 
determine whether any refinements are 
needed to the BPCI Advanced Model, a 
new payment and service delivery 
model that began on October 1, 2018, 
and any ACO programs and models, 
such as the Medicare Shared Savings 
Program and the Next Generation ACO 
Model as a result of PDGM 
implementation. We note that any 
changes determined to be necessary to 
the payment methodology used in the 
Medicare Shared Savings Program due 
to implementation of the PDGM would 
require notice and comment 
rulemaking. 


We believe that the proposed PDGM 
could assist with meeting the IMPACT 
Act requirement that the Secretary of 
Health and Human Services develop a 
technical prototype for a unified post- 
acute care (PAC) prospective payment 
system (PAC PPS). We believe many 
aspects of the PDGM could be used in 
a unified PAC PPS prototype so that 
payments under such a prototype would 
be based according to individual 
characteristics, as specified by the 
IMPACT Act. We do not believe that the 
PDGM will disrupt the HHVBP Model 
or the Home Health star ratings. The 
PDGM is a case-mix adjustment model 
intended to pay for services more 
accurately and we believe the HHVBP 
Model and the Home Health star ratings 
can continue unchanged when HHA 
periods of care are paid according to the 
case-mix adjustments of the PDGM. We 
do not believe the implementation of 
the PDGM will eliminate the rationale 
behind the proposed Review Choice 
Demonstration for Home Health 
Services. The PDGM is a case-mix 
adjustment model with the goal of better 
aligning home health payments with 
patient care needs and the cost of care, 
while the proposed Review Choice 
Demonstration for Home Health 
Services would be a demonstration 


aimed at assisting in the development of 
improved procedures to identify, 
investigate, and prosecute potential 
Medicare fraud occurring among HHAs 
providing services to Medicare 
beneficiaries. 


Comment: A commenter asked CMS 
to provide greater detail about the 
appeals process that will be available to 
help patients address any shortcomings 
in their care and/or coverage. In 
addition, the commenter stated that 
providers also should be able to appeal 
any inaccurate assignments to payment 
classifications. 


Response: The Advance Beneficiary 
Notice of Noncoverage (ABN) is issued 
by providers (including home health 
agencies and hospices), physicians, 
practitioners, and other suppliers to 
Original Medicare (fee-for-service) 
beneficiaries in situations where 
Medicare payment is expected to be 
denied for some or all services. When a 
home health patient gets an ABN, the 
ABN gives clear directions for getting an 
official decision from Medicare about 
payment for home health services and 
supplies and for filing an appeal. An 
HHA must also furnish a ‘‘Home Health 
Change of Care Notice’’ (HHCCN) to 
beneficiaries when the beneficiary’s 
home health plan of care is changing 
because the Agency reduces or stops 
providing home health services or 
supplies for business-related reasons or 
because the beneficiary’s physician 
changed orders for such services or 
supplies. An HHA must also furnish a 
‘‘Notice of Medicare Non-Coverage’’ 
(NOMNC) at least 2 days before all 
covered services end. When home 
health services are ending, beneficiaries 
may have the right to an expedited 
appeal if they believe the services are 
ending too soon. During an expedited 
appeal, a Beneficiary and Family 
Centered Care Quality Improvement 
Organization (BFCC–QIO) will examine 
the case and decide whether home 
health services need to continue. If the 
beneficiary is dissatisfied with the 
determination by the QIO, in 
accordance with § 405.1204, the 
beneficiary has the right to an expedited 
reconsideration by a Qualified 
Independent Contractor (QIC). If the 
beneficiary is dissatisfied with the 
determination by the QIC, the 
beneficiary then has the right to request 
an Administrative Law Judge hearing or 
review of a dismissal, Medicare Appeals 
Council review, and judicial review by 
a federal district court, so long as 
jurisdictional requirements are met (as 
outlined by 42 CFR part 405, subpart I). 


With regards to inaccurate 
assignments to payment classifications 
under the PDGM, corrections to 


payment classifications on claims will 
not require appealing the initial 
determination. Because the assignment 
of the payment classification will be 
performed by the claims system based 
on data reported by the HHA on the 
claim or the corresponding patient 
assessment, the provider could correct 
this information to change the 
assignment. The HHA could submit a 
correction OASIS assessment and 
subsequently adjust their claim after the 
corrected assessment is accepted, or 
simply correct the payment-related 
items on the claim (occurrence code, 
diagnosis code, etc.) and submit the 
adjusted claim. 


Comment: Another commenter asked 
CMS to review the current therapy 
assessment burden for providers and the 
time points in which those assessments 
need to be completed given that the 
PDGM does not use a service utilization 
domain. 


Response: Prior to January 1, 2015, 
therapy reassessments were required to 
be performed on or ‘‘close to’’ the 13th 
and 19th therapy visits and at least once 
every 30 days (75 FR 70372). As a 
reminder, in the CY 2015 HH PPS final 
rule, CMS eliminated the requirement 
for reassessments to be performed on or 
‘‘close to’’ the 13th and 19th visits. 
Instead, the current regulations at 
§ 409.44(c)(2)(B) require a qualified 
therapist (instead of an assistant) to 
provide the needed therapy service and 
functionally reassess the patient at least 
every 30 days. Where more than one 
discipline of therapy is being provided, 
a qualified therapist from each of the 
disciplines must provide the needed 
therapy service and functionally 
reassess the patient. 


Comment: A commenter indicated 
that under the PDGM those HHAs with 
lower margins will be paid less and 
those HHAs with higher margins will be 
paid more. Another commenter 
indicated that there should be a site of 
service adjustment for patients in 
assisted living as their needs are greater. 


Response: The goal of the PDGM is to 
more closely align payments with costs 
based on patient characteristics. The 
PDGM was not designed to help 
agencies achieve any particular margin. 
While a commenter noted that patients 
in assisted living facilities may have 
greater needs, we also note that an HHA 
may have lower costs when treating 
multiple patients within the same 
assisted living facility due to economies 
of scale (lower per visit costs due to 
transportation and other overhead costs 
spread over more visits). We will 
analyze data after implementation of the 
PDGM to determine whether a site of 
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service adjustment may be warranted in 
the future. 


Comment: Another commenter asked 
if CMS would reimburse 30-day periods 
without a skilled visit when a skilled 
visit exists for the 60-day episode and 
certification period. 


Response: Current regulation at 
§ 409.45(a) does not permit coverage of 
dependent services (home health aide 
services, medical social services, 
occupational therapy, durable medical 
equipment, medical supplies, or intern 
and resident services) furnished after 
the final qualifying skilled service 
(skilled nursing; physical therapy; 
speech-language pathology; or a 
continuing occupational therapy after 
the need for skilled nursing, physical 
therapy and/or speech-language 
pathology services have ceased), except 
when the dependent service was not 
followed by a qualifying skilled service 
as a result of the unexpected inpatient 
admission or death of the beneficiary, or 
due to some other unanticipated event. 
We did not propose to change the 
regulation regarding coverage of 
dependent services after qualifying 
skilled services have ceased in this rule. 
Therefore, we would not pay 30-day 
periods without a qualifying skilled 
service. Furthermore, HHAs should not 
be billing for dependent services that 
occur after the last qualifying skilled 
service, unless such services occurred 
due to an unexpected inpatient 
admission or death of the beneficiary, or 
due to some other unanticipated event. 


Comment: A commenter asked 
whether CMS would give guidance to 
MA plans to implement the PDGM. 
Another commenter asked how 
Medicare as a secondary payer would be 
impacted by the PDGM. 


Response: We acknowledge that some 
Medicare Advantage plans could change 
their payment models to mirror PDGM, 
while others may not change their 
payment models in relation to the 
changes finalized in this rule. It should 
be noted that, as private plans, Medicare 
Advantage plans do not have to use the 
FFS payment methodology. Medicare 
Advantage payment models for home 
health currently take a wide variety of 
forms and some may already be 
approximating the structure of PDGM, 
using patient characteristics rather than 
service utilization as the basis for 
payment. We will work generally with 
stakeholders, including these private 
plans, to help ensure that adequate 
education and resources are available 
for all parties. The implementation of 
the PDGM will have no impact on the 
Medicare as a secondary payer process. 


Final Decision: We are finalizing the 
change in the unit of payment from 60 


days to 30 days, effective for 30-day 
periods of care that start on or after 
January 1, 2020, as proposed and in 
accordance with the provisions in the 
BBA of 2018. In addition, we are 
finalizing the PDGM, with modification, 
also effective for 30-day periods of care 
that start on or after January 1, 2020. We 
are also finalizing the corresponding 
regulations text changes as described in 
section III.F.13 of this final rule with 
comment period. We will provide 
responses to more detailed comments 
regarding the PDGM and the calculation 
of the 30-day budget neutral payment 
amount for CY 2020 further in this final 
rule with comment period. 


2. Methodology Used To Calculate the 
Cost of Care 


To construct the case-mix weights for 
the PDGM proposal, the costs of 
providing care needed to be determined. 
A Wage-Weighted Minutes of Care 
(WWMC) approach is used in the 
current payment system based on data 
from the BLS. However, we proposed to 
adopt a Cost-per-Minute plus Non- 
Routine Supplies (CPM+NRS) approach, 
which uses information from HHA 
Medicare cost reports and home health 
claims. Under the proposed PDGM, we 
group periods of care into their case-mix 
groups taking into account admission 
source, timing, clinical group, 
functional level, and comorbidity 
adjustment. From there, the average 
resource use for each case-mix group 
dictates the group’s case-mix weight. 
We proposed that resource use is the 
estimated cost of visits recorded on the 
home health claim plus the cost of NRS 
recorded on the claims. The cost of NRS 
is generated by taking NRS charges on 
claims and converting them to costs 
using a NRS cost to charge ratio that is 
specific to each HHA. When NRS is 
factored into the average resource use, 
NRS costs are reflected in the average 
resource use that establishes the case- 
mix weights. Similar to the current 
system, NRS would still be paid 
prospectively under the PDGM, but the 
PDGM eliminates the separate case-mix 
adjustment model for NRS. See the 
proposed rule for more detail on the 
steps used to generate the measure of 
resource use under the proposed 
CPM+NRS approach (83 FR 32385 
through 32388). 


The following is a summary of the 
public comments received on the 
‘‘Methodology Used to Calculate the 
Cost of Care’’ proposal and our 
responses. 


Comment: Several commenters 
objected to the use of Medicare cost 
report data rather than Wage-Weighted 
Minutes of Care (WWMC) in the 


methodology used to calculate the cost 
of care. Commenters indicated that 
HHAs’ inputs, as demonstrated through 
cost reports, are not accurately reflecting 
the effects of changes in utilization, 
provider payments, and provider supply 
that have occurred over the past decade. 
They argue that the strength and utility 
of episode-specific cost depends on the 
accuracy and consistency of agencies’ 
reported charges, cost-to-charge ratios, 
and episode minutes and that there are 
no incentives for ensuring the accuracy 
of their cost reports; and therefore the 
data are presumptively inaccurate. 
Several commenters also indicated that 
the use of cost report data in lieu of 
WWMC favors facility-based agencies 
because they have the ability to allocate 
indirect overhead costs from their 
parent facilities to their service cost and 
argue that the PDGM will reward 
inefficient HHAs with historically high 
costs. Finally, a few commenters 
indicated that they would support the 
CPM+NRS approach only if HHA cost 
reports were audited. 


Response: We believe that the use of 
HHA Medicare cost reports better 
reflects changes in utilization, provider 
payments, and supply amongst 
Medicare-certified HHAs that occur over 
time. Under the WWMC approach, 
using the BLS average hourly wage rates 
for the entire home health care service 
industry does not reflect changes in 
Medicare home health utilization that 
impact costs, such as the allocation of 
overhead costs when Medicare home 
health visit patterns change. Using data 
from HHA Medicare cost reports better 
represents the total costs incurred 
during a 30-day period (including, but 
not limited to, direct patient care 
contract labor, overhead, and 
transportation costs), while the WWMC 
method provides an estimate of only the 
labor costs (wage and fringe benefit 
costs) related to direct patient care from 
patient visits that are incurred during a 
30-day period. We note the correlation 
coefficient between the two approaches 
to calculating resource use is equal to 
0.8537 (n=8,521,924). Correlation 
coefficients are used in statistics to 
measure how strong the relationship is 
between two variables. The closer to 1 
the stronger the relationship (zero 
means no relationship). Therefore, the 
relationship between using the 
CPM+NRS approach compared to the 
WWMC approach is very similar. In 
conjunction with this final rule with 
comment period, we posted an excel file 
on the HHA Center page that includes 
the case-mix weights produced using 
the proposed CPM+NRS approach and 
those produced using the current 
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10 https://www.cms.gov/center/provider-Type/ 
home-Health-Agency-HHA-Center.html. 


WWMC approach in calculating 
resource use.10 The correlation 
coefficient between the two sets of 
weights (CPM+NRS versus WWMC 
using BLS data) is 0.9806, meaning the 
two methods produce very similar case- 
mix weights. 


In response to comments regarding 
the accuracy of HHA Medicare cost 
report data, as we indicated in the 
proposed rule, we applied the trimming 
methodology described in detail in the 
‘‘Analyses in Support of Rebasing & 
Updating Medicare Home Health 
Payment Rates’’ Report available at: 
https://downloads.cms.gov/files/hhgm
%20technical%20report%
20120516%20sxf.pdf. This is also the 
trimming methodology outlined in the 
CY 2014 HH PPS proposed rule (78 FR 
40284) in determining the rebased 
national, standardized 60-day episode 
payment amount. For each discipline 
and for NRS, we also followed the 
methodology laid out in the ‘‘Rebasing 
Report’’ by trimming out values that fall 
in the top or bottom 1 percent of the 
distribution across all HHAs. This 
included the cost per visit values for 
each discipline and NRS cost-to-charge 
ratios that fall in the top or bottom 1 
percent of the distribution across all 
HHAs. Normalizing data by trimming 
out missing or extreme values is a 
widely accepted methodology both 
within CMS and amongst the health 
research community. In eliminating 
missing or questionable data with 
extreme values from the data we obtain 
a more robust measure of average costs 
per visit that is reliable for the purposes 
of establishing base payment amounts 
and case-mix weights under the HH 
PPS. Using HHA Medicare cost report 
data to establish the case-mix relative 
weight aligns with the use of this data 
in determining the base payment 
amount under the HH PPS. 
Furthermore, we would note that each 
HHA Medicare cost report is required to 
be certified by the Officer or Director of 
the home health agency as being true, 
correct, and complete, with potential 
penalties should any information in the 
cost report be a misrepresentation or 
falsification of information. The HHA 
Medicare Cost Report (MCR) Form 
(CMS–1728–94) with this certification 
statement is available at https://
www.cms.gov/Regulations-and- 
Guidance/Legislation/Paperwork
ReductionActof1995/PRA-Listing-Items/ 
CMS-1728-94.html. 


As always, we encourage providers to 
fill out the Medicare cost reports as 
accurately as possible. We remind the 


industry again that each home health 
cost report is required to be certified by 
the Officer or Director the home health 
agency. We also welcome suggestions 
for improving compliance and accuracy 
on cost reports within the current cost 
reporting forms. We will explore 
whether it is feasible to provide some 
sort of national, mandatory training on 
completing the Medicare HHA cost 
report form and whether and to what 
extent CMS can conduct more desk 
reviews and audits of Medicare HHA 
cost reports in the future. 


With regards to the case-mix weights 
rewarding inefficient providers with 
high costs or facility-based HHAs, each 
HHA’s costs impact only a portion of 
the calculation of the weights and costs 
are blended together across all HHAs. 
To put it simply, the payment regression 
was estimated using 8,521,924 30-day 
periods from 10,522 providers. On 
average, each provider contributed 841 
30-day periods to the payment 
regression, which is only 0.010 percent 
of all 30-day periods. Therefore, 
including or excluding any single HHA 
on average would not dramatically 
impact the results of the payment 
regression. Additionally, in the PDGM, 
we estimate the payment regression 
using provider-level fixed effects; 
therefore we are looking at the within 
provider variation in resource use. That 
is, we may find there are two HHAs 
with different cost structures (for 
example, HHA ‘‘A’’) has costs that are 
on average 1.5 times as high as HHA 
‘‘B’’) but both HHAs can still have 
similar patterns in resource use across 
their 30-day periods. Since the PDGM is 
controlling for the variation in the 
general costs for HHAs with high and 
lower costs, including those that have 
variation in costs due to being facility- 
based versus freestanding, we do not 
agree that using the CPM+NRS approach 
in estimating resource use introduces a 
bias that favors inefficient or facility- 
based HHAs. 


Comment: Several commenters stated 
that Non-Routine Supplies (NRS) 
should not be incorporated into the base 
rate and then wage-index adjusted. The 
industry stated that HHAs’ supply costs 
are approximately the same nationally, 
regardless of rural or urban locations 
and regardless of the wage-index. 
Commenters stated that including NRS 
in the base rate will penalize rural 
providers and unnecessarily overpay for 
NRS in high wage-index areas. Another 
commenter indicated that CMS should 
lower the labor-related share to account 
for NRS in the base payment rate. 


Response: As we noted in the CY 
2008 HH PPS final rule with comment, 
use of NRS is unevenly distributed 


across episodes of care in home health. 
In addition, the majority of episodes do 
not incur any NRS costs and, at that 
time, the current payment system 
overcompensated for episodes with no 
NRS costs. We found that patients with 
certain conditions, many of them related 
to skin conditions, were more likely to 
require high non-routine medical 
supply utilization (72 FR 49850). We 
noted in the CY 2008 HH PPS proposed 
rule that, in particular, commenters 
were concerned about the adequacy of 
payment for some patients with 
pressure ulcers, stasis ulcers, other 
ulcers, wounds, burns or trauma, 
cellulitis, and skin cancers (72 FR 
25427). At that time (and currently), the 
clinical levels for the HH PPS did not 
group patients with similar supply 
needs together; therefore, for CY 2008 
we created a separate case-mix 
adjustment process for NRS based on a 
NRS conversion factor and six severity 
levels. We noted that the NRS case-mix 
adjustment process did not have a high 
degree of predictive accuracy, possibly 
due to the limited data available to 
model NRS costs and the likelihood that 
OASIS does not have any measures 
available for some kinds of NRS. We 
stated in the CY 2008 HH PPS final rule 
that we would continue to look for ways 
to improve our approach to account for 
NRS by exploring alternative methods 
for accounting for NRS costs and 
payments in the future (72 FR 25428). 
We believe that the PDGM offers an 
alternative method for accounting for 
NRS costs and payments by grouping 
patients more likely to require high NRS 
utilization into two groups—the Wound 
group and the Complex Nursing 
Interventions group. For example, while 
the Wound group and Complex Nursing 
Interventions groups comprise about 10 
percent and 4 percent of all 30-day 
periods of care, respectively; roughly 30 
percent of episodes where NRS was 
supplied was for Wound and Complex 
Nursing Interventions groups and 47 
percent of NRS charges fall into the 
Wound and Complex Nursing 
Interventions groups. We note that CY 
2017 claims data indicates that about 71 
percent of 60-day episodes did not 
provide any NRS. 


As noted by the commenters, in the 
CY 2008 HH PPS proposed rule we 
stated that because the market for most 
NRS is national, we proposed not to 
have a geographic adjustment to the 
conversion factor (72 FR 25430). More 
accurately, because the NRS conversion 
factor reflected supplies and not wage 
and wage-related costs, we did not 
subject NRS payments to the geographic 
wage adjustment process. However, we 
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note that we did not revise the labor- 
related share to reflect the exclusion of 
NRS payments from the national, 
standardized 60-day episode payment 
amount. The labor-related share (LRS), 
effective for CY 2013 to CY 2018 home 
health payments of 78.535 percent is 
based on the 2010-based HHA market 
basket where the LRS is equal to the 
compensation cost weight, including 
salaries, benefits, and direct patient care 
contract labor. The non-labor-related 
share of 21.465 includes the relative 
costs for the NRS supplies. For 
comparison purposes, if we had 
removed NRS supplies from the 
calculations in the 2010-based Home 
Health market basket, the LRS would 
have been 79.7 percent and the non- 
labor-related share would have been 
20.4 percent. Again, the LRS of 78.535 
percent did not include NRS costs and 
therefore, NRS was not subjected to the 
geographic adjustment as it does not 
reflect wage and wage related costs. 
Similarly, the CY 2019 LRS of 76.1 
percent, based on the 2016-based HHA 
market basket, also does not include 
NRS. 


Comment: A few commenters stated 
that based on their operational 
experiences with clinical staffing labor 
costs, HHA cost report data suggests 
more parity exists between skilled 
nursing (‘‘SN’’) versus physical therapist 
(‘‘PT’’) costs than in fact exists. 
Commenters stated that BLS data 
showing a 40 percent difference 
between SN and PT costs are more 
reflective of the commenters’ human 
resources/staffing experiences in the 
markets where they operate. As such, 
commenters believe the use of cost 
report data would cause the PDGM 
model to overpay for nursing services 
and underpay for therapy services. A 
commenter indicated that contract staff 
are more expensive than staff that are 
hired and indicated this will widen the 
gap between nursing and therapy costs. 


Response: The HHA Medicare cost 
report data reflects all costs and, most 
importantly, it reflects all labor costs, 
including contract labor costs. The BLS 
data only reflects employed staff. This 
may at least partially explain why a 40 
percent variation between SN and PT 
costs is not evident in the cost report 
data. The HHA Medicare cost report 
data shows about a 20 percent 
difference between PT and SN 
compensation costs (wages and salaries, 
employee benefits and contract labor) 
per visit, which is consistent with the 
difference between PT and SN total 
costs per visit. Moreover, in aggregate, 
about 15 percent of compensation costs 
are contract labor costs and this varies 
among type of visit with contract labor 


costs accounting for a much higher 
proportion of therapy visit 
compensation costs compared to skilled 
nursing visit compensation cost. 
Utilization also varies among 
freestanding providers with smaller 
providers having a higher proportion of 
contract labor costs, particularly for 
therapy services compared to larger 
providers. It also seems to vary by 
region. The decision of whether to/or 
what proportion of contract labor to use 
is at the provider’s discretion. In regards 
to the comment on expense of 
contracted services, we note that using 
cost report data allows those types of 
relationships to be fully measured. 
Finally, we note that in order to be 
eligible for Medicare HH PPS payments, 
providers must complete the HHA 
Medicare cost report; therefore, if 
providers are required to complete the 
cost report, then we believe such data 
are appropriate to use for payment 
purposes. 


Comment: Several commenters 
indicated that WWMC and CPM+NRS 
results should be blended together to 
minimize disruptions. 


Response: CMS appreciates this 
suggestion. However, there are 
difficulties in blending due to the 
WWMC and CPM+NRS approaches 
measuring different outcomes. WWMC 
is focused on cost of labor while 
CPM+NRS takes a more diverse 
approach and accounts for labor, 
overhead, and NRS. As discussed 
previously, there is very high 
correlation between the two approaches, 
meaning they produce very similar 
weights. 


Comment: Another commenter 
indicated costs related to enrollment 
should be included in the calculation of 
resource use. 


Response: These costs may be 
included in staffing and overhead costs 
and, if so, would be captured by the 
CPM+NRS approach. 


Comment: A commenter cited a report 
that indicated for ‘‘on-the-job activities 
undertaken by employees, HHS 
Guidelines recommend using estimates 
of pre-tax wages for the particular 
industry and affected occupation, to the 
extent possible, and adding estimate of 
benefits and indirect costs.’’ 


Response: The goal of the CPM+NRS 
methodology is to not simply measure 
costs related to on-the-job activities. In 
order to account for a broader array of 
costs, which is necessary to assign 
accurate payment rates, we instead used 
information from cost reports which is 
more detailed than information on 
wages, benefits, and indirect cost. 


Final Decision: We are finalizing our 
proposal to adopt a Cost-per-Minute 


plus Non-Routine Supplies (CPM+NRS) 
approach in estimating resource use, 
which uses information from HHA 
Medicare cost reports. The following 
steps would be used to generate the 
measure of resource use under the 
CPM+NRS approach: 


(1) From the cost reports, obtain total 
costs for each of the six home health 
disciplines for each HHA. 


(2) From the cost reports, obtain the 
number of visits by each of the six home 
health disciplines for each HHA. 


(3) Calculate discipline-specific cost 
per visit values by dividing total costs 
[1] by number of visits [2] for each 
discipline for each HHA. For HHAs that 
do not have a cost report available (or 
a cost report that was trimmed from the 
sample), imputed values are used as 
follows: 


• A state-level mean is used if the 
HHA was not hospital-based. The state- 
level mean is computed using all non- 
hospital based HHAs in each state. 


• An urban nationwide mean is used 
for all hospital-based HHAs located in a 
Core-based Statistical Area (CBSA). The 
urban nation-wide mean is computed 
using all hospital-based HHAs located 
in any CBSA. 


• A rural nationwide mean is used for 
all hospital-based HHAs not in a CBSA. 
The rural nation-wide mean is 
computed using all hospital-based 
HHAs not in a CBSA. 


(4) From the home health claims data, 
obtain the average number of minutes of 
care provided by each discipline across 
all episodes for a HHA. 


(5) From the home health claims data, 
obtain the average number of visits 
provided by each discipline across all 
episodes for each HHA. 


(6) Calculate a ratio of average visits 
to average minutes by discipline by 
dividing average visits provided [5] by 
average minutes of care [4] by discipline 
for each HHA. 


(7) Calculate costs per minute by 
multiplying the HHA’s cost per visit [3] 
by the ratio of average visits to average 
minutes [6] by discipline for each HHA. 


(8) Obtain 30-day period costs by 
multiplying costs per minute [7] by the 
total number of minutes of care 
provided during a 30-day period by 
discipline. Then, sum these costs across 
the disciplines for each period. 


NRS costs are added to the resource 
use calculated in [8] in the following 
way: 


(9) From the cost reports, determine 
the NRS cost-to-charge ratio for each 
HHA. Imputation for missing or 
trimmed values is done in the same 
manner as it was done for cost per visit 
(see [3] as previously indicated). 
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(10) From the home health claims 
data, obtain NRS charges for each 
period. 


(11) Obtain NRS costs for each period 
by multiplying charges from the home 
health claims data [10] by the cost-to- 
charge ratio from the cost reports [9] for 
each HHA. 


Resource use is then obtained by: 
(12) Summing costs from [8] with 


NRS costs from [11] for each 30-day 
period. 


3. Change From a 60-Day to a 30-Day 
Unit of Payment 


a. Background 


Currently, HHAs are paid for each 60- 
day episode of home health care 
provided. By examining the resources 
used within a 60-day episode of care, 
we identified differences in resources 
used between the first 30-day period 
within a 60-day episode and the second 
30-day period within a 60-day episode. 
Episodes have more visits, on average, 
during the first 30 days compared to the 
last 30 days. Costs are much higher 
earlier in the episode and lesser later on, 
therefore, dividing a single 60-day 
episode into two 30-day periods more 
accurately apportions payments. In 
addition, with the removal of therapy 
thresholds from the case-mix 
adjustment methodology under the HH 
PPS, a shorter period of care reduces the 
variation and improves the accuracy of 
the case-mix weights generated under 
the PDGM. 


Section 1895(b)(2)(B) of the Act, as 
added by section 51001(a)(1) of the BBA 
of 2018, requires the Secretary to apply 
a 30-day unit of service for purposes of 
implementing the HH PPS, effective 
January 1, 2020. We note that we 
interpret the term ‘‘unit of service’’ to be 
synonymous with ‘‘unit of payment’’ 
and will henceforth refer to ‘‘unit of 
payment’’ in this final rule with 
comment period with regards to 
payment under the HH PPS. Therefore, 
in accordance with section 1895(b)(2)(B) 
of the Act, we proposed changing the 
unit of payment from a 60-day episode 
of care to 30-day unit of payment, 
effective January 1, 2020. 


Comment: Many commenters 
understood the requirement for CMS to 
change from a 60-day episode to a 30- 
day unit of payment. Several 
commenters appreciated that CMS was 
maintaining the existing 60-day timing 
for comprehensive assessments, 
certifications and recertifications, and 
plans of care. Some commenters 
expressed concern that the 30-day 
payment period was more confusing 
because it is on a different a timeline 
than for other home health requirements 


such as the certification/recertification, 
OASIS assessments and updates to the 
plan of care. 


Response: CMS thanks commenters 
for recognizing that the change from a 
60-day unit of payment to a 30-day unit 
of payment is required by law and we 
do not have the discretion to implement 
a different policy. We believe that 
changing to a 30-day unit of payment 
will more accurately pay for services in 
accordance with patient characteristics 
and is a better approach to focus on 
patient care needs. We believe 
maintaining the existing timeframes for 
updates to the comprehensive 
assessment, updates to the plan of care, 
and recertifications will help make the 
transition to a new case-mix adjustment 
methodology more seamless for HHAs. 
Under the PDGM, the initial 
certification of patient eligibility, plan 
of care, and comprehensive assessment 
are valid for two 30-day periods of care 
(that is, for 60 days of home health care) 
in accordance with the home health 
regulations at 42 CFR 409.43 and 
424.22, and the home health CoPs at 42 
CFR 484.55. Each recertification, care 
plan update, and comprehensive 
assessment update will also be valid for 
two 30-day periods of care, also in 
accordance with the home health 
regulations at 42 CFR 409.43(e) and 
424.22(b), and the home health CoPs at 
484.60(c). 


We also note that not all home health 
requirements have a 60-day timeframe. 
For example, OASIS reporting 
regulations require the OASIS to be 
completed within 5 days and 
transmitted within 30 days of 
completing the assessment of the 
beneficiary. In addition, physical, 
occupational, and speech therapists 
must provide the needed therapy 
service and functionally reassess the 
patient at least every 30 calendar days. 
Home health is not the only care setting 
where billing and certifications are not 
done in the same timeframe. For 
example, hospices must certify and 
recertify patients every 60–90 days and 
they bill on a monthly basis. Previous to 
the inception of the HH PPS, HHAs also 
billed on a monthly basis even though 
the plan of care and certifications were 
completed every 60 days. 


Comment: Many commenters 
described the burden that would exist in 
switching to a 30-day period. Some 
commenters indicated their overhead 
costs would increase because they 
would have to double their billing and 
CMS should account for those costs. 
Some commenters believe that 
switching to 30-days would result in 
documentation errors and increased 
administrative burdens to both 


providers and to CMS due to an increase 
in claim submissions, resubmissions, 
and appeals. Some commenters 
indicated that switching to a 30-day 
billing cycle would result in a need to 
change current software and would 
require additional training for the 
providers. Commenters remarked they 
did not have the manpower to 
implement this change and that it goes 
against the Secretary’s goal of reducing 
burden. Many commenters expressed 
concern that switching to a 30-day 
period would cause undue burden 
because of the current difficulty in 
getting physicians to sign the plan of 
care in a timely manner. 


Response: Under section 1895(b)(2)(B) 
of the Act, we are required to apply a 
30-day unit of service for purposes of 
implementing the HH PPS, effective 
January 1, 2020. We appreciate the 
commenters’ concern regarding burden 
surrounding the change in the unit of 
payment from a 60-day episode to a 30- 
day period. While the change from a 60- 
day episode to a 30-day period may 
increase the billing frequency for final 
claims, we note that this change should 
not result in a measurable increase in 
burden, as many of the data elements 
that are used to populate an electronic 
claims submission will remain the same 
from one 30-day period to the next. 
HHAs are required to line-item bill each 
visit performed and whether each visit 
is recorded on a single 60-day claim or 
the visits are recorded on two different 
30-day claims should not result in a 
measureable burden increase. Also, 
current data for CY 2017 suggests that 
nearly 1⁄3 of all 60-day periods would 
not produce a second 30-day period and 
would not require a second bill to be 
submitted. The proposed elimination of 
unnecessary items from the OASIS, 
especially those items no longer needed 
on follow-up assessments under the 
PDGM, would result in a decrease in 
regulatory burden, as discussed in 
section V. of this final rule with 
comment period. We remind 
commenters that prior to the inception 
of the HH PPS, HHAs also billed on a 
monthly basis even though the plan of 
care and certifications were completed 
every 60 days. We believe that the 30- 
day period is appropriate even if some 
requirements in home health have 60- 
day timeframes as a 30-day period of 
care under the PDGM better aligns home 
health payments with the costs of 
providing care. While we do not 
anticipate any increases in the numbers 
of appeals because of the 
implementation of the PDGM, we plan 
to conduct training and education for 
both HHAs and the MACs on the 
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operational aspects of the PDGM to 
mitigate any issues with claims 
submissions, resubmissions, and 
appeals. 


Just like in the current system, under 
the PDGM, before a provider submits a 
final claim, the HHA will need to have 
a completed OASIS assessment, signed 
certification, orders, and plan of care. 
Our expectation is that the HHA will 
obtain the signed physician certification 
and plan of care timely. As we have 
reiterated in previous rulemaking and in 
sub-regulatory guidance, the 
certification must be complete prior to 
when an HHA bills Medicare for 
payment; however, physicians should 
complete the certification when the plan 
of care is established, or as soon as 
possible thereafter. This is longstanding 
CMS policy as referenced in Pub 100– 
01, Medicare General Information, 
Eligibility, and Entitlement Manual, 
chapter 4, section 30.1.11 As stated in 
sub-regulatory guidance in the Pub. 
100–02, Medicare Benefit Policy 
Manual, chapter 7, section, section 
30.5.1, ‘‘it is not acceptable for HHAs to 
wait until the end of a 60-day episode 
of care to obtain a completed 
certification/recertification.’’ Per the 
regulations at § 409.43(c), if the HHA 
does not have detailed orders for the 
services to be rendered, the plan of care 
must either be signed or immediately 
sent to the physician for signature at the 
time that the agency submits its request 
for anticipated payment (submitted at 
the start of care after the first visit is 
performed). The Conditions of 
Participation (CoPs) require the 
Outcome and Assessment Information 
Set (OASIS) to be completed within 5 
days and submitted within 30 days of 
completion. Under the PDGM, the 
initial certification of patient eligibility, 
plan of care, and comprehensive 
assessment are valid for two 30-day 
periods of care. Each recertification, 
care plan update, and comprehensive 
assessment update will also be valid for 
two 30-day periods of care. 


Comment: Another commenter 
indicated that if there was a 30-day 
period then the face-to-face encounter 
requirement provision could be 
eliminated. Another commenter asked if 
all physicians’ orders must be signed 
and returned before the HHA can bill 
the first 30-day period. A commenter 
questioned what would occur with 
episodes where a portion of the 
payment started prior to the 
implementation date of January 1, 2020. 
Another commenter questioned what 


would happen if a patient’s diagnosis 
changes for the second 30-day period, as 
no additional comprehensive 
assessment is required before the second 
payment period. 


Response: The face-to-face 
requirement is statutorily required 
under sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act as part of the 
certification for home health services. 
As a condition of payment for Medicare 
home health benefits, a face-to-face 
encounter must meet the requirements 
as set forth at § 424.22(a)(1)(v). The 
intent of the face-to-face encounter 
requirement is to achieve greater 
physician accountability in certifying a 
patient’s home health eligibility and in 
establishing a patient’s plan of care. As 
such, this requirement is unrelated to 
the switch from a 60-day episode to a 
30-day period. Likewise, the 
requirements for submission of home 
health claims have not changed. The 
regulations at § 409.43 state that in order 
to submit a final claim for payment, the 
plan of care and any physician’s orders 
must be signed and dated by the 
physician before the HHA bills for the 
care. 


For implementation purposes, the 30- 
day payment amount would be paid for 
home health services that start on or 
after January 1, 2020. More specifically, 
for 60-day episodes that begin on or 
before December 31, 2019 and end on or 
after January 1, 2020 (episodes that 
would span the January 1, 2020 
implementation date), payment made 
under the Medicare HH PPS would be 
the CY 2020 national, standardized 60- 
day episode payment amount. For home 
health periods of care that begin on or 
after January 1, 2020, the unit of 
payment would now be a 30-day period 
and payment made under the Medicare 
HH PPS would be the CY 2020 national, 
standardized prospective 30-day 
payment amount. For home health 
periods of care that begin on or after 
December 2, 2020 through December 31, 
2020 and end on or after January 1, 
2021, the HHA would be paid the CY 
2021 national, standardized prospective 
30-day payment amount. 


As we have stated, the requirements 
for when to update the comprehensive 
assessment remain unchanged. For 
example, if the HHA does not need to 
update the comprehensive assessment 
prior to recertifying the patient (for 
which the comprehensive assessment 
would be completed within the last 5 
days of every 60 days beginning with 
the start of care date), then responses 
from the start of care OASIS would be 
used for determining the functional 
impairment level for both the first and 
second 30-day periods. The follow-up 


OASIS completed near the time of 
recertification would be used for the 
third and fourth 30-day periods of care. 
If, for example, the HHA needs to 
complete a resumption of care OASIS 
within 48 hours of the patient returning 
to home health after being transferred 
and admitted to the hospital for 24 
hours or more and this occurs during 
the first 30-day period of care, then the 
responses for functional items from the 
resumption of care assessment would be 
used to determine the functional 
impairment level for the second 30-day 
period of care. 


With regards to diagnosis codes, the 
PDGM uses the diagnoses from the 
home health claim to group a 30-day 
home health period of care into a 
clinical group and to determine if there 
is a comorbidity adjustment. If a home 
health patient has any changes in 
diagnoses (either the principal or 
secondary), this would be reflected on 
the home health claim and the case-mix 
weight could change accordingly. 
However, we would expect that the 
HHA clinical documentation would also 
reflect these changes and any 
communication/coordination with the 
certifying physician would also be 
documented. The home health CoPs at 
§ 484.60(c) require that the HHA must 
promptly alert the relevant physician(s) 
to any changes in the patient’s condition 
or needs that suggest that outcomes are 
not being achieved and/or that the plan 
of care should be altered. 


b. 30-Day Unit of Payment 
Section 1895(b)(3)(A)(iv) of the Act, 


requires CMS to calculate a 30-day 
payment amount for CY 2020 in a 
budget neutral manner such that 
estimated aggregate expenditures under 
the HH PPS during CY 2020 are equal 
to the estimated aggregate expenditures 
that otherwise would have been made 
under the HH PPS during CY 2020 in 
the absence of the change to a 30-day 
unit of payment. As also required by 
1895(b)(3)(A)(iv) of the Act, to calculate 
a 30-day payment amount in a budget- 
neutral manner, we are required to make 
assumptions about, and take into 
account behavior changes that could 
occur as a result of the implementation 
of the 30-day unit of payment and case- 
mix adjustment factors in CY 2020. We 
are also required to calculate a budget- 
neutral 30-day payment amount before 
the provisions of section 1895(b)(3)(B) 
of the Act are applied, that is, before 
application of the home health 
applicable percentage increase, the 
adjustment for case-mix changes, the 
adjustment if quality data is not 
reported, and the productivity 
adjustment. 
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To calculate the 30-day budget- 
neutral payment amount, we proposed 
three assumptions about behavior 
change that could occur in CY 2020 as 
a result of the implementation of the 30- 
day unit of payment and the 
implementation of the PDGM case-mix 
adjustment methodology: 


• Clinical Group Coding: This is 
based on the principal diagnosis code 
for the patient as reported by the HHA 
on the home health claim. Our proposed 
assumption was that HHAs will change 
their documentation and coding 
practices and put the highest paying 
diagnosis code as the principal 
diagnosis code in order to have a 30-day 
period be placed into a higher-paying 
clinical group. 


• Comorbidity Coding: The PDGM 
further adjusts payments based on 
patients’ secondary diagnoses as 
reported by the HHA on the home 
health claim. OASIS only allows HHAs 
to designate 1 principal diagnosis and 5 
secondary diagnoses while the home 
health claim allows HHAs to designate 
1 principal diagnosis and 24 secondary 
diagnoses. Our proposed assumption 
was that by taking into account 
additional ICD–10–CM diagnosis codes 
listed on the home health claim (beyond 
the 6 allowed on the OASIS), more 30- 
day periods of care will receive a 
comorbidity adjustment 


• LUPA Threshold: Under the 
proposed PDGM, our proposed 
assumption was that for one-third of 
LUPAs that are 1 to 2 visits away from 
the LUPA threshold HHAs will provide 
1 to 2 extra visits to receive a full 30- 
day payment. 


If no behavioral assumptions were 
made, we estimated that the 30-day 
payment amount needed to achieve 
budget neutrality would be $1,873.91. 
The clinical group and comorbidity 
coding assumptions would result in the 
need to decrease the budget-neutral 30- 
day payment amount to $1,786.54 (a 
4.66 percent decrease from $1,873.91). 
Adding the LUPA assumption would 
require us to further decrease that 
amount to $1,753.68 (a 6.42 percent 
decrease from $1,873.91). Because we 
proposed to implement the 30-day unit 
of payment and the PDGM for CY 2020, 
we would propose the actual 30-day 
payment amount in the CY 2020 HH 
PPS proposed rule calculated using CY 
2018 home health utilization data and 
we would calculate this amount before 
application of the proposed home health 
update percentage required for CY 2020 
(as required by section 1895(b)(3)(B)(i) 
of the Act). In the proposed rule, we 
noted that we are also required under 
section 1895(b)(3)(D)(i) of the Act, as 
added by section 51001(a)(2)(B) of the 


BBA of 2018, to analyze data for CYs 
2020 through 2026, after 
implementation of the 30-day unit of 
payment and new case-mix adjustment 
methodology, to annually determine the 
impact of differences between assumed 
behavior changes and actual behavior 
changes on estimated aggregate 
expenditures. We interpret actual 
behavior change to encompass both 
behavior changes that were previously 
outlined, as assumed by CMS when 
determining the budget-neutral 30-day 
payment amount for CY 2020, and other 
behavior changes not identified at the 
time the 30-day payment amount for CY 
2020 is determined. 


We solicited comments on the 
proposed behavior change assumptions 
previously outlined to be used in 
determining the 30-day payment 
amount for CY 2020. 


The following is a summary of the 
public comments received on the ‘‘30- 
day Unit of Payment’’ proposals and our 
responses. 


Comment: Some commenters 
expressed support for the inclusion of 
behavioral assumptions in calculating 
the budget-neutral 30-day payment 
amount. Some commenters stated that 
using these behavioral assumptions may 
help mitigate potential program 
integrity issues which could cause 
disruptions in patient care. 


Response: We thank commenters for 
their remarks supporting the behavioral 
assumptions. The purpose of these 
behavioral assumptions is not to 
incorporate a built-in program integrity 
measure, but rather CMS is required by 
law to make behavioral assumptions 
when calculating a 30-day budget- 
neutral payment amount for CY 2020. 
Also as required by section 
1895(b)(3)(D)(i) of the Act, as added by 
section 51001 of the BBA of 2018, we 
will analyze the impact of the assumed 
versus the actual behavior change after 
the implementation of the PDGM and 
the 30-day unit of payment to determine 
if any payment adjustment, either 
upward or downward, is warranted. We 
will monitor utilization trends after 
implementation of the PDGM in CY 
2020 to identify any aberrant behavior 
or significant changes in practice 
patterns that may signal potential 
program integrity concerns and 
investigate such occurrences 
accordingly. 


Comment: The majority of 
commenters stated that CMS should not 
apply behavioral assumptions industry- 
wide as it punishes all HHAs for the 
performance of small set of agencies and 
these commenters expressed concern 
over what they describe as an 
adversarial approach to assumed 


behavior changes. Many of the 
commenters were concerned with the 
broad assumption by CMS that HHAs 
would indulge in ‘‘gaming’’ and 
unethical behavior to compensate for 
the changes within the PDGM model. It 
was stated that CMS should instead do 
more targeted program integrity efforts, 
such as creating a system of audits and 
significant monetary or other 
punishments, or adjust payments only 
for HHAs whose reimbursement falls 
outside normal variations. It was also 
suggested that HHAs that do not 
actually change their behavior in 
response to the PDGM should have a 
different payment rate structure 
compared to HHAs that do change their 
behavior. 


Response: By including behavior 
change assumptions in the proposed 
calculation of the 30-day payment 
amount, as required by statute, we did 
not intend to imply that HHAs would 
engage in unethical behavior; therefore, 
these assumptions are not meant to be 
punitive. We acknowledge that in 
making assumptions about provider 
behavior, no matter if required by law 
or well-supported by evidence, there 
will be those who will disagree with 
this type of approach to adjusting 
payment. We have addressed in the CY 
2016 HH PPS final rule why we do not 
believe targeted program integrity efforts 
would mitigate behavioral changes 
resulting from a case-mix system (80 FR 
68421). As we stated in the CY 2016 HH 
PPS final rule (80 FR 68421 through 
68422), for a variety of reasons, we have 
not proposed targeted reductions for 
nominal case-mix growth, meaning the 
portion of case-mix growth that cannot 
be explained by changes in patient 
characteristics. The foremost reason is 
that we believe changes and 
improvements in coding have been 
widespread, so that such targeting 
would likely not separate agencies 
clearly into high and low coding-change 
groups. In that same rule, we referenced 
an independent review of our case-mix 
measurement methodology conducted 
by Dr. David Grabowski, Ph.D., a 
professor of health care policy at 
Harvard Medical School, and his team 
agreed with our reasons for not 
proposing targeted reductions, stating 
their concerns about the small sample 
size of many agencies and their findings 
of significant nominal case-mix across 
different classes of agencies (please see 
the ‘‘Home Health Study Report— 
Independent Review of the Models to 
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Assess Nominal Case-Mix Growth’’, 
dated June 21, 2011.) 12 


While certain commenters seem to 
assume that CMS can precisely identify 
those agencies practicing abusive 
coding, we do not agree that agency 
specific case-mix levels can precisely 
distinguish the agencies that engage in 
abusive coding from all others. System 
wide, case-mix levels have risen over 
time throughout the country, while 
patient characteristics data indicate 
little real change in patient severity over 
time. That is, the main issue is not the 
level of case-mix billed by any specific 
HHA over a period of time, but the 
amount of change in the billed case-mix 
weights not attributable to underlying 
changes in actual patient severity. 
Therefore, while commenters provided 
specific suggestions for targeted efforts, 
we are unable to implement such 
actions for the reasons described. We 
note that we have taken various 
measures to reduce payment 
vulnerabilities and the federal 
government has launched actions to 
directly identify fraudulent and abusive 
activities. Commenters should be aware 
of tip lines available that can help 
support investigative efforts of the 
federal government. The Office of the 
Inspector General, Department of Health 
and Human Services website at: http:// 
oig.hhs.gov/fraud/report-fraud/ 
index.asp, provides information about 
how to report fraud. Another website, 
http://www.stopmedicarefraud.gov/ 
index.html, is oriented to Medicare 
patients and their families and provides 
information about recognizing fraud. 


Finally, we remind commenters that 
section 1895(b)(3)(A)(iv) of the Act 
requires that in calculating a 30-day 
budget-neutral payment amount, we are 
required to make assumptions about 
behavior changes that could occur as a 
result of the implementation of the 30- 
day unit of payment and a change to the 
case-mix adjustment methodology; 
therefore, we do not have the discretion 
to apply different policies. Likewise, we 
are required to analyze data for CYs 
2020 through 2026, after 
implementation of the 30-day unit of 
payment and the alternate case-mix 
adjustment methodology, to annually 
determine the impact of the differences 
between assumed behavioral changes 
and actual behavioral changes on 
estimated aggregate expenditures and 
adjust the payment amount either 
upwards or downwards accordingly. 


Comment: Several commenters 
disagreed with the three behavioral 


assumptions made and remarked that 
the assumptions appear to be randomly 
determined, inappropriate and that 
there is no evidence to support them. A 
commenter specifically stated that the 
assumptions lack any foundation in 
actual evidence-based data and 
therefore penalize providers in an 
arbitrary and capricious fashion in 
violation of the Administrative 
Procedures Act (APA). A few remarked 
that the assumptions are ‘‘mere guesses’’ 
and appear to be used solely to reduce 
home health payments. Other 
commenters remarked that the proposed 
behavioral assumptions appear to be 
overly complex and unsubstantiated. 
Some commenters stated the 
assumptions are illogical because the 
broad assumptions in the proposed rule 
basically construct a completely new 
payment system that is predicated on a 
presumption that HHAs will attempt to 
manipulate the system and 
recommended that the behavioral 
assumptions be tested before they are 
implemented. Many commenters asked 
for additional documentation on how 
the reductions derived from the three 
behavioral assumptions were calculated 
and wanted to know the specific 
calculations that were made and the 
rationale behind those calculations. 


Response: We disagree that the three 
behavioral assumptions made are 
arbitrary, inappropriate, illogical, mere 
guesses, overly complex, meant to 
penalize providers, or that there is no 
evidence to support them. Likewise, we 
disagree that these assumptions are in 
violation of the APA given that CMS is 
required by statute to apply behavioral 
assumptions in calculating the 30-day 
budget-neutral payment amount; we 
described such assumptions in notice 
and comment rulemaking as required by 
section 1895(b)(3)(A)(iv) of the Act. 
Additionally, we examined relevant 
data and believe we have a satisfactory 
explanation for these assumptions, 
including a substantive connection 
between the data and the behavioral 
assumptions made. We believe that 
there is both evidence for and precedent 
for adjusting the home health 
prospective payment based on assumed 
behavioral changes. 


With regards to our assumption that 
HHAs would code the highest-paying 
diagnosis code as primary for the 
clinical grouping assignment, this 
assumption was based on decades of 
past experience under the case-mix 
system for the HH PPS and other case- 
mix systems for other payment systems, 
such as the implementation of the 
diagnosis-related groups (DRGs) and the 
Medicare Severity (MS)-DRGs under the 
inpatient prospective payment system. 


In the FY 2008 IPPS final rule (72 FR 
47176), we noted that case-mix 
refinements can lead to substantial 
unwarranted increase in payments. To 
address this issue when CMS 
transitioned from DRGs to MS–DRGs, 
MedPAC recommended that the 
Secretary project the likely effect of 
reporting improvements on total 
payments and make an offsetting 
adjustment to the national average base 
payment amounts (72 FR 47176). In the 
FY 2008 IPPS final rule (72 FR 47181), 
we summarized instances where case- 
mix increases resulted from 
documentation and coding-induced 
changes for the first year of the IRF PPS 
and in Maryland hospitals’ transition to 
APR DRGs (estimated at around 5 
percent in both instances). Therefore, 
we estimated that a total adjustment of 
4.8 percent would be necessary to 
maintain budget neutrality for the 
transition to the MS–DRGs (72 FR 
47178). 


In both the FY 2010 and FY 2011 IPPS 
final rules, subsequent analysis of 
claims data, using FYs 2008 and 2009 
claims, supported the prospective 
payment adjustments to account for the 
documentation and coding effects (74 
FR 43770 and 75 FR 50356). 
Specifically, we stated that based on our 
retrospective evaluation of claims, our 
actuaries determined that the 
implementation of the MS–DRG system 
resulted in a 2.5 percent change and a 
5.4 percent change in case-mix not due 
to actual changes in patient 
characteristics, but due to 
documentation and coding changes for 
discharges occurring during FYs 2008 
and 2009, respectively. We stated that 
the coding assumption is appropriate 
because, in the absence of such 
adjustments, the effect of the 
documentation and coding changes 
resulting from the adoption of the MS– 
DRGs results in inappropriately high 
payments because that portion of the 
increase in aggregate payments is not 
due to an increase in patient severity of 
illness (and costs). 


With regards to experience under the 
HH PPS, we note that effective for CY 
2008, CMS finalized changes to the HH 
PPS case-mix model to reflect different 
resource costs for early home health 
episodes versus later home health 
episodes and expanded the case-mix 
variables and therapy thresholds 
included in the payment model (72 FR 
49764). These changes resulted in the 
153 home health resource groups 
(HHRGs) currently used to case-mix 
adjust payment in the HH PPS. Since 
the CY 2008 proposed rule, we have 
stated in HH PPS rulemaking that we 
would continue to monitor case-mix 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00052 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2



https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HomeHealthPPS/Downloads/HHPPS_HHAcasemixgrowthFinalReport.pdf

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HomeHealthPPS/Downloads/HHPPS_HHAcasemixgrowthFinalReport.pdf

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HomeHealthPPS/Downloads/HHPPS_HHAcasemixgrowthFinalReport.pdf

http://oig.hhs.gov/fraud/report-fraud/index.asp

http://oig.hhs.gov/fraud/report-fraud/index.asp

http://oig.hhs.gov/fraud/report-fraud/index.asp

http://www.stopmedicarefraud.gov/index.html

http://www.stopmedicarefraud.gov/index.html





56457 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


changes in the HH PPS and to update 
our analysis to measure change in case- 
mix, both nominal and real. As 
discussed in the CY 2010 HH PPS rule 
(74 FR 40958), the analysis then 
indicated approximately 9.77 percent of 
the 15.03 percent increase in the overall 
observed case-mix between the IPS 
baseline and 2007 was real, that is, due 
to actual changes in patient 
characteristics. Our estimate was that a 
13.56 percent nominal increase 
(15.03¥(15.03 × 0.0977)) in case-mix 
was due to changes in coding 
procedures and documentation rather 
than to treatment of more resource- 
intensive patients (that is, nominal case 
mix growth). In the CY 2011 HH PPS 
proposed rule, we stated from 2000 to 
2007, we observed about a 1 percent per 
year increase in total average case-mix. 
However, that annual change increased 
to slightly more than 4 percent [4.37 
percent] between 2007 and 2008 (75 FR 
43238). Our analyses at that time 
indicated a 19.40 percent increase in the 
overall observed case-mix since 2000 
with approximately 10.07 percent 
attributed to actual changes in patient 
characteristics. Our estimate was that a 
17.45 percent nominal increase 
(19.40¥(19.40 × 0.1007)) in case-mix 
was due to changes in coding practices 
and documentation rather than to 
treatment of more resource-intensive 
patients. In the CY 2012 HH PPS 
proposed rule we stated that our 
analysis indicated another large increase 
in the average case-mix weight between 
CY 2008 and CY 2009 of 2.6 percent (76 
FR 40990), attributable to the CY 2008 
refinements. Therefore, analysis of case- 
mix growth between the two years 
immediately after implementation of the 
CY 2008 refinements demonstrated that 
average case-mix increased by nearly 7 
percent. Our latest analysis continues to 
support the payment adjustments as 
outlined in the CY 2018 HH PPS 
proposed rule (82 FR 35274), which 
shows that between CY 2000 and 2010, 
total case-mix change was 23.90 
percent, with 20.08 considered nominal 
case-mix growth, an average of 
approximately 2 percent nominal case- 
mix growth per year, including changes 
due to the CY 2008 case-mix adjustment 
methodology refinements. Therefore, we 
believe that there is ample evidence 
supporting the behavioral assumptions 
relating to changes, including 
improvements, in coding. 


Our analysis shows that only about a 
third of 30-day periods move into a 
different clinical group as a result of the 
clinical group coding assumption, 
meaning that the reported secondary 
diagnosis(es) would place a period of 


care into a higher case-mix group under 
the PDGM if reported as the principal 
diagnosis. Clinically, there are 
circumstances in which it would be 
appropriate to report a higher paying 
code as the principal diagnosis. For 
example, if medical documentation 
notes that a patient was recently 
hospitalized for exacerbation of 
congestive heart failure (which, if 
reported as the principal diagnosis, 
would group a period of care into the 
clinical group, MMTA) and there is 
expected teaching by the HHA 
associated with the recent exacerbation, 
but the patient also has a stage 2 
pressure ulcer (which, if reported as the 
principal diagnosis, would group a 
period of care into the clinical group, 
Wounds) that requires wound care, we 
believe it would be appropriate to report 
the pressure ulcer as the principal 
diagnosis as the pressure ulcer would 
likely take priority as the primary 
reason for home health care in terms of 
increased resource utilization. However, 
the teaching associated with the 
exacerbation of heart failure would be a 
secondary reason, but still an important 
additional reason for home health care, 
and congestive heart failure would be 
reported as an additional diagnosis on 
the home health claim. In the current 
HH PPS, the assignment of points as 
part of the clinical level in the case-mix 
methodology is dependent upon the 
reporting of diagnoses. However, the 
points assigned are not generally 
dependent on whether the diagnosis is 
reported as the primary diagnosis or 
other diagnosis, except for a few 
exceptions. This means, that for most of 
the clinical point assignments, the 
ordering of the diagnosis does not 
matter as much as whether the diagnosis 
is present or not. For example, if a 
cancer diagnosis is reported, there are 
the same number of associated clinical 
points regardless of whether the cancer 
diagnosis is reported as a principal 
diagnosis or as a secondary diagnosis. 
However, under the PDGM, the ordering 
of diagnoses is important in determining 
the clinical group and the comorbidity 
adjustment, so we do expect that HHAs 
will improve the ordering of diagnosis 
codes to ensure that the home health 
period of care is representative of 
patient characteristics and paid 
accordingly. Furthermore, the 
implementation of ICD–10–CM has 
expanded the diagnosis code set 
significantly, making it possible for 
HHAs to more accurately and 
specifically code conditions present in 
the home health patient population. 


With regards to the comorbidity 
coding assumption, using the home 


health claim for the comorbidity 
adjustment as opposed to OASIS 
provides more opportunity to report all 
comorbid conditions that may affect the 
home health plan of care. The OASIS 
item set only allows HHAs to designate 
up to 5 secondary diagnoses, while the 
home health claim (837I institutional 
claim format-electronic version of the 
paper UB–04) allows HHAs to report up 
to 24 secondary diagnoses. 
Additionally, because ICD–10 coding 
guidelines require reporting of all 
secondary diagnoses that affect the plan 
of care, we would expect that more 
secondary diagnoses would be reported 
on the home health claim given the 
increased number of secondary 
diagnosis fields on the home health 
claim compared to the OASIS item set. 
Therefore, we assume that by taking into 
account additional ICD–10–CM 
diagnosis codes listed on the home 
health claim, more 30-day periods of 
care will receive a comorbidity 
adjustment than periods otherwise 
would have received if we only used the 
OASIS diagnosis codes for payment. 
Furthermore, because the comorbidity 
adjustment in the PDGM can increase 
payment by up to 20 percent, we 
assume that HHAs will ensure that 
secondary diagnoses affecting the home 
health plan of care would be reported to 
more accurately identify the conditions 
affecting resource use. 


Regarding the LUPA threshold 
assumption, as noted in the FY 2001 HH 
PPS final rule, the episode file showed 
that approximately 16 percent of 
episodes would have received a LUPA 
(65 FR 41162). However, currently, only 
about 7 percent of all 60-day episodes 
receive a LUPA. In other words, it 
appears HHAs changed practice patterns 
such that more than half of 60-day 
episodes that would have been LUPAs 
upon implementation of the HH PPS are 
now non-LUPAs. Current data for CY 
2017 suggest that what would be about 
one-third of the LUPA episodes with 
visits near the LUPA threshold would 
move up to become non-LUPA episodes 
as we currently see clustering of 
episodes at and around the current 
LUPA threshold of 5 visits. Under the 
current 60-day episode structure, there 
is a natural breaking point in the 
distribution of episodes between those 
with 4 or fewer visits (LUPAs) and those 
with 5 or more visits (non-LUPAs). The 
distribution around this breaking point 
of episodes as a percent of total episodes 
has remained fairly constant over the 
last few years. In particular, the 
episodes with 2, 3, or 4 visits are 
similar, with each comprising about 2.4 
percent of total episodes. Likewise, the 
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episodes with 5, 6, or 7 visits each 
represent about 4.6 percent of total 
episodes. We assume this same 
phenomenon will be observed in the 
PDGM, except that, to account for the 
different threshold structure, it will 
occur for periods that otherwise would 
be 1 or 2 visits away from becoming 
non-LUPA. 


We disagree with those commenters 
who state that the behavioral 
assumptions basically construct a 
completely new payment system that is 
predicated on gaming of the system. The 
goal of the proposed PDGM is to more 
accurately pay for home health services 
based on patient characteristics. As 
previously noted, section 
1895(b)(3)(A)(iv) of the Act requires that 
behavioral assumptions be made in 
calculating the payment amount for CY 
2020 so that the estimated aggregate 
amount of expenditures under the HH 
PPS in CY 2020 is equal to the estimate 
aggregate amount of expenditures in CY 
2020 that otherwise would have been 
made under the HH PPS if the change 
to a 30-day unit of payment had not 
been enacted. Furthermore, we remind 
commenters that the law requires that 
CMS analyze data for CYs 2020 through 
2026, after implementation of the 30- 
day unit of payment and the alternate 
case-mix adjustment methodology, to 
annually determine the impact of the 
differences between assumed and actual 
behavioral changes on estimated 
aggregate expenditures and adjust the 
payment amount either upwards or 
downwards accordingly. As such, we do 
not believe the law provides the latitude 
to test behavioral assumptions prior to 
implementation of the 30-day unit of 
payment and the PDGM for CY 2020 
given these requirements, in law, to 
make behavioral assumptions in 
calculating a 30-day budget-neutral 
payment amount for CY 2020 and to 
determine the impact on estimated 
aggregate expenditures of differences 
between the assumed and actual 
behavior changes once the data for CYs 
2020 through 2026 become available to 
determine whether temporary and 
permanent adjustments are needed. 


We believe that, as described in the 
CY 2019 HH PPS proposed rule and 
throughout this final rule with comment 
period, we have provided sufficient 
detail for these behavioral assumptions 
as well as referenced past rules in which 
nominal case-mix change has been 
evaluated. The reconciliation process 
involving temporary and permanent 
adjustments required by law should 
assure HHAs that any over or 
underestimate of the payment amount 
will be adjusted accordingly. However, 
to support HHAs in evaluating the 


effects of the proposed PDGM, CMS 
provides, upon request, a Home Health 
Claims-OASIS Limited Data Set (LDS) to 
accompany the proposed and final 
rules. The Home Health Claims-OASIS 
LDS file can be requested by following 
the instructions on the following CMS 
website: https://www.cms.gov/Research- 
Statistics-Data-and-Systems/Files-for- 
Order/Data-Disclosures-Data- 
Agreements/DUA-NewLDS.html. 


Comment: In its public comments to 
the proposed CY 2019 HH PPS rule, 
MedPAC stated that the past experience 
of the home health PPS demonstrates 
that HHAs have changed coding, 
utilization, and the mix of services 
provided in reaction to new payment 
incentives. MedPAC remarked that CMS 
continued to find nominal increases in 
case mix unrelated to patient severity in 
later years and reduced payment by an 
average of 1.8 percent a year in 2008 
through 2017 to account for this trend. 
MedPAC remarked that the proposed 
home health payment reduction of 6.42 
percent appears to be consistent with 
past coding trends but that they do not 
expect that the reduction would create 
payment adequacy issues for most 
HHAs. As MedPAC has noted 
previously, the average margin of 
Medicare HHAs is 15.5%. 


Response: We thank MedPAC for their 
comments and we agree that there is 
sufficient evidence of HHA behavioral 
responses in reaction to payment 
incentives. We believe that HHA 
margins are adequate and that the 30- 
day budget-neutral payment amount 
should not cause revenue concerns for 
the majority of HHAs. 


Comment: Some commenters asked 
CMS to clarify their interpretation of the 
BBA of 2018 as it relates to budget 
neutrality. Specifically, Another 
commenter indicated that CMS should 
clarify that Congress intended to replace 
the existing budget neutrality 
requirement under the HH PPS with a 
temporary one-year budget neutrality 
requirement for CY 2020 that would be 
limited to maintaining equal aggregate 
expenditures associated with the 
transition between 60-day to 30-day 
units of service. 


Response: The law does not require 
CMS to replace the current budget 
neutrality requirements as set forth in 
section 1895(b)(3)(A) of the Act. 
However, under section 
1895(b)(3)(A)(iv) of the Act, we are 
required to calculate a 30-day payment 
amount for CY 2020 in a budget neutral 
manner such that estimated aggregate 
expenditures under the HH PPS during 
CY 2020 are equal to the estimated 
aggregate expenditures that otherwise 
would have been made under the HH 


PPS during CY 2020 in the absence of 
the change to a 30-day unit of payment. 
We are also required to calculate a 
budget-neutral 30-day payment amount 
before the provisions of section 
1895(b)(3)(B) of the Act are applied, that 
is, the home health applicable 
percentage increase, the adjustment for 
case-mix changes, the adjustment if 
quality data is not reported, and the 
productivity adjustment. However, this 
does not mean that the 30-day budget- 
neutral payment amount only pertains 
to payments made in CY 2020 as we 
remind commenters that we are 
required to annually determine the 
impact of differences between assumed 
and actual behavior changes on 
estimated aggregate expenditures for CY 
2020 through CY 2026 and adjust the 
payment amount upwards or 
downwards accordingly. Because we are 
proposing to implement the 30-day unit 
of payment and proposed PDGM for CY 
2020, we would propose the actual 30- 
day payment amount in the CY 2020 HH 
PPS proposed rule calculated using CY 
2018 home health utilization data, and 
we would calculate this amount before 
application of the proposed home health 
update percentage required for CY 2020 
(as required by section 
1895(b)(3)(B)(ii)(V) of the Act). 


Comment: Several commenters asked 
how CMS will make the reconciliation 
between assumed and actual behavioral 
changes upon implementation of the 
PDGM. A commenter indicated that 
CMS should fully display the 
reconciliation process with public 
notice and an opportunity to comment 
in advance of its application. Another 
commenter wanted to know if CMS 
would update its behavioral 
assumptions using CY 2020 data to 
compare actual behavior to assumed 
behavior. Several commenters were 
concerned that CMS was placing a cap 
on the growth in home health services 
and in the event of growth, future 
payments would be reduced to match a 
payment amount from a prior year. A 
few commenters indicated that the 
behavioral assumptions are already 
accounted for in the current PPS and 
stated that HHAs already are 
incentivized to report the highest paying 
clinical diagnosis code on the claim, 
and also to develop and deliver plans of 
care that exceed the LUPA threshold. 


Response: We provided a detailed 
explanation as to how we calculated the 
30-day budget-neutral payment amount 
in the CY 2019 HH PPS proposed rule 
(83 FR 32389) Specifically, we 
described how we calculated the 
budget-neutral 30-day payment 
amounts, both with and without 
behavioral assumptions and using CY 
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2019 payment parameters (for example, 
proposed 2019 payment rates, proposed 
2019 case-mix weights, and outlier 
fixed-dollar loss ratio) to determine the 
expenditures that would occur under 
the current case-mix adjustment 
methodology. As with all elements of 
the PDGM, we would update the 
impacts of the proposed behavioral 
assumptions using CY 2018 claims data 
in CY 2020 proposed rulemaking. This 
would be described in the CY 2020 HH 
PPS proposed rule to ensure HHAs are 
fully aware of the behavioral 
assumption impacts on the payment 
amount for CY 2020 using the most 
recent data available for CY 2020 
implementation. 


In accordance with the BBA of 2018, 
we will annually determine the impact 
of differences between assumed 
behavior changes and actual behavior 
changes on estimated aggregate 
expenditures for CYs 2020 through 
2026. We interpret actual behavior 
change to encompass both behavior 
changes that were previously outlined, 
as assumed by CMS when determining 
the budget-neutral 30-day payment 
amount for CY 2020, and other behavior 
changes not identified at the time the 
30-day payment amount for CY 2020 is 
determined. 


In the CY 2015 HH PPS final rule (79 
FR 66072), we finalized our proposal to 
recalibrate the case-mix weights every 
year with more current data. Therefore, 
we refer commenters to previous HH 
PPS rules (for example, CY 2016 HH 
PPS final rule, (80 FR 68629)), where we 
recalibrate case-mix weights to account 
for nominal case-mix change. We 
anticipate a similar methodology when 
making any required permanent and 
temporary adjustments to payments, as 
required under sections 1895(b)(3)(D)(ii) 
and (iii) of the Act, to address the 
impact of the assumed versus actual 
behavioral change after implementation 
of the PDGM and the 30-day budget- 
neutral payment amount. Section 
1895(b)(3)(D)(ii) of the Act requires 
notice and comment rulemaking for any 
permanent adjustments. Section 
1895(b)(3)(D)(iii) of the Act similarly 
requires notice and comment 
rulemaking for any temporary 
adjustments. As a result, any 
reconciliation methodology for 
permanent and/or temporary 
adjustments would be subject to 
rulemaking, with the opportunity for the 
public to provide comments prior to the 
finalization of any policies. The data 
from CYs 2020 through 2026 will be 
available to determine whether 
temporary adjustments and/or 
permanent adjustments (increase or 


decrease) are needed no earlier than in 
years 2022 through 2028 rulemaking. 


We believe that the temporary and 
prospective adjustments outlined in the 
statute are not meant to act as a cap on 
overall home health expenditures. CMS 
is required by section of 
1895(b)(3)(A)(iv) of the Act to calculate 
a 30-day payment amount for CY 2020 
in a budget neutral manner so that 
estimated aggregate expenditures under 
the HH PPS during CY 2020 made under 
the new 30-day unit of payment would 
be equal to the estimated aggregate 
expenditures that otherwise would have 
been made in the absence of the 30-day 
unit of payment. Likewise, any 
permanent or temporary adjustments 
made, as required by the BBA of 2018, 
would be made to address the impact of 
differences between assumed and actual 
behavior changes on estimated aggregate 
expenditures with respect to years 
beginning with 2020 and ending with 
2026. Any adjustment to the payment 
amount resulting from differences 
between assumed versus actual behavior 
changes would not be related to 
increases in the number of beneficiaries 
utilizing Medicare home health services. 
The purpose of the required behavioral 
assumptions is to calculate the 30-day 
budget-neutral payment amount and not 
to limit payment for home health 
services or access to needed care. 


We disagree with comments that state 
that the behavioral assumptions made 
under the PDGM are already accounted 
for in the current HH PPS case-mix 
system given the assumptions made 
under the proposed PDGM are based on 
a shorter unit of payment, 30 days as 
opposed to the current 60 days. As 
described throughout this final rule 
with comment period and the proposed 
rule, the variation in resource utilization 
is most notable in the first versus 
second and subsequent 30-day periods 
of care. Consequently, the behavioral 
assumptions are based on the 30-day 
unit of payment and the unique case- 
mix variables that are present under the 
PDGM, but not under the current HH 
PPS case-mix system. 


Comment: A few commenters 
remarked that it would be difficult to 
change their behavior in response to the 
PDGM. For example, these commenters 
referenced the LUPA thresholds that 
vary by case-mix group and stated that 
these are difficult to understand and 
that it would be extremely difficult for 
a front line care provider to know for a 
specific patient whether they were close 
to a LUPA threshold. 


Response: As we have described in 
detail in the CY 2019 HH PPS proposed 
rule and other rules, the evidence 
supports a pattern of ‘‘practicing to the 


payment’’. Specifically, there is ample 
evidence that there are notable behavior 
changes as they relate to payment 
thresholds. The findings from the 
Report to Congress on the ‘‘Medicare 
Home Health Study: An Investigation on 
Access to Care and Payment for 
Vulnerable Patient Populations’’, note 
that concerns have been raised about the 
use of therapy thresholds in the current 
HH PPS. Under the current payment 
system, HHAs receive higher payments 
for providing more therapy visits once 
certain thresholds are reached. As a 
result, the average number of therapy 
visits per 60-day episode of care have 
increased since the implementation of 
the HH PPS, while the number of skilled 
nursing and home health aide visits 
have decreased over the same time 
period as shown in Figure 3 of the CY 
2018 HH PPS proposed rule (82 FR 
35276). The study demonstrates that the 
percentage of episodes, and the average 
episode payment by the number of 
therapy visits for episodes with at least 
one therapy visit in 2013 increased 
sharply in therapy provision just over 
payment thresholds at 6, 7, and 16. 
Similarly, between 2008 and 2013, 
MedPAC reported a 26 percent increase 
in the number of episodes with at least 
6 therapy visits, compared with a 1 
percent increase in the number of 
episodes with five or fewer therapy 
visits.13 CMS analysis demonstrates that 
the average share of therapy visits across 
all 60-day episodes of care increased 
from 9 percent of all visits in 1997, prior 
to the implementation of the HH PPS 
(see 64 FR 58151), to 39 percent of all 
visits in 2015 (82 FR 35277). 
Furthermore, as noted in the FY 2001 
HH PPS final rule, the episode file 
showed that approximately 16 percent 
of episodes would have received a 
LUPA (65 FR 41162). However, 
currently, only about 7 percent of all 60- 
day episodes receive a LUPA. In other 
words, it appears HHAs changed 
practice patterns such that more than 
half of 60-day episodes that would have 
been LUPAs upon implementation of 
the HH PPS are now non-LUPAs. 


Therefore, past analysis confirms that 
there are noted changes in provider 
behavior resulting from the presence of 
thresholds that affect payment. As such, 
we believe that the presence of 
thresholds, regardless of whether they 
are therapy or LUPA thresholds, 
provides the incentive for providers to 
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adopt business practices that encourage 
the provision of visits to meet and 
exceed these thresholds to receive 
higher payment. 


Comment: A few commenters noted 
language in the FY 2019 Skilled Nursing 
Facility Prospective Payment System 
(SNF PPS) Final Rule (83FR 39162), 
which included a payment and case-mix 
redesign known as the Patient-Driven 
Payment Model (PDPM) and noted that 
CMS declined to make any behavioral 
adjustments in the PDPM. These 
commenters stated that because the 
PDPM did not implement behavioral 
adjustments then the PDGM also should 
not implement behavioral adjustments. 


Response: We remind commenters 
that section 1895(b)(3)(A)(iv) of the Act 
requires CMS to make assumptions 
about behavior changes that could occur 
as a result of the implementation of the 
30-day unit of payment and changes to 
the case-mix adjustment methodology 
when calculating the 30-day budget- 
neutral payment amount for CY 2020. 
Furthermore, as previously described in 
detail, we believe we have ample 
experience and data regarding changes 
in provider behavior made in response 
to payment changes that support the 
proposed behavioral assumptions. 
Additionally, the law requires us to 
annually determine the impact of 
differences between assumed and actual 
behavior changes on estimated aggregate 
expenditures for CY 2020 through CY 
2026 and adjust the payment amount 
upwards or downwards accordingly. We 
will analyze any actual, observed 
behavioral changes with respect to CYs 
2020 through 2026 to make any 
payment adjustments beginning in CY 
2022 at the earliest. 


Comment: Some commenters 
indicated that the behavioral 
assumptions were too high and out of 
line with case-mix adjustments made in 
recent years. Commenters indicated that 
CMS should phase in reductions over 
multiple years if they exceeded a certain 
amount (for example, 2 percent). 
Commenters indicated that adjustments 
should be based on actual behavior 
change and not based on assumed 
behavioral change. Several commenters 
recommended delaying implementation 
of the behavioral assumptions until 
actual data on provider behavior is 
available. 


Response: As detailed throughout this 
final rule with comment period, we 
believe there is sufficient evidence 
supporting the behavioral assumptions 
and payment impacts. Therefore, we 
disagree that the impacts of the 
assumptions are too high or not in 
alignment with previous analysis of 
nominal case-mix growth. Likewise, 


MedPAC commented that they believe 
the 6.42 percent reduction to the 
payment amount from the behavioral 
assumptions was appropriate and does 
not expect that this percent reduction 
would create payment adequacy issues 
for most HHAs. 


We acknowledge that there have been 
previous phase-ins of other payment 
adjustments to account for nominal case 
mix growth. We remind commenters 
that the statute requires that in 
calculating the 30-day budget-neutral 
payment amount, for home health units 
of service furnished that end during the 
12-month period beginning January 1, 
2020, the Secretary shall make 
assumptions about behavior changes 
that could occur as a result of the 
implementation of a 30-day unit of 
payment and the alternate case-mix 
adjustment methodology. Therefore, we 
do not have the discretion to implement 
a different policy. However, because the 
statute requires that we must analyze 
data for CYs 2020 through 2026 after 
implementation of the 30-day unit of 
payment and new case-mix adjustment 
methodology to annually determine the 
impact of differences between assumed 
behavior changes and actual behavior 
changes on estimated aggregate 
expenditures, and to make payment 
amount adjustments accordingly, we 
believe there is already a mechanism in 
place to assure HHAs that payment 
amount will be adjusted to accurately 
account for actual behavior. 


We remind commenters that the 30- 
day unit of payment and the PDGM will 
not be implemented until CY 2020 and 
CMS will analyze claims data from CY 
2018 to determine any changes to the 
payment amount for CY 2020 and will 
propose the amount in the CY 2020 HH 
PPS proposed rule. Finally, we are 
required to make the adjustments at a 
later date when we have actual data. 
Therefore, we can ensure that the 30- 
day payment amounts are set at the 
level they would have been had changes 
in case mix due to behavior adjustments 
been known. Therefore, we do not 
believe it is necessary to phase-in the 
impacts of the behavioral assumptions. 
By providing updated analysis and 
payment rates in the CY 2020 HH PPS 
proposed rule, this will allow 
stakeholders additional opportunity to 
comment on the behavioral assumption 
impacts. While many commenters 
wanted CMS to delay implementation of 
the behavioral assumption impacts until 
actual data are available, CMS is 
required under section 1895(b)(3)(A)(iv) 
of the Act to take into account behavior 
changes that could occur as a result of 
the implementation of a 30-day unit of 
payment and the case-mix adjustment 


factors that are implemented in CY 2020 
when calculating the 30-day budget 
neutral payment amount for CY 2020. 
Deferring until actual data are available 
would delay implementation of the 
behavioral assumption impacts until CY 
2022, which would not meet the 
requirements of the statute. Data from 
CY 2020 to 2026 will be available to 
determine whether temporary or 
permanent adjustments to the payment 
amounts are needed. 


Comment: Several commenters 
encouraged CMS to closely monitor 
utilization patterns, billing trends, and 
other associated behaviors following 
implementation of the PDGM, to ensure 
that beneficiary access is not negatively 
impacted as a result of the new case-mix 
system, particularly the switch from a 
60-day episode to a 30-day unit of 
payment. There was also concern that 
agencies may inappropriately extend 30- 
day periods that previously would have 
ended within 30 days in order to receive 
additional payment. There were other 
commenters who indicated that 30-day 
periods would cause beneficiaries to be 
discharged from home health earlier 
than they otherwise would be. Some 
commenters were concerned that certain 
visits would be frontloaded under a 30- 
day system as opposed to being spread 
out over a longer period of time, 
whereas another commenter indicated 
that have a 30-day period would 
discourage frontloading. 


Response: The goal of the PDGM is to 
more accurately align payment with the 
cost of providing care and is not meant 
to penalize or harm providers or 
beneficiaries. We recognize that changes 
in payment generally have an effect on 
the provision of services and we believe 
we have accounted for those assumed 
behavioral changes in calculating the 
30-day budget-neutral payment amount. 
To address concerns regarding patient 
access and safety, we remind 
commenters that the home health CoPs 
are to help ensure the health and safety 
of Medicare beneficiaries. The home 
health CoPs have requirements as they 
relate to the content of the plan of care. 
Specifically, the CoPs at § 484.60 state 
that the individualized plan of care 
must specify the care and services 
necessary to meet the patient-specific 
needs as identified in the 
comprehensive assessment, including 
identification of the responsible 
discipline(s), and the measurable 
outcomes that the HHA anticipates will 
occur as a result of implementing and 
coordinating the plan of care. Services 
must be furnished in accordance with 
accepted standards of practice. 
Therefore, upon implementation of the 
PDGM, we expect that HHAs will 
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continue to provide the services in 
accordance with the existing 
requirements. As such, we would not 
expect HHAs to inappropriately 
discharge home health patients or 
extend unnecessary home health 
services. 


CMS does not intend to prescribe how 
home health agencies provide care to 
their patients. As reiterated throughout 
this section, services provided, 
including the disciplines providing the 
care and the frequency of those services, 
are done so in accordance with an 
individualized plan of care, established 
and periodically reviewed by the 
certifying physician. We recognize that 
some beneficiaries may benefit from the 
frontloading of visits and there has been 
research to indicate that the 
frontloading of skilled visits is 
beneficial to some patients and may 
reduce hospitalization.14 However, 
there may be other beneficiaries that 
may benefit from visits that are 
provided over a longer period of time. 
In accordance with the plan of care 
requirements at § 484.60, we expect the 
provision of services to be made to best 
meet the patient’s care needs. After 
implementation of the PDGM and a 
change to the 30-day unit of payment, 
CMS will closely monitor utilization 
patterns, beneficiary impact and 
provider behavior to see if any 
refinements to the PDGM are warranted, 
or if any concerns are identified that 
may signal the need for appropriate 
program integrity measures. 


Comment: MedPAC recommended 
that CMS include an additional 
behavioral assumption to account for 
responses to the shorter unit of payment 
that would result in increased aggregate 
payments (that is, HHAs changing visit 
patterns such that instead of having a 
single 30-day period of care, they would 
provide just enough visits to get 
payment for a second 30-day period of 
care). 


Response: Public comments received 
in response to both the CY 2018 and CY 
2019 HH PPS proposed rules presented 
conflicting predictions regarding 
anticipated provider behavior in 
response to the timing element of the 
PDGM with regards to 30-day periods of 
care. Several commenters stated that 
they expected providers to discharge 
patients after the first 30-days of care 
given that the case-mix weights are, on 
average, higher for the first 30-days of 
care. Other commenters expressed 


concern that providers may attempt to 
keep home health beneficiaries on 
service for as long as possible. We do 
not believe is it necessary to add any 
additional behavioral assumptions at 
this time and we note that CMS is 
required to make future payment 
amount adjustments based on the 
difference between assumed and actual 
behavioral changes. 


Comment: A couple of commenters 
raised the question of whether CMS 
removed LUPA payments from the 
numerator when calculating the budget- 
neutral 30-day payment amount with 
and without behavioral assumptions. 


Response: CMS did not remove the 
LUPA payments from the numerator 
when calculating the budget-neutral 30- 
day payment amounts. Including LUPA 
payments provides a broader picture 
when looking at impacts. In order to 
calculate the 30-day budget-neutral 
payment amount, both with and without 
the behavioral assumptions, we first 
calculated the total, aggregate amount of 
expenditures that would occur under 
the current case-mix adjustment 
methodology. Because estimated 
aggregate expenditures under the 30-day 
unit of payment must be budget neutral 
to estimated aggregate expenditures 
made if the 30-day unit of payment was 
not implemented, we must look at the 
aggregate payments made under the 
current HH PPS. This means we must 
look at all payments made, including 
LUPA payments. 


Comment: Another commenter 
indicated that according to CMS’ 2017 
Fee-for-Service Supplemental Improper 
Payment Data report, the projected 
amount of improper payments made to 
HHAs for incorrect coding was $0 and 
that this zero dollar figure stands in 
stark contrast to CMS’ assumption that 
all HHAs will use improper codes to bill 
Medicare for higher payments under 
PDGM. Conversely, other commenters 
indicated that the behavioral 
assumptions will cause a perverse 
incentive to ‘‘upcode’’ when previously 
agencies wouldn’t have engaged in this 
practice. 


Response: CMS uses the 
Comprehensive Error Rate Testing 
(CERT) Program to estimate the 
Medicare Fee-For-Service (FFS) 
improper payment rate. The purpose of 
the CERT Program is to identify 
payments that should not have been 
made or payments made in an incorrect 
amount. Specifically, ‘‘improper 
payments’’ include: Both overpayments 
and underpayments; payments to an 
ineligible recipient; payments for an 
ineligible service duplicate payments; 
payments for services not received; or, 
payments for an incorrect amount. 


Conversely, as we have noted 
throughout this section, the purpose of 
the behavioral assumptions is to take 
into account assumed behavioral 
changes resulting from a change in the 
unit of payment from 60 to 30 days and 
the change to the case-mix adjustment 
methodology in order to calculate a 30- 
day budget neutral prospective payment 
amount, and not to determine whether 
improper payments were or will be 
made. We have also stated that the 
purpose of the behavioral assumptions 
is not to be punitive or to indicate that 
HHAs are engaging in unethical or 
inappropriate behavior, but to anticipate 
those behavioral changes when 
calculating a prospective payment. We 
expect coding changes to occur given 
the expansion of the ICD–10 code set 
and the PDGM using the diagnoses 
reported on the claim as opposed to the 
OASIS. This provides HHAs with an 
opportunity to report conditions 
supported in the medical 
documentation for which home health 
services are being provided. We remind 
commenters that ‘‘upcoding’’ is a 
fraudulent billing practice where a 
healthcare provider assigns an 
inaccurate billing code to a medical 
procedure or treatment to increase 
payment and where the actual service(s) 
provided are not supported by the codes 
reported. We do not view reporting 
diagnoses that are supported in the 
medical documentation and which 
reflect the home health care and 
services provided to be ‘‘upcoding’’. We 
do expect, however, that HHAs will 
establish the individualized plan of care 
in accordance with the needs identified 
in the initial and comprehensive 
assessments to address all pertinent and 
supported diagnoses. 


Final Decision: We are finalizing the 
three behavioral assumptions as 
previously described in calculating a 30- 
day budget-neutral payment amount. 
We will update the CY 2020 30-day 
budget-neutral payment amount in the 
CY 2020 proposed rule using the most 
recent data available. 


c. Split Percentage Payment Approach 
for a 30-Day Unit of Payment 


In the current HH PPS, there is a split 
percentage payment approach to the 60- 
day episode. The first bill, a Request for 
Anticipated Payment (RAP), is 
submitted at the beginning of the initial 
episode for 60 percent of the anticipated 
final claim payment amount. The 
second, final bill is submitted at the end 
of the 60-day episode for the remaining 
40 percent. For all subsequent episodes 
for beneficiaries who receive continuous 
home health care, the episodes are paid 
at a 50/50 percentage payment split. 
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The BBA of 2018 requires a change to 
the unit of payment from a 60-day 
episode to a 30-day period of care, 
effective January 1, 2020. As described 
in the CY 2018 HH PPS proposed rule 
(82 FR 35270) and in the CY 2019 HH 
PPS proposed rule (83 FR 32391), we 
believe that as a result of the reduced 
timeframe for the unit of payment, that 
a split percentage approach to payment 
may not be needed for HHAs to 
maintain adequate cash flow. Currently, 
about 5 percent of requests for 
anticipated payment are not submitted 
until the end of a 60-day episode of care 
and the median length of days for RAP 
submission is 12 days from the start of 
the 60-day episode. As such, we are 
reevaluating the necessity of RAPs for 
existing and newly-certified HHAs 
versus the risks they pose to the 
Medicare program. 


In the CY 2019 HH PPS proposed 
rule, we described in detail, potential 
program integrity vulnerabilities as they 
relate to RAP payments (83 FR 32391). 
We stated that given the program 
integrity concerns and the reduced 
timeframe for the unit of payment (30 
days rather than 60 days), we proposed 
not to allow newly-enrolled HHAs, that 
is HHAs certified for participation in 
Medicare effective on or after January 1, 
2019, to receive RAP payments 
beginning in CY 2020. We proposed that 
HHAs, that are certified for participation 
in Medicare effective on or after January 
1, 2019, would still be required to 
submit a ‘‘no pay’’ RAP at the beginning 
of care in order to establish the home 
health period of care, as well as every 
30-days thereafter. 


We proposed that existing HHAs, that 
is HHAs certified for participation in 
Medicare with effective dates prior to 
January 1, 2019, would continue to 
receive RAP payments upon 
implementation of the 30-day unit of 
payment and the proposed PDGM case- 
mix adjustment methodology in CY 
2020. 


We solicited comments as to whether 
the split payment approach would still 
be needed for HHAs to maintain 
adequate cash flow if the unit of 
payment changes from 60-day episodes 
to 30-day periods of care under our 
proposal. In addition, we solicited 
comments on ways to phase-out the 
split percentage payment approach in 
the future. Specifically, we solicited 
comments on reducing the percentage of 
the upfront payment over a period of 
time. We also solicited comments on 
requiring for HHAs to submit a notice of 
admission within 5 days of the start of 
care to alert the claims processing 
system that a beneficiary is under a 
home health period of care, if in the 


future the split percentage approach was 
eliminated. to assure being established 
as the primary HHA for the beneficiary 
and so that the claims processing system 
is alerted that a beneficiary is under a 
HH period of care to enforce the 
consolidating billing edits required by 
law. 


The following is a summary of the 
public comments received on the ‘‘Split 
Percentage Payment Approach for a 30- 
day Unit of Payment’’ proposal and our 
responses: 


Comment: Many commenters 
supported all or parts of CMS’s changes 
to the RAP policy. Some commenters 
indicated that the elimination of the 
split percentage would align better with 
a 30-day payment and would simplify 
claims submission. Other commenters 
stated they do not want any type of 
phase-out of RAPs and remarked that 
RAPs should continue under the PDGM 
to ensure no disruption in cash flow. 
There was some commenter support to 
phase out the split percentage payment 
over a multi-year period starting at least 
one year after the implementation of the 
PDGM in order to allow agencies to 
adapt to PDGM. Some commenters 
indicated that RAPs for late periods 
could be phased out, but that RAPs for 
early periods should remain in place to 
ensure an upfront payment for newly 
admitted home health patients. Some 
commenters supported the reduction in 
the split percentage payment but 
wanted to allow RAPs for newly 
enrolled HHAs. 


Response: We thank commenters for 
their careful review and suggestions 
regarding the proposals regarding a 
potential phase-out of RAPs. We 
continue to believe that as a result of a 
reduced timeframe for the unit of 
payment from a 60-day episode to a 30- 
day period, that a split percentage 
approach to payment may not be needed 
for HHAs to maintain an adequate cash 
flow. We also believe that by eventually 
phasing-out the submission of RAPs 
with each 30-day period, that this will 
significantly streamline claims 
processing for HHAs. Likewise, by 
eliminating RAP payments for newly- 
enrolled HHAs, we believe this would 
allow these HHAs to structure their 
operations without becoming dependent 
on a partial advanced payment and take 
advantage of receiving full payments 
every 30 days. We will continue to 
monitor the need for RAPs after the 
implementation of the PDGM. We 
understand that HHAs may need time to 
adapt to the PDGM so any phase-out of 
RAP payments for existing HHAs would 
be addressed in future rulemaking. 


Comment: Many commenters had 
concerns that CMS was modifying its 


RAP policy due to abuse by certain 
agencies. Commenters suggested that 
CMS should utilize their ability to 
restrict RAPs for agencies that abuse it 
instead of modifying the current RAP 
policy. Some commenters indicated that 
not all cases where a final claim isn’t 
submitted after a RAP are abusive. 
Commenters encouraged CMS to 
identify the agencies that are abusing 
the system and to impose more 
oversight through accrediting 
organizations and the MACs. 


Response: While one of the reasons 
for the elimination of the RAP is to 
potentially stem program integrity 
vulnerabilities, it is not the sole reason. 
We remind commenters that the current 
median length of days for RAP 
submission is 12 days from the start of 
the 60-day episode. With a change to a 
30-day unit of payment, if this median 
length of days for RAP submissions 
remains constant, there is the possibility 
that HHAs could be simultaneously 
submitting a RAP and a final claim for 
each 30-day period of care. We believe 
that this defeats the purpose of the RAP 
to maintain adequate cash flow and only 
increases complexity for HHAs in their 
claims processing. With monthly 
billing, HHAs have the ability to receive 
an ongoing cash flow which we believe 
would mitigate concerns over having 
adequate funds for the provision of care. 


We acknowledge and appreciate the 
concerns commenters have with regards 
to abuse of the RAP policy by certain 
HHAs. We plan to continue to closely 
monitor RAP submissions, service 
utilization, payment, and quality trends 
which may change as a result of 
implementing of the PDGM and a 30- 
day unit of payment. If changes in 
practice and/or coding patterns or RAPs 
submissions arise, we may take further 
action, which may include 
administrative action against providers 
as appropriate and/or proposing 
changes in policy. We will also continue 
to work with the HHS Office of 
Inspector General in case any cases of 
provider abuse are identified. 


We would like to reiterate that in the 
CY 2019 HH PPS proposed rule, we 
proposed existing HHAs, that is HHAs 
that are certified for participation in 
Medicare with effective dates prior to 
January 1, 2019, would continue to 
receive RAP payments upon 
implementation of the PDGM in CY 
2020. Only newly-enrolled HHAs, that 
is HHAs certified for participation in 
Medicare effective on or after January 1, 
2019, would not receive RAP payments 
beginning in CY 2020. 


Comment: Several commenters 
believe that newly enrolled HHAs have 
the same or more cash flow concerns as 
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existing HHAs and that split-percentage 
payments should also be made to newly 
enrolled HHAs. Some commenters 
expressed concern about HHAs acquired 
or opened on or after January 1, 2019 
under a HHA chain organization and 
whether these newly enrolled HHAs 
that are part of a chain would be 
‘‘grandfathered’’ in and would be 
allowed to receive RAP payments 
beginning in CY 2020. These 
commenters remarked that not allowing 
these HHAs to be grandfathered in 
would disrupt operations. 


Response: While we appreciate 
commenter concerns, in the CY 2019 
HH PPS proposed rule, when referring 
to not allowing newly-enrolled HHAs 
(that is, those certified for Medicare 
participation effective on or after 
January 1, 2019) to receive RAP 
payments beginning in CY 2020, we did 
not distinguish between solely-owned 
HHAs and HHAs that are owned by a 
parent or chain company. For payment 
purposes, a CMS Certification Number 
(CCN) is required to be included on the 
Medicare claim and the RAP. Upon 
Medicare enrollment, a CCN is issued. 
This policy is applicable to newly 
enrolled HHAs and thus this policy 
would apply to those HHAs with a CCN 
that is effective on and after January 1, 
2019, regardless of whether they are 
solely-owned or owned by a patent or 
chain company. We believe that having 
the opportunity to receive full payment 
every 30 days may mitigate cash flow 
concerns for newly enrolled HHAs. 


Comment: Some commenters 
expressed support for the Notice of 
Admission (NOA) and recognized that 
the NOA would be necessary to alert the 
claims processing system of a home 
health period of care because of the 
consolidated bulling requirements. 
Other commenters opposed the use of a 
NOA and the requirement to submit a 
NOA within 5 days of the home health 
start of care. These commenters 
referenced some of the operational and 
processing issues with the hospice 
Notice of Election and expressed 
concern that there could be delay in 
needed care. Other questioned the 
burden associated with a NOA process. 


Response: We remind commenters 
that existing HHAs, meaning those 
certified for participation in Medicare 
with effective dates prior to January 1, 
2019, would continue with the same 
RAP submission process as they 
currently follow under the current HH 
PPS except that a RAP would have to be 
submitted at the beginning of each 30- 
day period of care. Likewise, we 
proposed that newly-enrolled HHAs 
(that is, those certified for participation 
in Medicare effective on and after 


January 1, 2019) would have to submit 
a ‘‘no-pay’’ RAP at the beginning of care 
in order to establish the home health 
period of care, as well as every 30-days 
thereafter. RAP submissions are 
significant as the RAP establishes the 
HHA as the primary HHA for the 
beneficiary during the timeframe and 
alerts the claims processing system that 
the beneficiary is under the care of the 
HHA. A Notice of Admission (NOA) 
would only be required if the split- 
percentage payment approach is 
eliminated in the future. However, we 
did not propose to eliminate RAP 
payments for existing providers and 
newly-enrolled providers would only 
have to submit a ‘‘no-pay’’ RAP in order 
to establish a home health period of care 
within the claims processing system. If 
we do propose elimination of the split- 
percentage approach, we would do so in 
future rulemaking and would solicit 
comments at that time about the process 
that would be established in regards to 
the submission of a Notice of 
Admission. 


Final Decision: We are finalizing the 
split-percentage proposal as proposed 
with an effective date of January 1, 
2020. This means that newly-enrolled 
HHAs, that is HHAs certified for 
participation in Medicare effective on or 
after January 1, 2019, would not receive 
RAP payments beginning in CY 2020. 
HHAs that are certified for participation 
in Medicare effective on or after January 
1, 2019, would still be required to 
submit a ‘‘no pay’’ RAP at the beginning 
of care in order to establish the home 
health period of care, as well as every 
30-days thereafter. Existing HHAs, 
meaning those HHAs that are certified 
for participation in Medicare effective 
prior to January 1, 2019, will continue 
to receive RAP payments upon 
implementation of the PDGM in CY 
2020. For split-percentage payments to 
be made, existing HHAs would have to 
submit a RAP at the beginning of each 
30-day period of care and a final claim 
would be submitted at the end of each 
30-day period of care. For the first 30- 
day period of care, the split percentage 
payment would be 60/40 and all 
subsequent 30-day periods of care 
would be a split percentage payment of 
50/50. We are also finalizing the 
corresponding regulations text changes 
as described in section III.F.13 of this 
final rule with comment period related 
to the split percentage payment 
approach. 


4. Timing Categories 
In the CY 2019 HH PPS proposed 


rule, we described analysis showing the 
impact of timing on home health 
resource use and proposed to classify 


the 30-day periods under the proposed 
PDGM as ‘‘early’’ or ‘‘late’’ depending 
on when they occur within a sequence 
of 30-day periods. For the purposes of 
defining ‘‘early’’ and ‘‘late’’ periods for 
the PDGM, we proposed that only the 
first 30-day period in a sequence of 
periods be defined as ‘‘early’’ and all 
other subsequent 30-day periods would 
be considered ‘‘late’’. Additionally, we 
proposed that the definition of a ‘‘home 
health sequence’’ (as currently 
described in § 484.230) would remain 
unchanged relative to the current 
system; that is, 30-day periods are 
considered to be in the same sequence 
as long as no more than 60 days pass 
between the end of one period and the 
start of the next, which is consistent 
with the definition of a ‘‘home health 
spell of illness’’ described at section 
1861(tt)(2) of the Act. We further noted 
that because section 1861(tt)(2) of the 
Act is a definition related to eligibility 
for home health services as described at 
section 1812(a)(3) of the Act, it does not 
affect or restrict our ability to 
implement a 30-day unit of payment. 


We solicited public comments on the 
timing categories under the proposed 
PDGM and the associated regulations 
text changes discussed in section 
III.F.13 of the proposed rule. The 
following is a summary of the public 
comments received and our responses: 


Comment: Several commenters 
supported the inclusion of the timing 
category in the PDGM, stating that this 
differentiation reflects that HHA costs 
are typically highest during the first 30 
days of care and supports HHA efforts 
to follow clinical evidence on the 
importance of ‘‘frontloading’’ resources 
in the home care setting in order to 
facilitate improved patient outcomes. 


Response: We appreciate the 
commenters’ support regarding the 
inclusion of the timing element within 
the PDGM framework, as we believe that 
the early and late designations will 
serve to better align payments with the 
existing resource use pattern observed 
in home health data. The utilization of 
increased resources in early periods is 
demonstrated in the data analyzed 
during the development of the PDGM, 
as described in the CY 2019 HH PPS 
proposed rule (83 FR 32340). We believe 
that ultimately this component of the 
PDGM will help to account for the 
increase in intensity of resources often 
required at the start of home health care. 


Comment: Several commenters 
expressed concern regarding the change 
in the definition of ‘‘early’’ and ‘‘late’’ 
30-day periods from the current 
payment model, stating that many 
patients need more than 30 days of 
intense care due to their medically 
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15 http://www.medpac.gov/docs/default-source/ 
reports/chapter-8-home-health-care-services-march- 
2016-report-.pdf. 


complex, chronic conditions and their 
multiple, serious diagnoses requiring 
skilled assessment and interventions. 
The commenters asserted that HHAs 
may ration care to those beneficiaries in 
‘‘late’’ 30-day periods and that the new 
timing category would serve to penalize 
those HHAs that do enroll clinically- 
complex beneficiaries with ongoing care 
needs. Several commenters stated that 
categorizing 30-day home health periods 
into ‘‘early’’ and ‘‘late’’ would serve to 
‘‘devalue’’ later care during a home 
health period of care. A commenter also 
stated that categorizing only the first 30 
days as ‘‘early’’ would potentially put 
beneficiaries at risk because they state 
that more costly therapy services 
become most appropriate as a 
beneficiary begins to stabilize, which 
the commenter stated typically occurs 
around week three of a home health 
care. Another commenter also stated 
that caregiver availability also varies in 
the weeks following an acute event, 
with support diminishing in the weeks 
following admission to home health, 
leading to an increased need for 
additional support during those 30-day 
periods that would now be categorized 
as ‘‘late.’’ Several commenters expressed 
concern that the definition of the ‘‘late’’ 
category would not account for any 
additional costs that would be 
associated with a new set of resource- 
intensive health needs for a patient that 
may occur after the ‘‘early’’ 30-day 
period. 


Response: As described in detail in 
the CY 2019 HH PPS proposed rule, our 
proposal regarding the timing element 
of the PDGM was intended to refine and 
to better fit costs incurred by agencies 
for patients with differing 
characteristics and needs under the HH 
PPS (83 FR 32340). The resource cost 
estimates are derived from a very large, 
representative dataset. Therefore, we 
expect that the proposal reflects 
agencies’ average costs for all home 
health beneficiaries, including 
medically-complex patients with 
ongoing needs. We have constructed the 
revised payment model based upon the 
actual resources expended by home 
health agencies for Medicare 
beneficiaries, which show that typically 
HHAs provide more visits during the 
first 30 days of care and utilize less 
resources thereafter. We reiterate that 
the timing categories are reflective of the 
utilization patterns observed in the data 
analyzed for the purposes of 
constructing the PDGM, and we have 
not manipulated the resource utilization 
or weighting to encourage certain 
patterns of care for the first 30-day 
period within the PDGM. The weights of 


the two timing categories are driven by 
the mix of services provided, the costs 
of services provided as determined by 
cost report data, the length of the visits, 
and the number of visits provided. The 
categorization of 30-day periods as 
‘‘early’’ and ‘‘late’’ serves to better align 
payments with already existing resource 
use patterns. This alignment of payment 
with resource use is not to be 
interpreted as placing a value judgment 
on particular care patterns or patient 
populations. 


Additionally, in our CY 2008 HH PPS 
final rule, we implemented an ‘‘early’’ 
and ‘‘late’’ distinction in the HH PPS in 
which the late episode groupings were 
weighted more heavily than those 
episodes designated as early due to 
heavier resource use during later 
episodes (72 FR 49770). At that time, 
commenters expressed concerns that 
this heavier weighting for later episodes 
could lead to gaming by providers, with 
patients on service longer than would be 
appropriate, and that providers may not 
discharge patients when merited. 
During our analysis in support of 
subsequent refinements to the HH PPS 
in 2015, as described in the CY 2015 HH 
PPS proposed rule (79 FR 38366), we 
analyzed the utilization patterns 
observed in the CY 2013 claims data 
and observed that the resource use for 
later episodes had indeed shifted such 
that later episodes had less resource use 
than earlier periods, which was the 
opposite of the pattern observed prior to 
CY 2008. Furthermore, in its 2016 
Report to Congress, MedPAC noted that, 
between 2002 and 2014, a pattern in 
home health emerged where the number 
of episodes of care provided to home 
health beneficiaries trended upwards, 
with the average number of episodes per 
user increasing by 18 percent, rising 
from 1.6 to 1.9 episodes per user.15 
MedPAC noted that this upward 
trajectory coincided with, among other 
changes, higher payments for the third 
and later episodes in a consecutive spell 
of home health episodes. Given the 
longitudinal variation in terms of 
resource use during home health 
episodes, we believe that restricting the 
‘‘early’’ definition to the first 30-day is 
most appropriate for this facet of the 
PDGM. Our analysis of home health 
resource use, our review of the literature 
on ‘‘frontloading,’’ as well as comments 
from the public that confirm that more 
resources are used in the first 30 days, 
provide compelling evidence to limit 
the definition of early to the first 30-day 
period. As we receive and evaluate new 


data related to utilization patterns in 
Medicare home health care, specifically 
under the PDGM, we will reassess the 
appropriateness of the payment levels 
for ‘‘early’’ and ‘‘late’’ periods in a 
sequence of periods, and we will 
evaluate whether changes are needed 
once the model has been implemented. 


Comment: Several commenters 
described concerns regarding the 
potential for problematic provider 
behavior due to financial incentives. 
Several commenters stated that the 
timing element of the PDGM has the 
potential to create an incentive to 
increase overall patient volume, to 
discourage providers from accepting 
community referrals, to extend home 
health lengths of stay so as to include 
at least two 30-day periods, and to 
promote lower quality home health care 
in order to maximize reimbursements. 
Several commenters stated that the 
timing variable in the PDGM payment 
model would increase the incentive to 
prematurely discharge patients while 
other commenters stated that the timing 
variable may incentivize HHAs to avoid 
patients who require care over the span 
of multiple periods of care. 


Response: We fully intend to monitor 
provider behavior in response to the 
new PDGM. As we receive and evaluate 
new data related to the provision of 
Medicare home health care under the 
PDGM, we will reassess the 
appropriateness of the payment levels 
for ‘‘early’’ and ‘‘late’’ periods in a 
sequence of periods. Additionally, we 
will share any concerning behavior or 
patterns with the MACs and/or other 
program integrity contractors. We plan 
to monitor for and identify any 
variations in the patterns of care 
provided to home health patients, 
including both increased and decreased 
provision of care to Medicare 
beneficiaries. We note that an increase 
in the volume of Medicare beneficiaries 
receiving home health care may, in fact, 
represent a positive outcome of the 
PDGM, signaling increased access to 
care for the Medicare population, so 
long as said increase in volume of 
beneficiaries is in keeping with 
eligibility guidelines for the Medicare 
home health benefit. 


Moreover, the public comments we 
received in response to both the CY 
2018 and CY 2019 HH PPS proposed 
rules presented conflicting predictions 
regarding anticipated provider behavior 
in response to the implementation of the 
PDGM. Several commenters stated that 
they expected providers to discharge 
patients after the first 30-days of care 
given that the case-mix weights are, on 
average, higher for the first 30-days of 
care. Other commenters expressed 
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concern that providers may attempt to 
keep home health beneficiaries on 
service for as long as possible. We note 
the PDGM case-mix weights reflect 
existing patterns of resource use 
observed in our analyses of home health 
claims data. Since we proposed to 
recalibrate the PDGM case-mix weights 
on an annual basis to ensure that the 
case-mix weights reflect the most recent 
utilization data available at the time of 
rulemaking, future recalibrations of the 
PDGM case-mix weights may result in 
changes to the case-mix weights for 
early versus late 30-day periods of care 
as a result of changes in utilization 
patterns. Finally, we expect that HHAs 
will furnish care in accordance with 
each beneficiary’s HH plan of care as 
required by the HH CoPs at § 484.60. 


Comment: Several commenters 
requested that we modify the definition 
of an ‘‘early’’ 30-day period to either the 
first two 30-day periods or the first four 
30-days of care, stating that those 
definitions would more closely mirror 
the current payment system’s definition 
of ‘‘early’’ and that HHAs would 
otherwise experience a payment 
decrease when compared to the current 
60-day episode payment amount 
because of the differentiated payment 
amounts for ‘‘early’’ and ‘‘late’’ 30-day 
periods. The commenters also stated 
that there is concern that the PDGM 
definitions of ‘‘early’’ and ‘‘late’’ may 
hurt agencies due to the decrease in 
overall payment because of the lower 
reimbursement for periods categorized 
as ‘‘late.’’ Another commenter stated 
that the PDGM inaccurately ties 
payment to time in home health care, 
with very little regard to actual care 
needs. 


Response: With regard to a potential 
reduction in overall payment due to the 
revised designations of ‘‘early’’ and 
‘‘late’’ periods under the PDGM, as we 
described in the CY 2019 HH PPS 
proposed rule, our analysis of the 
related data indicates that there is 
significant difference in the resource 
utilization between early and late 30- 
day periods as demonstrated in Table 34 
of the proposed rule (83 FR 32392). One 
of the driving goals in the development 
of the PDGM was to better align 
payments with costs incurred by 
agencies for patients with differing 
characteristics and needs under the HH 
PPS. We continue to believe that a 
PDGM that accounts for the actual, 
demonstrated increase in resource 
utilization in the first 30-day period 
better captures the variations in 
resource utilization. We believe that the 
PDGM further promotes the goal of 
payment accuracy within the HH PPS 
and Medicare overall. However, we note 


that we will continue to monitor for any 
changes in trends as evidenced by home 
health data reflecting the change to the 
HH PPS and make modifications to the 
PDGM as necessary. 


Comment: Several commenters 
suggested that we revise the payment 
model such that a readmission to home 
health within the 60-day gap period 
results in an ‘‘early’’ instead of a ‘‘late’’ 
30-day period. They suggested that we 
should consider altering the definition 
of sequences of 30-day periods to 
include home health re-admissions 
following acute institutionalization as a 
condition of determining a new 
sequence of home health periods of 
care, in addition to the 60-day gap in 
home health services, stating that this 
would be akin to the proposal defining 
admission source for the purposes of 
determining institutional payment 
status. 


Response: We appreciate the 
commenter’s suggestion regarding the 
consideration of a readmission to home 
health within the 60-day gap be treated 
as an ‘‘early’’ stay. However, we note 
that the PDGM also includes a category 
for source of admission, which would 
account for a readmission to home 
health within 14 days of an acute care 
hospital stay. The admission source 
category is discussed in detail in 
Section III.E.5 of this final rule with 
comment period. Under the PDGM we 
already account for the differentiating 
features of institutional stays, including 
inpatient stays that occur within 14 
days of the commencement of a home 
health period. Our proposal was 
intended to refine and to better fit costs 
incurred by agencies for patients with 
differing characteristics and needs 
under the prospective payment system. 
Therefore, we expect that the addition 
of both the source of admission as well 
as the timing categories would reflect 
agencies’ average costs for home health 
patients. We believe that crafting a 
multi-pronged model, which includes 
adjustments based both on timing 
within a home health sequence as well 
as the source of the beneficiary’s 
admission, will serve to more accurately 
account for resources required for 
Medicare beneficiaries and similarly 
provide a differentiated payment 
amount for care. 


Comment: A commenter stated that 
the timing categories create 
disincentives for home health care 
providers to prevent hospital 
readmissions because a resumption of 
care would then generate higher 
revenues. Another commenter stated 
that HHAs often front load visits post 
hospitalization or admission to a SNF, 
including the ‘‘resumption of care 


period.’’ The commenter expressed 
concern that the proposed timing 
categories for the PDGM do not capture 
the resources required for a resumption 
of care and asks that we expand the 
definition of sequencing of ‘‘early’’ 
periods to include home health 
readmissions following acute hospital or 
SNF stays. 


Response: For the purposes of the 
timing category of the PDGM, an 
intervening hospital stay would not 
trigger re-categorization to an ‘‘early’’ 
30-day period of care unless there was 
more than a 60-day gap in home health 
care. Therefore, we do not believe that 
the timing element of the PDGM would 
create a financial incentive to 
inappropriately encourage the 
admission of home health patients to an 
acute care setting in order to receive a 
subsequent home health referral in the 
higher-paid ‘‘early’’ category. 
Additionally, we note that the 
admission source category within the 
PDGM serves to capture the increased 
resource needs in the home health 
population referred from an inpatient 
hospital stay, occurring within 14 days 
of home health admission, creating 
differentiated case-mix weights that 
align payment with the resource use for 
that subpopulation of home health 
beneficiaries. 


Comment: Several commenters 
expressed concern regarding the 
operational aspects of the timing 
element of the PDGM. Another 
commenter asked how patient transfers 
would be addressed, asserting that the 
second agency should not receive lower 
payment if they were unaware that the 
patient was being served by another 
home health agency. A commenter 
expressed concern regarding the 
identification of the timing of the 30-day 
period, stating that the OASIS in 
particular does not provide enough 
information to determine timing for a 
30-day period. 


Response: As we described in the CY 
2019 HH PPS proposed rule, we will use 
Medicare claims data and not the OASIS 
assessment in order to determine if a 30- 
day period is considered ‘‘early’’ or 
‘‘late’’ (83 FR 32393). Regarding 
transfers, we note that 30-day periods 
are considered to be adjacent if they are 
contiguous, meaning they are separated 
by no more than a 60-day period 
between 30-day periods of care. This 
would mean that if a patient transfers 
from one HHA to another HHA after the 
first 30-day period of care, all adjacent 
30-day periods of care would be 
considered ‘‘late’’. In order for any 30- 
day period of care to be considered 
‘‘early’’, there would have to be a gap in 
home health services of more than 60 
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days. We have developed claims 
processing procedures to reduce the 
amount of administrative burden 
associated with the implementation of 
the PDGM. Providers will not have to 
determine whether a 30-day period is 
early (the first 30-day period) or later 
(all adjacent 30-day periods beyond the 
first 30-day period) if they choose not 
to. Information from Medicare systems 
will be used during claims processing to 
automatically assign the appropriate 
timing category. Details regarding these 
processes are outlined in the CY 2019 
HH PPS proposed rule (83 FR 32394). 
We reiterate that we plan to develop 
materials regarding the timing 
categories, including such topics as 
claims adjustments and resolution of 
claims processing issues. We will also 
update guidance in the Medicare Claims 
Processing Manual as well as the 
Medicare Benefit Manual as appropriate 
with detailed procedures. We will also 
work with the MACs to address any 
concerns regarding the processing of 
home health claims as well as develop 
training materials to facilitate all aspects 
of the transition from the current 
payment system to the PDGM, including 
the unique aspects of the timing 
categories. 


Final Decision: We are finalizing our 
proposal to classify 30-day periods of 
care under the PDGM as ‘‘early’’ or 
‘‘late’’ depending on when they occur 
within a sequence of 30-day periods. 
The first 30-day period would be 
classified as early and all subsequent 
30-day periods in the sequence (second 
or later) would be classified as late and 
30-day periods of care cannot be 
considered early unless there is a gap of 
more than 60 days between the end of 
one period and the start of another. 


5. Admission Source Categories 
In the CY 2019 HH PPS proposed 


rule, we described analysis showing the 
impact of the source of admission on 
home health resource use and proposed 
to establish two admission source 
categories for grouping 30-day periods 
of care under the PDGM—institutional 
and community—as determined by the 
healthcare setting utilized in the 14 days 
prior to home health admission (83 FR 
32340). We proposed that 30-day 
periods for beneficiaries with any 
inpatient acute care hospitalizations, 
skilled nursing facility (SNF) stays, 
inpatient rehabilitation facility (IRF) 
stays, or long term care hospital (LTCH) 
stays within the 14 days prior to a home 
health admission would be designated 
as institutional admissions. We also 
proposed that the institutional 
admission source category would also 
include patients that had an acute care 


hospital stay during a previous 30-day 
period of care and within 14 days prior 
to the subsequent, contiguous 30-day 
period of care and for which the patient 
was not discharged from home health 
and readmitted (that is, the admission 
date and from date for the subsequent 
30-day period of care do not match) as 
we acknowledge that HHAs have 
discretion as to whether they discharge 
the patient due to a hospitalization and 
then readmit the patient after hospital 
discharge. However, we also proposed 
that we would not categorize PAC stays 
(SNF, IRF, LTCH stays) that occur 
during a previous 30-day period and 
within 14 days of a subsequent, 
contiguous 30-day period of care (that 
is, the admission date and from date for 
the subsequent 30-day period of care do 
not match) as institutional, as we would 
expect the HHA to discharge the patient 
if the patient required PAC in a different 
setting and then readmitted the patient, 
if necessary, after discharge from such 
setting. If the patient was discharged 
and then readmitted to home health, the 
admission date and ‘‘from’’ date on the 
30-day claim would match and the 
claims processing system will look for 
an acute or a PAC stay within 14 days 
of the home health admission date. We 
proposed that this admission source 
designation process would be applicable 
to institutional stays both paid by 
Medicare or another payer. All other 30- 
day periods would be designated as 
community admissions. For the 
purposes of a RAP, we proposed that we 
would only adjust the final home health 
claim submitted for source of 
admission. Additionally, we also 
proposed that HHAs would only 
indicate the proposed admission source 
occurrence codes on the final claim and 
not on any RAPs submitted. The 
proposed admission source category 
was discussed in detail in the proposed 
rule. 


We solicited public comments on the 
admission source component of the 
proposed PDGM. The following is a 
summary of the public comments and 
our responses: 


Comment: Several commenters 
expressed their support for the 
admission categories within the 
framework of the PDGM, as they believe 
patient needs significantly differ 
between these groups and payment 
differences are warranted in order to 
better reflect the cost of Medicare home 
health care, thus improving the 
accuracy of payments in the revised 
system. 


Response: We appreciate the 
commenters’ support with regard to the 
admission source element of the PDGM. 
The intention of the PDGM proposal, 


including the admission source 
component, is to refine and to better fit 
costs incurred by agencies for patients 
with differing characteristics and needs 
under the prospective payment system, 
and we believe that the differing 
weights for source of admission will 
facilitate more appropriate alignment 
within the HH PPS. 


Comment: Several commenters stated 
that the source of a home health 
admission may not always correspond 
with home health beneficiary needs and 
corresponding provider costs, as some 
community entrants sometimes require 
more intensive resources than their 
institutional counterparts, presenting 
with complex conditions such as 
psychiatric and neurological conditions, 
pressure and stasis ulcers, and a history 
of falls. Several commenters also stated 
that we are ‘‘devaluing’’ community 
entrants by providing lower 
reimbursement for those beneficiaries 
when compared with institutional 
entrants. 


Response: As described in detail in 
the CY 2019 HH PPS proposed rule, our 
analytic findings demonstrate that 
institutional admissions have higher 
average resource use when compared 
with community admissions, which 
ultimately led to the inclusion of the 
admission source category within the 
framework of the PDGM (83 FR 32340). 
We do not seek to ‘‘devalue’’ or show 
preference to any particular patient 
profile, but rather aim to better align 
home health payment with the costs 
observed in providing care. 
Additionally, as discussed in our CY 
2019 HH PPS proposed rule, current 
research around those patients who are 
discharged from acute and PAC settings 
shows that these beneficiaries tend to be 
sicker upon admission, are being 
discharged rapidly back to the 
community, and are more likely to be 
re-hospitalized after discharge due to 
the acute nature of their illness (83 FR 
32396). As further described in the CY 
2019 HH PPS proposed rule, research 
studies indicate that patients admitted 
to home health from institutional 
settings are vulnerable to adverse effects 
and injury because of the functional 
decline that occurs due to their 
institutional stay, indicating that the 
patient population referred from an 
institutional setting requires more 
concentrated resources and supports to 
account for and mitigate this functional 
decline (83 FR 32397). We continue to 
believe that accounting for the material 
differences in the care needs of the 
home health beneficiary population 
admitted from institutional settings and 
their resulting, differentiated resource 
use, will serve to better align payments 
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with actual costs incurred by HHAs 
when providing care. We will carefully 
monitor the outcomes of this change, 
including any impacts to community 
entrants, and make further refinements 
as necessary. We also note that a 
component of the PDGM is the 
classification of periods of care into 
clinical groups according to the 
principal diagnosis reported. This 
component of the PDGM serves to 
capture the different resource needs of 
different conditions in the home health 
population, including complex 
conditions such as neurological 
conditions. 


Comment: Several commenters noted 
that the admission source component of 
the PDGM has strong explanatory power 
in the model, outweighing clinical and 
functional factors. Several commenters 
believe the inclusion of admission 
source in the PDGM is akin to the use 
of therapy thresholds in HHRGs, as the 
commenters assert that it has the 
potential to create inappropriate 
incentives. Some commenters suggested 
that admission source not be utilized 
used in the model; instead, only patient 
clinical and functional status should be 
considered. Other commenters believe 
that the payment differences by 
admission source is too great. A 
commenter recommended that 
additional analysis be conducted 
regarding the payment adjustment for 
admission source and that we determine 
if other elements of the case-mix system 
would more adequately account for 
differences in payments when compared 
to the admission source variable. 
Another commenter stated that the 
admission source component of the 
PDGM is inaccurate and will likely push 
patients into the institutional setting 
and suggested that we instead utilize a 
‘‘risk of readmission’’ measure, which 
could serve to gauge patient severity 
and promote value-based care. 


Response: We appreciate the 
commenters’ feedback regarding the 
admission source component of the 
PDGM. However, we reiterate that the 
analytic findings presented in the CY 
2019 HH PPS proposed rule point to 
clear differences in resources utilized by 
beneficiaries with differing sources of 
admission. In developing the various 
elements of the PDGM, we sought to 
focus on variables that predicted care 
needed by the patient (83 FR 32340). We 
disagree that using an admission source 
variable is equivalent to therapy 
thresholds. The data supports that 
resource utilization is higher among 
those with beneficiaries who have had 
a previous institutional stay prior to 
admission to home health, which 
accounts for the explanatory power of 


this particular variable. Conversely, 
increased payment associated with the 
therapy thresholds is directly correlated 
with the number of therapy visits 
provided. Regarding the suggestion that 
we instead utilize a ‘‘risk of 
readmission’’ measure, we remind 
commenters that the PDGM does 
include an OASIS item for ‘‘Risk for 
Hospitalization’’ in its construction at 
the functional level to further account 
for patient characteristics that could 
translate into resource use. We note that 
we will continue to analyze the 
inclusion of other variables in the 
PDGM case-mix adjustment and will 
consider such additional components 
for future refinement. 


Comment: Commenters stated that 
inpatient settings would become the 
primary patient referral target for HHAs 
and that community referral 
beneficiaries may find HHAs less 
willing to admit them to home health 
care if CMS were to finalize the 
admission source categories in the 
PDGM as proposed. 


Response: We appreciate the 
commenters’ concern regarding possible 
behavioral changes by providers given 
the perceived incentives created by the 
admission source categories within the 
PDGM. We continue to expect that 
HHAs will provide the appropriate care 
needed by all beneficiaries who are 
eligible for the home health benefit, 
including those beneficiaries with 
medically-complex conditions who are 
admitted from the community. We 
recognize that providers may shift 
practices based upon strategies meant to 
maximize payment; therefore, we plan 
to closely monitor for any concerning 
trends in provider behavior, including 
such metrics as proportion of cases in a 
provider’s caseload referred from both 
the community and institutional 
settings. We also note that in previous 
analysis related to the solicitation of 
home health referrals, research has 
shown that many agencies seek referrals 
from any setting, institutional or 
otherwise. In the FY 2001 HH PPS 
proposed rule, evaluators assessing the 
HH PPS demonstration came to the 
conclusion that agencies did not alter 
their behavior in response to payment 
changes in the home health 
demonstration in such a way that 
impacted beneficiary access or quality 
of care, nor did they employ practices 
in order to avoid costly patients or 
recruit lower-care cases (64 FR 58140). 
Many agencies wanted to maintain a 
steady stream of referrals and were 
therefore not in a position to avoid a 
specific referral source, and, as a result, 
did not do so. We expect that HH 
providers will continue to seek referrals 


from all sources under the PDGM 
system, resulting in continued access to 
home health care for Medicare 
beneficiaries. 


Comment: Several commenters 
suggested the inclusion of inpatient 
psychiatric facility (IPF) stays in the 
institutional category for the purposes of 
the PDGM. 


Response: We appreciate the 
commenters’ feedback and agree that 
inpatient psychiatric facility (IPF) stays 
should be included in the institutional 
category for the payment system under 
the PDGM. We agree that admission to 
an inpatient psychiatric facility would 
merit inclusion as an institutional 
source under the PDGM and therefore, 
we will include this site of service as 
part of the institutional category case- 
mix variable. 


Comment: Several commenters 
recommended that CMS consider 
incorporating other clinical settings into 
the definition of the institutional 
category, including hospices and 
outpatient facilities, including 
emergency rooms. The commenters 
asserted that the criteria for inpatient 
hospital admission versus outpatient 
and other non-acute/PAC services are 
not always clear and that the differences 
between patients admitted as inpatient 
versus as outpatient are minimal. The 
commenters also stated that observation 
stays, which are not considered 
institutional stays by CMS, should be 
considered as such for the purposes of 
the PDGM, in part because beneficiaries 
and their families will have the 
‘‘perception’’ of an inpatient stay and 
inform the HHA of what they perceive 
to have been an institutional stay. 
Another commenter stated that patients 
who utilize emergency room services 
either need a higher level of home 
health services once they transition to 
home health care or they require a lot 
of education to encourage them to 
utilize options other than the ER when 
issues arise. The commenter moreover 
asserted that hospitals have become 
adept at using observation stays for 
purposes of avoiding re-hospitalization 
penalties but maintains that these 
patients have just as high acuity as those 
referred to home health from a typical 
inpatient hospital stay. A commenter 
stated that joint replacement surgery 
continues to evolve, and patients are 
having surgery and are being treated as 
an ‘‘observation stay’’ rather than a 
hospital admission despite requiring a 
high level of service once they return 
home. A commenter noted concern that 
categorization could limit access to 
home care for joint replacements that 
may occur in ambulatory surgery 
centers and other outpatient facilities, 
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16 https://www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/SNFPPS/Downloads/Jimmo- 
Settlement-Agreement.pdf. 


settings not currently considered 
institutional for the purposes of the 
PDGM. Another commenter stated that 
the exclusion of observation stays and 
ED visits from the institutional category 
would create an incentive for HHAs to 
potentially encourage hospitalizations 
for potentially higher reimbursement. 


Response: We appreciate the 
commenters’ concerns regarding 
potential impacts to those patients who 
may have experienced an event in a 
setting that is not defined as acute or 
post-acute, including visits to 
emergency departments. However, for 
the purposes of the PDGM, we will only 
include those stays in the institutional 
category that are considered 
institutional stays in other Medicare 
settings. As described in detail in the 
CY 2019 HH PPS proposed rule, we 
analyzed the resource use of admission 
source categories, including ED visits 
and observational stays, as well as 
corresponding payment weights based 
upon the resource use demonstrated in 
existing home health data (83 FR 
32340). Our findings indicate that the 
volume of patients utilizing such 
settings prior to a home health episode 
is very low. Given that the proportion of 
home health periods with admissions 
from ED visits and observational stays is 
low relative to community and 
institutional counterparts, we believe 
that creating a third community 
admission source category for 
observational stays and ED visits could 
potentially introduce added complexity 
into the payment system in order to 
address a small portion of home health 
stays, which could in turn lead to the 
creation of payment groups that contain 
very few stays with very little difference 
in case-mix weights across the 
landscape of groups. Moreover, we 
remain concerned that a third admission 
source category for observational stays 
and ED visits could potentially create an 
incentive for HHAs to encourage 
outpatient encounters both prior to a 30- 
day period of care or within a 30-day 
period of care within 14 days of the start 
of the next 30-day period, thereby 
potentially increasing costs to the 
Medicare program overall. For all of 
these reasons, we believe that 
incorporating HH stays with preceding 
observational stays and ED visits into 
the community admission category is 
most appropriate at this time. 


While we recognize that there is more 
recent use of Ambulatory Surgery 
Centers (ASCs) for certain joint 
replacement surgeries, we do not have 
sufficient data at this time to determine 
the impact on home health resource use 
for beneficiaries coming from an ASC 
facility after these types of surgeries. As 


mentioned previously, we will only 
include those stays that are considered 
institutional stays in other Medicare 
settings and where ‘‘institutional’’ refers 
to discharges from acute-care hospitals, 
IRFs, LTCHs, IPFs, and SNFs. Therefore, 
a discharge from an ASC does not meet 
the definition of ‘‘institutional’’. 
Likewise, discharge from hospice care 
would not be considered an 
institutional discharge, nor would we 
expect large enough numbers of 
beneficiaries discharging from hospice 
to home health to warrant such an 
inclusion. 


However, we note that as we receive 
and evaluate new data related to the 
provision of Medicare home health care 
under the PDGM, we will continue to 
assess the payment levels for admission 
source within a home health period and 
give consideration to any cost 
differentiation evidenced by the 
resources required by those home health 
patients with a preceding outpatient 
event. 


Comment: Several commenters stated 
that the addition of the admission 
source category and potential payment 
differential could negatively affect 
agencies’ ability to provide the care for 
beneficiaries in the community and that 
the admission source categories placed 
a higher value on care provided to a 
beneficiary referred to home health care 
from an acute setting. Several 
commenters stated that home health 
community entrants are provided 
education and oversight as well as 
preventative and maintenance therapy 
and care, citing the Jimmo Settlement 
Agreement.16 Commenters assert that 
such maintenance care ultimately 
prevents beneficiaries from requiring an 
admission to a more expensive hospital 
setting. Several commenters stated that 
the admission source element of the 
PDGM would lead to reduced access to 
home-based care, which may, in turn, 
result in an increase in emergency 
department visits, an increase in 
hospital admissions, and increased use 
of high cost institutional care for 
patients. The commenters further 
suggested that the maintenance 
interventions provided produce value 
for the Medicare system and that these 
savings should be reflected through 
higher payment to HHAs for the care of 
community entrants. 


Response: HHAs should continue to 
provide the most appropriate care to 
Medicare home health beneficiaries, 
regardless of admission source or any 
other category related to home health 


payment in accordance with the home 
health CoP requirements at § 484.60. As 
we noted in the CY 2019 HH PPS 
proposed rule, the primary goal of home 
health care is to provide restorative care 
when improvement is expected, 
maintain function and health status if 
improvement is not expected, slow the 
rate of functional decline to avoid 
institutionalization in an acute or post- 
acute care setting, and/or facilitate 
transition to end-of-life care as 
appropriate (83 FR 32375). The primary 
goal of the HH PPS is to align payment 
with the costs of providing home health 
care. As described in the CY 2019 HH 
PPS proposed rule, we have developed 
the PDGM categories and corresponding 
payment weights based upon the 
resource use demonstrated in existing 
home health data, which shows that 
differentiated amounts are merited 
between the two admission sources (83 
FR 32375). Furthermore, in our CY 2000 
HH PPS final rule, commenters asserted 
that patients admitted to home health 
from the hospital were often more 
acutely ill and resource-intensive than 
other patients, particularly when 
compared with beneficiaries who had 
no institutional care prior to admission 
(64 FR 41147). Commenters further 
noted that home health beneficiaries 
referred from institutional settings 
typically required more visits and more 
intensive teaching. Given our analyses 
as well as clinical observations 
regarding the resource needs of the 
institutional entrants to home health, 
we believe that differentiated admission 
source categories are merited. We will 
continue to monitor home health data 
for impacts of this payment policy 
change, potentially evaluating for 
increases in hospital admissions during 
home health stays, poorer quality 
outcomes, and increases in costs for the 
overall Medicare program, and we will 
make refinements to the payment 
system as appropriate. 


Comment: Several commenters 
expressed concern regarding the 
operational aspects of the admission 
source category, requesting guidance for 
retroactive adjustments, plans for the 
claims readjustment process due to 
institutional claim issues, definitions for 
timely filing, and guidance regarding 
when occurrence codes may be utilized 
(for example, for both non-Medicare and 
Medicare institutional stays). Several 
commenters expressed concern that the 
usage of occurrence codes for 
institutional admissions will increase 
burden on providers, cause difficulties 
for HHAs when having to rely on 
institutional providers to submit timely 
claims to Medicare, and create 
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challenges when modifications to home 
health payments are made retroactively 
due to the re-categorization of a 
community stay when an institutional 
claim was not submitted correctly. 
Several commenters requested that CMS 
clarify the length of time that a HHA 
would have to resubmit a home health 
claim when it learns of a non-Medicare 
institutional stay occurring within 14 
days of the home health admission. A 
commenter expressed concern regarding 
the usage of the OASIS for identification 
of institutional admission sources. 


Response: As described in the CY 
2019 HH PPS proposed rule, we have 
developed automated claims processing 
procedures with the goal of reducing the 
amount of administrative burden 
associated with the admission source 
category of the PDGM (83 FR 32375). 
For example, Medicare systems will 
automatically determine whether a 
beneficiary has been discharged from an 
institutional setting for which Medicare 
paid the claim, using information used 
during claims processing to 
systematically identify admission 
source and address this issue. When the 
Medicare claims processing system 
receives a Medicare home health claim, 
the systems will check for the presence 
of a Medicare acute or PAC claim for an 
institutional stay. If such an 
institutional claim is found, and the 
institutional stay occurred within 14 
days of the home health admission, our 
systems will trigger an automatic 
adjustment of the corresponding HH 
claim to the appropriate institutional 
category. Similarly, when the Medicare 
claims processing system receives a 
Medicare acute or PAC claim for an 
institutional stay, the systems will 
check for the presence of a subsequent 
HH claim with a community payment 
group. If such a HH claim is found, and 
the institutional stay occurred within 14 
days of the home health admission, our 
systems will trigger an automatic 
adjustment of the HH claim to the 
appropriate institutional category. This 
process may occur any time within the 
12-month timely filing period for the 
acute or post-acute claim. The OASIS 
assessment will not be utilized in 
evaluating for admission source 
information. 


Moreover, we proposed that newly- 
created occurrence codes would also be 
established, allowing HHAs to manually 
indicate on Medicare home health 
claims that an institutional admission 
had occurred prior to the processing of 
an acute/post-acute Medicare claim, if 
any, by Medicare systems in order to 
receive the higher payment associated 
with the institutional admission source 
sooner (83 FR 35312). However, the 


usage of the occurrence codes is limited 
to situations in which the HHA has 
information about the acute or PAC stay. 
We also noted that the use of these 
occurrence codes would not be limited 
to home health beneficiaries for whom 
the acute/post-acute claims were paid 
by Medicare. HHAs would also use the 
occurrence codes for beneficiaries with 
acute/post-acute care stays paid by other 
payers, such as the Veterans 
Administration (VA). 


If a HHA does not include the 
occurrence code on the HH claim 
indicating that a home health patient 
had a previous institutional stay, 
processed either by Medicare or other 
institutions such as the VA, such an 
admission will be categorized as 
‘‘community’’ and paid accordingly. 
However, if later a Medicare acute/post- 
acute claim for an institutional stay 
occurring within 14 days of the home 
health admission is submitted within 
the timely filing deadline and processed 
by the Medicare systems, the HH claim 
would be automatically adjusted and re- 
categorized as an institutional 
admission and appropriate payment 
modifications would be made. If there 
was a non-Medicare institutional stay 
occurring within 14 days of the home 
health admission but the HHA was not 
aware of such a stay, upon learning of 
such a stay, the HHA would be able to 
resubmit the HH claim that included an 
occurrence code, subject to the timely 
filing deadline, and payment 
adjustments would be made 
accordingly. 


Again, however, we note that the 
Medicare claims processing system will 
check for the presence of an acute/post- 
acute Medicare claim for an 
institutional stay occurring within 14 
days of the home health admission on 
an ongoing basis and automatically 
assign the home health claim as 
‘‘community’’ or ‘‘institutional’’ 
appropriately. As a result, with respect 
to a HH claim with a Medicare 
institutional stay occurring within 14 
days of home health admission, we will 
not require the submission of an 
occurrence code in order to 
appropriately categorize the HH claim to 
the applicable admission source. With 
respect to a HH claim with a non- 
Medicare institutional stay occurring 
with 14 days of home health admission, 
a HHA would need to submit an 
occurrence code on the HH claim in 
order to have the HH claim categorized 
as ‘‘institutional’’ and paid the 
associated higher amount. 


Additionally, we plan to provide 
education and training regarding all 
aspects of the admission source process 
and to develop materials for guidance 


on claims adjustments, for resolution of 
claims processing issues, for defining 
timely filing windows, and for 
appropriate usage of occurrence codes 
through such resources as the Medicare 
Learning Network. We will also update 
guidance in the Medicare Claims 
Processing Manual as well as the 
Medicare Benefit Policy Manual as 
appropriate with detailed procedures. 
We will also work with the MACs to 
address any concerns regarding the 
processing of home health claims as 
well as develop training materials to 
facilitate all aspects of the transition to 
the PDGM, including the unique aspects 
of the admission source categories. 


With regards to the length of time for 
resubmission of home health claims that 
reflect a non-Medicare institutional 
claim, all appropriate Medicare rules 
regarding timely filing of claims will 
still apply. Procedures required for the 
resubmission of home health claims will 
apply uniformly for those claims that 
require editing due to the need to add 
or remove occurrence codes. Details 
regarding the timely filing guidelines for 
the Medicare program are available in 
the Medicare Claims Processing Manual, 
Chapter 1—General Billing 
Requirements, which is available at the 
following website: https://
www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/ 
downloads/clm104c01.pdf. 
Additionally, adjustments to any re- 
submitted home health claims will be 
processed in the same manner as other 
edited Medicare home health claims. 
Additionally, we plan to perform robust 
testing within the Medicare claims 
processing system to optimize and 
streamline the payment process. 


Comment: Another commenter 
requested details regarding the process 
by which HHAs should verify a non- 
Medicare institutional stay. 


Response: As we noted in in the CY 
2019 HH PPS proposed rule, we expect 
home health agencies would utilize 
discharge summaries from all varieties 
of institutional providers (that is, 
Medicare and non-Medicare) to inform 
the usage of these occurrence codes, and 
these discharge documents should 
already be part of the beneficiary’s home 
health medical record used to support 
the certification of patient eligibility as 
outlined in § 424.22(c) (83 FR 32340). 
Providers should utilize existing 
strategies and techniques for verification 
of such stays and incorporate relevant 
clinical information into the plan of 
care, as is already required by the 
Medicare CoPs. 


Comment: Several commenters 
expressed concern that the use of 
occurrence codes will lead to claims 
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denials by MACs and stated that MAC 
staff will require training in order to 
ensure appropriate application of the 
admission source policy as well as 
avoid any unintended consequences. 


Response: We intend to provide 
education and training regarding the 
usage of the admission source 
occurrence codes to providers through 
such tools are Medicare Learning 
Network articles. We are also working 
closely with the MACs to ensure proper 
processing of home health claims under 
the new PDGM. Additionally, as we 
noted in in the CY 2019 HH PPS 
proposed rule, while a home health 
claim with a non-Medicare institutional 
admission source can be categorized by 
the HHA as an institutional admission 
and paid accordingly, we may conduct 
medical review if deemed appropriate 
(83 FR 35312). 


Comment: Several commenters 
expressed concern regarding our 
proposal to potentially conduct post- 
payment medical review of home health 
claims in order to assess whether a 
home health admission was preceded by 
an institutional stay, asserting that 
HHAs should not be held responsible 
for other providers’ claim activity. The 
commenters stated that post-payment 
medical review for instances in which 
HHAs manually indicate on the claim 
an institutional admission source, and 
the institution’s claim for an acute/post- 
acute stay is subsequently denied or not 
filed in a timely manner could be 
problematic. The commenters stated 
that a denial for the acute/post-acute 
stay could be due to a number of 
reasons of which the HHA has no 
knowledge or involvement and noted 
that any denial of an institutional claim 
or non-timely filing of a claim, would be 
outside of the control of the HHAs. 


Response: Our evaluation process 
within the Medicare claims processing 
system will check for the presence of an 
acute/post-acute Medicare claim for an 
institutional stay occurring within 14 
days of the home health admission on 
an ongoing basis. Under this approach, 
the Medicare systems would only 
evaluate for whether an acute/post-acute 
Medicare claim for an institutional stay 
occurring within 14 days of the home 
health admission was processed by 
Medicare, not whether it was paid. 
Therefore, we do not expect that a home 
health claim will be denied due to 
unpaid Medicare claims for preceding 
acute/post-acute admissions. Moreover, 
we note that providers would have the 
option to submit the occurrence code 
indicating a preceding institutional stay 
in order to categorize the home health 
admission as ‘‘institutional.’’ If in the 
case of a Medicare institutional stay, 


upon review after finding no Medicare 
acute or post-acute care claims in the 
National Claims History, and there is 
documentation of a Medicare acute or 
post-acute care stay within the 14 days 
prior to the home health admission, but 
the institutional setting did not submit 
its claim in a timely fashion or at all, we 
would permit the institutional 
categorization for the payment of the 
home health claim through appropriate 
administrative action. Similarly, in the 
case of a non-Medicare institutional 
stay, if documentation of a non- 
Medicare acute or post-acute care stay 
within the 14 days prior to the home 
health admission, is found, we would 
permit the categorization of the home 
health claim as ‘‘institutional’’. 
However, if upon medical review after 
finding no acute or post-acute care 
Medicare claims in the National Claims 
History, and there is no documentation 
of an acute or post-acute care stay, 
either a Medicare or non-Medicare stay, 
within 14 days of the home health 
admission, we would correct the 
overpayment and re-categorize the stay 
as community. If upon medical review 
after finding no Medicare acute or post- 
acute care claims in the National Claims 
History and we find that an HHA is 
systematically including occurrence 
codes that indicate the patient’s 
admission source was ‘‘institutional,’’ 
but no documentation exists in the 
medical record of Medicare or non- 
Medicare stays, we would refer the HHA 
to the zone program integrity contractor 
(ZPIC) for further review, including any 
potential administrative action. 


Comment: A commenter suggested 
that we only conduct post-payment 
review for HHAs that have claims that 
are consistently associated with acute/ 
post-acute claim denials, or whose 
utilization pattern of acute/post-acute 
occurrence codes is aberrant when 
compared with their peers, which the 
commenter asserts would ensure a more 
equitable approach toward conducting 
post-payment medical review of home 
health claims. 


Response: We appreciate the 
commenter’s suggestions regarding 
targeted approaches for medical review 
after the implementation of the 
admission source element of the PDGM, 
and we will consider such metrics in 
the development of any targeted 
reviews. 


Comment: Another commenter 
expressed concerns regarding 
operational aspects of the admission 
source portion of the PDGM, stating that 
if the institutional stay were billed very 
late in the timely filing period, the HHA 
might not receive an appropriate 
admission source adjustment within the 


PDGM. The commenter also expressed 
concern regarding the timely filing 
window for HHAs, asking if we will 
increase the timely filing period for 
home health agencies. The commenter 
also wanted to understand how home 
health agencies will know if 
institutional providers are submitting 
their claim correctly and meeting the 
necessary criteria. Additionally, the 
commenter asked why we were not 
allowing payment to the home health 
agency if the agency’s billing is 
submitted appropriately based on the 
information currently at hand and later 
recalculate and adjust payment if 
necessary. The commenter also asked if 
discharge summaries received by home 
health from external institutions will 
serve as ‘‘proof’’ in the event of medical 
review. The commenter also asked what 
would transpire if an institutional 
provider decided post-discharge that the 
inpatient admission did not meet 
inpatient criteria when discharge 
summary documents still indicate the 
patient was being discharged to home 
health following a qualifying inpatient 
stay. 


Response: We appreciate the 
commenter’s questions regarding the 
operational aspects of the admission 
source category within the PDGM. With 
respect to any issues around a Medicare 
institutional claim submitted near the 
end of the timely filing period, if the 
institutional stay is billed very late in 
the timely filing period, that 
institutional stay claim would trigger an 
automatic adjustment to the HH claim 
whenever it is received by CMS’s claims 
processing system and the HHA would 
be paid appropriately. If there was a 
non-Medicare institutional stay 
occurring within 14 days of the home 
health admission but the HHA was not 
aware of such a stay, upon learning of 
such a stay, the HHA would be able to 
resubmit the HH claim that included an 
occurrence code to indicate an 
institutional admission source, subject 
to the timely filing deadline, and 
payment adjustments would be made 
accordingly. Regarding timely filing 
timeframes, we do not have the 
authority to extend timely filing 
timeframes as they are mandated by 
statute. However, the HHA may utilize 
the newly-established occurrence codes 
to indicate an institutional admission 
source without dependency on the 
claims submission by the institutional 
provider. 


Additionally, we reiterate that the 
HHA is not dependent on the 
institutional provider’s ‘‘correct’’ 
submission of the institutional claim for 
appropriate admission source 
categorization, as HHAs will have the 
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option of including the relevant 
occurrence codes to indicate an HH 
admission from an institutional 
provider separate and apart from any 
claims submission by the institutional 
provider. In the case of a Medicare 
institutional stay, if the institutional 
setting did not submit its claim in a 
timely fashion, or at all, but there is 
documentation of a Medicare acute or 
PAC stay within the 14 days prior to the 
home health admission, we would 
permit the institutional categorization 
for the payment of the home health 
claim through appropriate 
administrative action. Similarly, in the 
case of a non-Medicare institutional 
stay, if documentation of a non- 
Medicare acute or post-acute care stay 
within the 14 days prior to the home 
health admission, is found, we would 
permit the categorization of the home 
health claim as ‘‘institutional’’. 
Regarding the usage of discharge 
summaries as evidence of a prior 
institutional stay, such summaries may 
be considered in the assessment of the 
appropriateness of the usage of an 
occurrence code indicating admission to 
HH from an institutional setting and 
determinations will be made based 
upon the evidence gathered. Regarding 
a scenario where an institutional 
provider determines post-discharge that 
an admission did not meet inpatient 
criteria but the discharge summary 
utilized by an HHA indicated that the 
patient was being discharged to home 
health following a qualifying inpatient 
stay, the home health agency would not 
be left with a non-covered claim. 
However, the home health claim may be 
paid as non-institutional rather than 
institutional, given the source of the 
admission. Furthermore, we note that 
details regarding the claims processing 
instructions for Medicare home health 
claims will be updated in our Medicare 
Claims Processing Manual. We plan to 
provide education and training 
regarding all aspects of the admission 
source process and to develop materials 
for guidance on claims adjustments, and 
for appropriate usage of occurrence 
codes. 


Final Decision: We are finalizing our 
proposal to establish two admission 
source categories for grouping 30-day 
periods of care under the PDGM— 
institutional and community—as 
determined by the healthcare setting 
utilized in the 14 days prior to home 
health admission. Thirty-day periods for 
beneficiaries with any inpatient acute 
care hospitalizations, inpatient 
psychiatric facility (IPF) stays, skilled 
nursing facility (SNF) stays, inpatient 
rehabilitation facility (IRF) stays, or long 


term care hospital (LTCH) stays within 
the 14 days prior to a home health 
admission will be designated as 
institutional admissions. The 
institutional admission source category 
will also include patients that had an 
acute care hospital stay during a 
previous 30-day period of care and 
within 14 days prior to the subsequent, 
contiguous 30-day period of care and for 
which the patient was not discharged 
from home health and readmitted (that 
is, the admission date and from date for 
the subsequent 30-day period of care do 
not match) as we acknowledge that 
HHAs have discretion as to whether 
they discharge the patient due to a 
hospitalization and then readmit the 
patient after hospital discharge. 
However, we will not categorize post- 
acute care stays (SNF, IRF, or LTCH) or 
IPF stays that occur during a previous 
30-day period and within 14 days of a 
subsequent, contiguous 30-day period of 
care (that is, the admission date and 
from date for the subsequent 30-day 
period of care do not match) as 
institutional, as we would expect the 
HHA to discharge the patient if the 
patient required post-acute care in a 
different setting or inpatient psychiatric 
care and then readmit the patient, if 
necessary, after discharge from such 
setting. If the patient was discharged 
and then readmitted to home health, the 
admission date and ‘‘from’’ date on the 
30-day claim would match and the 
claims processing system will look for 
an acute or a post-acute care stay within 
14 days of the home health admission 
date. This admission source designation 
process would be applicable to 
institutional stays paid by Medicare or 
another payer. All other 30-day periods 
would be designated as community 
admissions. For the purposes of a RAP, 
we would only adjust the final home 
health claim submitted for source of 
admission. For example, if a RAP for a 
community admission was submitted 
and paid, and then an acute or PAC 
Medicare claim was submitted for that 
patient before the final home health 
claim was submitted, we would not 
adjust the RAP and would only adjust 
the final home health claim so that it 
reflected an institutional admission. 
Additionally, HHAs would only 
indicate admission source occurrence 
codes on the final claim and not on any 
RAPs submitted. As noted previously, 
we plan to provide future training and 
guidance of operational aspects of 
claims processing under the PDGM 
especially regarding the admission 
source case-mix variable. 


6. Clinical Groupings 


In the CY 2019 HH PPS proposed rule 
(83 FR 32340), we proposed grouping 
30-day periods of care into six clinical 
groups: Musculoskeletal Rehabilitation, 
Neuro/Stroke Rehabilitation, Wounds— 
Post-Op Wound Aftercare and Skin/ 
Non-Surgical Wound Care, Behavioral 
Health Care (including Substance Use 
Disorder), Complex Nursing 
Interventions, and Medication 
Management, Teaching, and Assessment 
(MMTA). We stated that by placing 
periods of care into clinical groups 
reflecting the primary reason the patient 
is receiving home health, as determined 
by the principal diagnosis on the claim, 
we would capture the most common 
types of care provided and more 
accurately align payments with the cost 
of providing care (that is, resource use). 


In response to comments on the CY 
2018 HH PPS proposed rule (82 FR 
35317) and a Technical Expert Panel 
(TEP) held in February 2018, we 
conducted further analysis on the 
division of the MMTA clinical group 
into subgroups. We conducted a 
thorough review of all the diagnosis 
codes grouped into the MMTA group 
and we grouped codes into MMTA 
subgroups based on feedback from 
public comments, which mainly 
focused on cardiac, oncology, 
infectious, and respiratory diagnoses. 
We created the additional subgroups 
(Surgical Aftercare, Cardiac/Circulatory, 
Endocrine, GI/GU, Infectious Diseases/ 
Neoplasms/Blood Forming Diseases, 
Respiratory, and Other) based on data 
that showed above-average resource use 
for the codes in those groups, and then 
combined certain groups that had a 
minimal number of codes. 


Similar to the initial Home Health 
Groupings Model (HHGM) analysis 
conducted in 2016 that was discussed in 
the CY 2018 HH PPS proposed rule, 
results showed that the change in case- 
mix weights, as well as impacts to the 
other case-mix variables (admission 
source/timing, comorbidity adjustment) 
was minimal for the 30-day periods 
assigned to these subgroups compared 
to the case-mix weights without the 
subgroups. We showed that overall, 
using the MMTA subgroup model 
would result in more payment groups 
but no significant differences in case- 
mix weights across those groups. For 
that reason, in the CY 2019 HH PPS 
proposed rule, we proposed to retain the 
six clinical groups as shown in Table 
26, and not divide the MMTA clinical 
group into subgroups. A complete list of 
ICD–10–CM codes and their assigned 
clinical groupings is posted on the CMS 
HHA Center web page (https:// 
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17 https://www.cms.gov/center/provider-type/ 
home-health-agency-HHA-center.html. 


18 Public comments can be viewed at: 
Regulations.gov, ID: CMS–2017–0100–0002: 


Medicare and Medicaid Programs: Home Health 
Prospective Payment System Rate Update, etc. 


www.cms.gov/center/provider-Type/ 
home-Health-Agency-HHA- 
Center.html). More information on the 
analysis and development of the 
groupings can be found in the CY 2019 
HH PPS proposed rule as well as the 
Summary of the Home Health Technical 


Expert Panel Meeting.17 However, we 
solicited comments from the public on 
whether there may be other compelling 
reasons why the MMTA clinical group 
should be broken out into subgroups, 
despite analysis indicating that 
additional subgroups do not result in 


significant differences in case-mix 
weights. We noted that we also planned 
to continue to examine trends in 
reporting and resource utilization to 
determine if future changes to the 
clinical groupings are needed after 
implementation of the PDGM. 


The following is a summary of the 
public comments received on the 
proposed clinical groups under the 
PDGM and our responses: 


Comment: Many commenters 
supported the patient-centered 
approach to grouping patients by 
clinical characteristics, and appreciated 
that additional codes were added to the 
PDGM in comparison to the HHGM. 


Response: We appreciate these 
comments and thank the commenters 
for their support of the clinical 
groupings as defined in the CY 2019 HH 
PPS proposed rule. 


Comment: Many commenters 
reiterated concern that the MMTA group 
was too large (that is, too many 30-day 
periods group into the MMTA clinical 
group under the PDGM) and stated 
preference for more specificity within 
this group despite analysis showing a 
lack of variation in resource use across 
subgroups. A commenter specifically 
noted that the groupings exclude heart 
failure and pulmonary clinical groups, 


which are two medically complex 
categories that result in significant time 
and resource use in order to prevent 
hospital readmissions. 


Response: As discussed in the CY 
2019 HH PPS proposed rule, health 
teaching; guidance and counseling; case 
management, treatments and 
procedures; and surveillance are 
integral in the care of the majority of 
home health patients. Additionally, 
these important interventions are often 
the primary reason for home health 
services. However, because these 
interventions cross the spectrum of 
diagnoses, the MMTA clinical group 
included the largest number of 30-day 
periods among the proposed clinical 
groups in the PDGM. Despite additional 
analysis showing very little variation in 
resource use after sub-dividing MMTA 
into smaller subgroups, we understand 
stakeholder preference to capture the 
distinctions in care provided to patients 
within this group. The majority of 
commenters still expressed concern 


with the high number of diagnoses that 
grouped into the MMTA and preferred 
greater specificity over having fewer 
HHRGs. 


Therefore, we will create 7 additional 
clinical groups to replace the 
comprehensive MMTA group. These 
subgroups were selected based on 
public comments in response to the CY 
2018 HH PPS proposed rule and these 
comments mainly focused on cardiac, 
oncology, infectious disease, and 
respiratory diagnoses.18 We created the 
additional subgroups based on data that 
showed above-average resource use for 
codes in those groups, and then 
combined certain groups that had a 
minimal number of codes. These 
subgroups were presented to the TEP 
convened in February, 2018 and were 
detailed in the CY 2019 HH PPS 
proposed rule; commenters were 
generally supportive of these seven 
subgroup designations. As such, these 
MMTA subgroups will be called: 


• MMTA—Surgical Aftercare 
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• MMTA—Cardiac/Circulatory 
• MMTA—Endocrine 
• MMTA—GI/GU 
• MMTA—Infectious Disease/ 


Neoplasms/Blood-forming Diseases 
• MMTA—Respiratory 
• MMTA—Other 
The addition of these 7 new groups 


generated a new table of case-mix 
weights for the model. The PDGM will 
now contain 432 case-mix groups. We 
agree with commenters that greater 
specificity in the MMTA clinical group 
will help distinguish differences in care 
and allow for greater transparency in 
resource use. We also believe that with 
the elimination of therapy thresholds, 
having more discrete subgroups within 
this clinical group may result in more 
variation in resource use over time. 


Comment: Several commenters 
submitted specific diagnosis codes that 
they believe should be reassigned to 
different clinical groups or added to the 
grouper tool. Another commenter stated 
that any existing ICD–10–CM diagnosis 
code should be considered when 
assigning a clinical group. Several 
commenters submitted new codes 
effective for October 1, 2018 that were 
not in the grouper tool released with the 
proposed rule on July 2, 2018. 


Response: We thank commenters for 
thoroughly reviewing the PDGM 
Grouper tool and providing questions 
and detailed examples regarding the 
grouping of specific codes. As discussed 
in the CY 2019 HH PPS proposed rule, 
one of the main goals of the PDGM is 
to clearly account for resource use by 
highlighting the main reason for home 
health services. The ICD–10–CM code 
list is an exhaustive list that contains 
many codes that do not support the 
need for home health services and so are 
not appropriate as principal diagnosis 
codes for grouping home health periods 
into clinical groups. Dental codes, for 
example, are included in the ICD–10– 
CM code list, but are not Medicare 
covered services. Others are Medicare 
covered codes, but are not relevant to 
home health, for example, codes that 
indicate death as the outcome. Another 
reason a code is not appropriate for 
grouping home health periods into 
clinical groups is because of coding 
guidelines. For example, this would 
include codes listed out of sequence 
when ICD–10 coding conventions 
indicate certain codes in which the 
underlying condition must be listed first 
(that is, Parkinson’s disease must be 
listed prior to Dementia if both codes 
were listed on a claim). 


In addition to coding guidelines, we 
also looked at clinical practice 
guidelines and the interventions and 


skilled care involved in managing the 
diagnosis at home. We believe these 
guidelines provide valuable information 
for establishing a plan of care and 
support home health resource use. For 
instance, an infection of an amputation 
stump may only require treatment with 
antibiotics, whereas management of 
necrotic tissue always involves 
debridement and subsequent wound 
care in order to allow wound healing to 
take place. Thus, necrosis of an 
amputation stump clearly denotes 
wound care. For a period to be grouped 
into the wound category, the diagnosis 
on the claim must reflect a break in skin 
integrity for which clinical practice 
guidelines involve wound care 
necessitating skilled nursing services. A 
diagnosis simply indicating infection 
may or may not necessitate wound care. 


We also expect that whenever 
possible, the most specific code that 
describes a medical disease, condition, 
or injury should be documented. For 
instance many codes contain the word 
‘‘unspecified.’’ Generally, ‘‘unspecified’’ 
codes are used when there is lack of 
information about location or severity of 
medical conditions in the medical 
record. However, we would expect a 
provider to use a precise code whenever 
more specific codes are available. 
Furthermore, if additional information 
regarding the diagnosis is needed, we 
would expect the HHA to follow-up 
with the referring provider in order to 
ensure the care plan is sufficient in 
meeting the needs of the patient. We 
believe that a vague principal diagnosis 
does not clearly identify the primary 
reason for home health, and 
subsequently leads to ambiguous 
resource use. For example, T14.90 
‘‘Injury, unspecified’’, lacks clarity 
regarding the type and extent of injury 
and therefore, fails to indicate and 
support the needed resources. 
Additionally, the ICD–10–CM code set 
includes laterality. We believe a home 
health clinician should not report an 
‘‘unspecified’’ code if that clinician can 
identify the side or site of a condition. 
For example, a home health clinician 
should be able to state whether a 
fracture of the arm is the right or left 
arm. 


Similarly, many of the codes that 
indicate pain or contractures as the 
primary diagnosis, for example M54.5, 
Low back pain or M62.422, Contracture 
of muscle, right hand, although site 
specific, do not indicate the cause of the 
pain or contracture. We would expect a 
more definitive diagnosis indicating the 
cause of the pain or contracture, as the 
reason for the skilled care, in order to 
appropriately group the home health 
period. 


We also believe that the majority of 
the R codes (codes that describe signs 
and symptoms, as opposed to diagnoses) 
are not appropriate as principal 
diagnosis codes for grouping home 
health periods into clinical groups. 
While we recognize that the coding 
guidelines allow for the reporting of 
signs, symptoms, and less well-defined 
conditions, HHAs are required to 
establish an individualized plan of care 
in accordance with the home health 
CoPs at § 484.60. The plan of care must 
specify the services necessary to meet 
the patient-specific needs as identified 
during the comprehensive assessment. 
This includes identification of the 
responsible discipline(s), and 
anticipated measurable outcomes as a 
result of implementing and coordinating 
the plan of care. We believe that the use 
of symptoms, signs, and abnormal 
clinical and laboratory findings would 
make it difficult to meet the 
requirements of an individualized plan 
of care. Likewise, we believe that 
clinically it is important for home 
health clinicians to have a clearer 
understanding of the patients’ diagnoses 
in order to safely and effectively furnish 
home health services. Interventions and 
treatment aimed at mitigating signs and 
symptoms of a condition may vary 
depending on the cause. For example, if 
a patient has been referred to home 
health with a diagnosis of ‘‘other 
abnormalities of gait and mobility’’ 
(R26.89), we believe it is important for 
the home health clinician to know what 
is precipitating the abnormality. For 
instance, a plan of care for a gait 
abnormality related to a neurological 
diagnosis is likely to be different from 
a plan of care for a gait abnormality due 
to a fracture or injury. Anecdotally, we 
have heard that the home health referral 
may be non-specific or that the 
physician may be in the process of 
determining a more definitive diagnosis. 
However, with respect to patient safety 
and quality of care, we believe it is 
important for a clinician to investigate 
the cause of the signs and/or symptoms 
for which the referral was made. This 
may involve calling the referring 
physician to gather more information 
regarding the gait abnormality. We note 
that HHAs are required under the home 
health CoPs at § 484.60 to participate in 
care coordination to assure the 
identification of patient needs and 
factors that could affect patient safety 
and treatment efficacy. Coding 
guidelines are clear that R codes are to 
be used when no more specific 
diagnosis can be made even after all the 
facts bearing on the case have been 
investigated. Therefore, these codes 
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should not be used as a primary 
diagnosis for the provision of home 
health services while a physician may 
still be in the diagnostic process. By the 
time the patient is referred to home 
health and meets the qualifications of 
eligibility, we would expect that a more 
definitive code exists to substantiate the 
need for services. Furthermore, 
commenters have indicated a preference 
for greater specificity in the clinical 
groups, therefore, we believe this should 
extend to the codes within the clinical 
groups as well. 


Another commonly reported 
diagnosis, M62.81, ‘‘Muscle weakness, 
generalized’’ is extremely vague. 
Generalized muscle weakness, while 
obviously a common condition among 
recently hospitalized patients does not 
clearly support a rationale for skilled 
services and does not lend itself to a 
comprehensive plan of care. In 
§ 409.44(c)(1)(ii) we state that ‘‘the 
patient’s clinical record must include 
documentation describing how the 
course of therapy treatment for the 
patient’s illness or injury is in 
accordance with accepted professional 
standards of clinical practice.’’ If there 
is not an identified cause of muscle 
weakness, then it would be questionable 
as to whether the course of therapy 
treatment would be in accordance with 
accepted professional standards of 
clinical practice. Additionally, in the 
2008 HH PPS final rule, we identified 
‘‘muscle weakness (generalized)’’ as a 
nonspecific condition that represents 
general symptomatic complaints in the 
elderly population. We stated that 
inclusion of this code ‘‘would threaten 
to move the case-mix model away from 
a foundation of reliable and meaningful 
diagnosis codes that are appropriate for 
home care’’ (72 FR 49774). Specifically, 
the 2008 HH PPS final rule stipulated 
that the case-mix system avoid, to the 
fullest extent possible, non-specific or 
ambiguous ICD–9–CM codes, codes that 
represent general symptomatic 
complaints in the elderly population, 
and codes that lack consensus for clear 
diagnostic criteria within the medical 
community. We believe that diagnostic 
approaches to determining the cause of 
muscle weakness, polyneuropathy, and 
other vague conditions, combined with 
the expanded ICD–10 list, ensure that 
codes exist that more clearly describe a 
patient’s need for home health. With 
respect to commenter rationale for 
coding ‘‘Muscle weakness, generalized’’ 
in response to severe deconditioning 
and weakness due to extended 
hospitalization, we believe a more 
appropriate code would be one of the 
muscle wasting and atrophy codes as 


grouped into the musculoskeletal group. 
Muscle wasting and atrophy would 
indicate the reason for the generalized 
muscle weakness and provide more 
clarity for the necessity of skilled 
services. 


Using these guidelines, we worked 
with certified coders to review all of the 
codes submitted with commenter 
feedback. We included the new codes 
added with respect to Fiscal Year 2018 
(for use beginning October 1, 2017) and 
with respect to Fiscal Year 2019 (for use 
beginning October 1, 2018) and grouped 
the MMTA diagnosis codes into the 
appropriate sub-groups. We remind 
commenters that the ICD 10–CM code 
list is updated each fiscal year with an 
effective date of October 1st. Because of 
an annual October effective date for 
updated ICD 10–CM codes, the HH PPS 
is subject to two Grouper releases, one 
in October and one in January, to ensure 
that claims are submitted with the most 
current code set available. Additionally, 
we re-grouped many of the codes 
submitted by commenters based on 
feedback we received and changed the 
clinical grouping of many additional 
codes based on commenter rationale. 
For example, we agree with commenters 
regarding many of the S and T codes 
where the fracture and/or injury is 
unspecified, but the site is specified. We 
maintain that the site of injury and/or 
fracture should be identified; however, 
we believe that, as the treatment or 
intervention would likely not change 
based on the exact type of injury or 
fracture, many of these codes are 
appropriate to group the period into a 
clinical group. These codes were 
changed to either the musculoskeletal 
group or the wounds group. We also 
agreed with commenters regarding some 
of the combination diagnosis/symptom 
codes. For example, we re-grouped 
I13.2, Hypertensive heart and chronic 
kidney disease with heart failure and 
with stage 5 chronic kidney disease, or 
end stage renal disease into MMTA- 
Cardiac/Circulatory, as despite the 
likelihood that the patient is covered 
under the End Stage Renal Disease 
(ESRD) benefit, the patient may also be 
receiving home health services for 
hypertension. We also agree that Z46.6, 
Encounter for fitting and adjustment of 
urinary device should be grouped into 
the Complex Nursing Interventions 
group. 


Regarding A41.0, Sepsis due to 
Staphylococcus aureus and A40.0, 
Sepsis due to streptococcus, group A, as 
guidelines state that a sepsis diagnosis 
should be assigned the appropriate code 
for the underlying systemic infection, 
these codes will be classified under 
MMTA—Infectious Disease/Neoplasms/ 


Blood-forming Diseases. With regards to 
Z45.2, Encounter for adjustment and 
management of VAD, per coding 
guidelines, Z45.2 can be reported as the 
principal diagnosis and will remain in 
the Complex Nursing Interventions 
group. However, we recognize that 
coding guidelines indicate that if 
treatment is directed at current, acute 
disease, then the disease diagnosis code 
should be reported first, followed by the 
Z aftercare codes. Therefore, in a case 
where the patient is receiving an IV 
antibiotic for sepsis, as the HHA is 
required to code sepsis as the primary 
diagnosis, the Z code must be listed as 
the first secondary diagnosis code listed 
on the claim in order to group the 
period into the Complex Nursing 
Interventions group. 


Ultimately we believe that precise 
coding allows for more meaningful 
analysis of home health resource use 
and ensures that patients are receiving 
appropriate home health services as 
identified on an individualized plan of 
care. We thank the commenters for their 
in-depth review and suggested changes 
to the ICD–10–CM code assignments for 
the clinical groups under the PDGM. We 
note that we did regroup additional 
codes to the ones identified in this 
section, based on the reasons previously 
discussed, and we encourage HHAs to 
continue to review the list of diagnosis 
codes in the PDGM Grouper Tool posted 
with the final rule on the HHA Center 
web page (https://www.cms.gov/center/ 
provider-Type/home-Health-Agency- 
HHA-Center.html). Commenters are 
encouraged to continue to submit 
comments to the home health policy 
mailbox (HomehealthPolicy@
cms.hhs.gov) regarding diagnosis coding 
under the PDGM. We will continue to 
review ICD–10–CM code assignments 
for the clinical groups under the PDGM 
and make future refinements as 
necessary, including refinements to 
reflect new codes added to the ICD 10– 
CM code list. 


Comment: Another commenter 
expressed concern about patients 
grouped into the MMTA group who 
experience a change of condition that 
warrants additional resources during a 
period of care that is not properly 
accounted for under the PDGM. The 
commenter gave the example of an 
MMTA patient who experiences a fall 
and thereafter requires therapy services 
which are not accounted for in the case- 
mix weight based on the HHRG. The 
commenter suggested that ‘‘it may be 
necessary for CMS to reinstate a 
payment adjustment similar to the 
Significant Change in Condition 
(‘‘SCIC’’) adjustment when HHGM is 
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implemented to address these patients’ 
needs.’’ 


Response: If the primary diagnosis 
changes between the first and the 
second 30-day periods, then the claim 
for the second 30-day period would 
reflect the new diagnosis, and providers 
would not change the claim for the first 
30-day period. We note that if a patient 
experienced a significant change in 
condition before the start of a 
subsequent, contiguous 30-day period, 
for example due to a fall, in accordance 
with § 484.55(d)(1)(ii), the HHA is 
required to update the comprehensive 
assessment. Furthermore, in accordance 
with § 484.18(b) the total plan of care is 
reviewed by the attending physician 
and HHA personnel as often as the 
severity of the patient’s condition 
requires, but at least once every 60 days 
or more frequently when there is a 
beneficiary elected transfer; a significant 
change in condition resulting in a 
change in the case-mix assignment; or a 
discharge and return to the same HHA 
during the 60-day episode. A follow-up 
assessment would be submitted at the 
start of the second 30-day period to 
reflect the change in the functional level 
and the second 30-day claim would be 
grouped into its appropriate case-mix 
group accordingly. In this respect, two 
30-day periods can have two different 
case-mix groups to reflect any changes 
in patient condition. This is different 
from the current payment system where 
the case-mix group does not change in 
the middle of a 60-day episode. 
However, similar to the current system, 
the case mix group cannot be adjusted 
within each 30-day period. HHAs must 
be sure to update the assessment 
completion date on the second 30-day 
claim if a follow-up assessment changes 
the case-mix group to ensure the claim 
can be matched to the follow-up 
assessment. HHAs can submit a claims 
adjustment if the assessment is received 
after the claim has been submitted, if 
the assessment items would change the 
payment grouping. 


Comment: A few commenters 
questioned what will happen when a 
provider who has a claim returned for 
a principal diagnosis code that does not 
group into one of the six clinical groups 
and the provider corrects the claim by 
changing the principal diagnosis to one 
that corresponds to a clinical category. 
The commenter expressed concern that 
this may be regarded as ‘‘up-coding’’ 
and wanted to know how CMS would 
prevent this. 


Response: As we are posting a 
complete list of ICD–10–CM codes that 
are available at the time of this final rule 
with comment period and their assigned 
clinical groupings on the CMS HHA 


Center web page, HHAs should have 
ample time to become familiar with 
codes that would be used to group 30- 
day periods of care into the 12 clinical 
groupings, therefore we believe the 
number of returned claims should be 
minimal as HHAs will avoid listing 
codes as the principal diagnosis code on 
the home health claim knowing in 
advance that such claims will be 
returned to the provider for more 
appropriate or specific coding. 
Returning a claim for more appropriate 
or specific coding would not be 
considered as ‘‘up-coding’’ assuming the 
documentation clearly supports the 
need for services. Furthermore, it is 
required per § 409.43(c)(4) that any 
changes in the plan of care must be 
signed and dated by a physician. If a 
claim is returned for more specific 
coding, then it is expected that the 
diagnosis on the plan of care will be 
corrected as well. 


Under the PDGM, case-mix 
assignment is based, in part, on certain 
items in patient assessments completed 
by home health agencies and the 
diagnoses reported on the home health 
claim. Thus, if the average case-mix 
weight of Medicare home health 
patients increases over time, the extent 
to which case-mix increases reflect real 
changes in patient characteristics versus 
nominal case-mix changes attributable 
to changes in coding practices (more 
commonly referred to as ‘‘up-coding’’) 
has been examined. CMS examines the 
proportion of total case-mix change that 
is nominal versus real across all HHAs 
on an annual basis as this has important 
implications for determining home 
health payment rates that are accurate 
and reasonable. We do not determine 
nominal case-mix changes on a case-by- 
case basis. 


Comment: A commenter indicated 
that SNFs and HHAs should use the 
same diagnosis classification system. 
Another commenter noted that 
providers do not generally determine 
their treatment based on a patient’s 
clinical diagnosis, but rather ‘‘treat the 
body structure and impairments derived 
from the diagnosis within each patient’s 
unique environment.’’ This commenter 
also suggested building a ‘‘Diagnosis- 
Driven Groupings Model.’’ 


Response: We stated in the CY 2019 
HH PPS proposed rule that we agree 
that diagnosis alone does not provide 
the entire clinical picture of the home 
health patient. However, we maintain 
that a diagnosis is important to the 
overall care of a patient, as it crosses 
disciplines when identifying signs and 
symptoms of a disease or condition that 
may impact care planning. We stated 
that we believe that different healthcare 


disciplines use the signs and symptoms 
associated with a diagnosis to apply 
their own approach and skill set to treat 
the patient. We also reiterated that the 
clinical group is only one aspect of the 
PDGM, and that the combination of the 
clinical group with the other aspects of 
the PDGM, such as functional level and 
comorbidity adjustment, provide a more 
complete picture of the patient, 
allowing a thorough understanding of 
the resources needed for treatment. 
Payment would, in turn, be aligned with 
the more clearly defined resource use. It 
is unclear why the commenter suggested 
a ‘‘Diagnosis-Driven Groupings Model,’’ 
as the preceding comment indicates a 
rejection of the concept of grouping 
patients by diagnosis, but rather favors 
grouping patients by impairment. We 
would argue that, as the clinical group 
is determined by the patient’s primary 
diagnosis, this aspect of the PDGM is 
diagnosis-driven. While CMS is making 
strides in aligning the patient 
assessment instruments, and in some 
cases aligning the case-mix adjustment 
methodology by virtue of removing 
therapy visit/minute thresholds, across 
the four post-acute care settings; we 
note that the SNF and HH benefits do 
not include the same set of services. For 
example, while not covered under the 
Medicare home health benefit, SNF 
covered services include room and 
board, medications, and ambulance 
transportation. Based on differences in 
setting of care and coverage between the 
SNF and Home Health benefits, we 
believe that there are appropriate 
reasons for the case-mix adjustment 
methodology to differ between the two 
settings. 


Comment: Some commenters stated 
that patients who are not categorized 
into either the musculoskeletal or neuro 
rehabilitation groups, but who require 
physical therapy, occupational therapy, 
or speech-language pathology services 
may be at risk for receiving an 
inordinately low level of rehabilitation 
due to the allocation of resources to 
address those patients’ other conditions. 
Another commenter indicated this 
undermined Jimmo Settlement 
Agreement and the provision of 
maintenance therapy. A commenter 
suggested removing therapy thresholds 
in stages. Another commenter also 
requested that CMS institute a 
mechanism within the PDGM to hold 
providers accountable for the delivery of 
appropriate, medically necessary care 
and provide safeguards to ensure how 
the delivery of therapy services aligns 
with individual patient characteristics 
and clinical needs. 


Response: With respect to the 
provision of therapy services as they 
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relate to the home health period’s 
clinical group, we should emphasize 
that although the principal diagnosis is 
a contributing factor in the PDGM and 
determines the clinical group, it is not 
the only consideration in determining 
what home health services are needed 
in a patient’s care plan. We stated in the 
CY 2019 HH PPS proposed rule that it 
is the responsibility of the patient’s 
treating physician to determine if and 
what type of therapy (that is, 
maintenance or otherwise) the patient 
needs regardless of clinical grouping. As 
such, we continue to expect the 
ordering physician in conjunction with 
the therapist to develop and follow a 
plan of care for any home health patient, 
regardless of clinical group, as outlined 
in the skilled service requirements 
when therapy is deemed reasonable and 
necessary. Therefore, a home health 
period’s clinical group should not solely 
determine the type and extent of 
therapy needed for a particular patient. 


Ultimately, case-mix adjustment takes 
into account the resource use of 
different groups of home health 
patients, and although not the sole 
determinant, diagnosis has always been 
a factor. Highlighting the principal 
diagnosis in the case-mix model helps 
to define the primary reason for home 
health, but does not in any way dictate 
what services should be included in the 
plan of care. Therefore, if the primary 
reason for home health care is for 
maintenance purposes with the primary 
need being therapy, this would be 
indicated on the plan of care and the 
patient would likely be grouped into 
one of the therapy groups. 


The home health benefit is a bundled 
payment. It allows home health agencies 
the discretion to allocate resources 
based on their knowledge of the patient 
and the services needed to meet the 
goals of the individualized home health 
plan of care. This would mean that the 
HHA would consider the most 
appropriate and efficient use of home 
health services based on patient needs. 
Therefore, therapy may be an important 
service in any of the clinical groups; 
however, it may not necessarily be the 
primary reason for home health care, 
which is what the clinical group is 
intended to capture. Similarly, we 
expect that skilled nursing, home health 


aide, and medical social services would 
likely be included in the care plan for 
patients in the rehabilitation clinical 
groups. 


While implementing the use of 
safeguards to ensure comprehensive 
evaluation of therapy needs is out of 
scope for this rule, we note that the 
home health CoPs establish the health 
and safety standards for care given to 
Medicare home health beneficiaries. As 
such, the CoPs would include such 
safeguards such as the type and 
frequency of patient assessments. 
Finally, section 1895(b)(4)(B)(ii) of the 
Act, as added by section 51001 of the 
BBA of 2018 requires elimination of 
therapy thresholds as part of the case- 
mix adjustment methodology, effective 
for January 1, 2020. 


Comment: Another commenter 
expressed concern with the lower 
reimbursement assigned to the 
musculoskeletal rehabilitation clinical 
group, stating that home health 
providers may not have the same 
incentives to admit and treat these 
patients under PDGM. Another 
commenter suggested the addition of a 
complex therapy clinical group. 


Response: We believe that it is 
important to look at the entire structure 
of the model, not only the clinical 
grouping, in order to understand how a 
patient with different skilled therapy or 
nursing needs are placed into a payment 
group. The clinical grouping is only one 
step in establishing a home health 
payment for a period of care. Again, this 
group is based on the principal 
diagnosis listed on the claim as well as 
specific OASIS items that indicate the 
need for more complex interventions 
that correlate with higher resource use. 
The clinical group is intended to 
capture the main reason the patient is 
receiving home health, but as we state 
in the CY 2019 HH PPS proposed rule, 
we understand that not all care needs 
can be identified by a diagnosis alone. 
Therefore, after the primary reason for 
the 30-day period is captured by the 
clinical grouping, the PDGM then takes 
into account the functional impairment 
level of the patient. Decreasing 
functional status, as indicated by a 
specific set of OASIS items, is 
associated with increased resource use. 
We believe that the functional 


impairment level of patients, when 
combined with the clinical grouping, 
would capture additional resource use 
from any multi-disciplinary therapy 
patients, or patients with ‘‘complex- 
therapy’’ needs. For instance, a patient 
grouped into the Neuro-Rehabilitation 
clinical grouping with a high Functional 
Impairment Level indicates increased 
therapy needs, potentially utilizing all 
skilled therapy disciplines. 
Additionally, the comorbidity 
adjustment further case mixes the 
period and increases payment to capture 
the additional resource use for a patient 
regardless of whether the services are 
skilled nursing or therapy based. 
Therefore, a patient with complex 
needs, including multiple therapy 
services and medical management, is 
captured by the combination of the 
different levels of the model. 
Furthermore, we note that the current 
payment model does not differentiate 
between utilization of therapy 
disciplines and whether or not all three 
therapy disciplines are utilized for the 
same patient. We believe that the 
PDGM’s functional impairment level 
when combined with the clinical 
grouping provides a much clearer 
picture of the patient’s needs, 
particularly in relation to therapy 
services. 


Final Decision: We are finalizing, with 
modification, our approach to grouping 
30-day periods of care into clinical 
groups that represent the primary reason 
for home health care. We are finalizing 
twelve clinical groups, as shown in 
Table 27, which capture the most 
common primary reasons for home 
health care. The additional groups are a 
result of dividing the MMTA clinical 
group into 7 sub-groups. We note that 
although we are categorizing patients 
into twelve groups according to the 
principal diagnosis, these groups do not 
reflect all the care being provided to the 
home health patient during a 30-day 
period of care. Home health care 
remains a multidisciplinary benefit. 
Additionally, as stated in the CY 2019 
HH PPS proposed rule, we will continue 
to examine trends in reporting and 
resource utilization to determine if 
future changes to the clinical groupings 
are needed after implementation of the 
PDGM in CY 2020. 
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19 Burke, R. MD, MS, Whitfield, E. Ph.D., Hittle, 
D. Ph.D., Min, S. Ph.D., Levy,C. MD, Ph.D., 
Prochazka, A. MD, MS, Coleman, E. MD, MPH, 
Schwartz, R.MD, Ginde, A. (2016). ‘‘Hospital 
Readmission From Post-Acute Care Facilities: Risk 
Factors, Timing, and Outcomes’’. The Journal of 
Post-Acute Care and Long Term Care Medicine. 
(17), 249–255. 


20 Clauser, S. Ph.D., and Arlene S. Bierman, M.D., 
M.S. (2003). ‘‘Significance of Functional Status Data 
for Payment and Quality’’. Health Care Financing 
Review. 24(3), 1–12. 


21 Exclusions of the OASIS C–1 Item M1033 
include, response #8: ‘‘currently reports 
exhaustion’’; response #9: ‘‘other risk(s) not listed 
in 1–8; response #10: None of the above. 


22 https://downloads.cms.gov/files/hhgm%20
technical%20report%20120516%20sxf.pdf. 


7. Functional Impairment Levels and 
Corresponding OASIS Items 


As part of the overall case-mix 
adjustment under the PDGM, we 
proposed in the CY 2019 HH PPS 
proposed rule to include a functional 
impairment adjustment to account for 
the resource costs associated with 
providing home health care to those 
patients with functional impairments. 
Research has shown a relationship 
exists between functional status, rates of 
hospital readmission, and the overall 
costs of health care services.19 
Functional status is defined in a number 
of ways, but generally, functional status 
reflects an individual’s ability to carry 
out activities of daily living (ADLs) and 
to participate in various life situations 
and in society.20 CMS currently requires 
the collection of data on functional 
status in home health through a 
standardized assessment instrument: the 


Outcome and Assessment Information 
Set (OASIS). 


Including functional status in the 
case-mix adjustment methodology 
allows for higher payment for those 
patients with higher service needs. As 
functional status is commonly used for 
risk adjustment in various payment 
systems, including in the current HH 
PPS, we proposed that the PDGM would 
also adjust payments based on 
responses to selected functional OASIS 
items that have demonstrated higher 
resource use. Generally, worsening 
functional status is associated with 
higher resource use, indicating that the 
responses to functional OASIS items 
may be useful as adjustors to construct 
case-mix weights for an alternative case- 
mix adjustment methodology. 


Each proposed OASIS item included 
in the PDGM has a positive relationship 
with resource use, meaning as 
functional status declines (as measured 
by a higher response category), home 
health periods have more resource use, 
on average. In the CY 2019 HH PPS 
proposed rule, we proposed that the 
following OASIS items would be 
included as part of the functional 
impairment level adjustment under the 
PDGM: 


• M1800: Grooming. 


• M1810: Current Ability to Dress 
Upper Body. 


• M1820: Current Ability to Dress 
Lower Body. 


• M1830: Bathing. 
• M1840: Toilet Transferring. 
• M1850: Transferring. 
• M1860: Ambulation/Locomotion. 
• M1033 Risk of Hospitalization (at 


least four responses checked, excluding 
responses #8, #9, and #10).21 
Due to the lack of variation in resource 
use across certain responses and 
because certain responses were 
infrequently chosen, we combined some 
responses into larger response categories 
to better capture the relationship 
between worsening functional status 
and resource use. The resulting 
combinations of responses for the 
OASIS items previously discussed are 
found at Exhibit 7–2 in the technical 
report, ‘‘Overview of the Home Health 
Groupings Model,’’ on the HHA Center 
web page.22 


Under the PDGM, a home health 
period of care receives points based on 
each of the responses associated with 
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the proposed functional OASIS items 
which are then converted into a table of 
points corresponding to increased 
resource use. That is, the higher the 
points, the higher the functional 
impairment. The sum of all of these 
points’ results in a functional 
impairment score which is used to 
group home health periods into a 
functional level with similar resource 
use. We proposed three functional 
impairment levels of low, medium, and 
high with approximately one-third of 
home health periods from each of the 
clinical groups within each level. This 
means home health periods in the low 
impairment level have responses for the 
proposed functional OASIS items that 
are associated with the lowest resource 
use on average. Home health periods in 
the high impairment level have 
responses for the proposed functional 
OASIS items that are associated with 


the highest resource use on average. We 
also proposed that the functional 
impairment level thresholds would vary 
between the clinical groups to account 
for the patient characteristics within 
each clinical group associated with 
increased resource costs affected by 
functional impairment. In the CY 2019 
HH PPS proposed rule, we also 
discussed the potential, future inclusion 
of the IMPACT Act section GG 
functional items, which will be 
collected on the OASIS starting January 
1, 2019. A detailed analysis of the 
development of the functional points 
and the functional impairment level 
thresholds by clinical group can be 
found in the technical report on the 
HHA Center web page. 


As noted in section III.F.6 of this final 
rule with comment period, we are 
subdividing the MMTA clinical group 
into seven sub-groups (MMTA-aftercare; 


cardiac/circulatory; endocrine; 
gastrointestinal/genitourinary; 
infectious disease/neoplasms/blood- 
forming diseases; respiratory; and other) 
to more accurately capture unique 
patient characteristics associated with 
patients receiving home health services 
for medication management, teaching, 
and assessment. As such, we 
recalculated the functional points and 
the thresholds for the functional 
impairment levels by clinical group. 
This also resulted in a few minor 
changes to the functional thresholds 
compared to the thresholds in the CY 
2019 HH PPS proposed rule (Table 42, 
83 FR 32406). The updated OASIS 
points table for the functional items and 
the table of functional impairment level 
thresholds for by clinical group are 
found in Tables 28 and 29. 
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In the CY 2019 HH PPS proposed 
rule, we solicited comments on the 
proposed functional OASIS items, the 
associated points, and the thresholds by 
clinical group used to group patients 
into three functional impairment levels 
under the PDGM, as previously 
outlined. The majority of comments 
received were very similar to those 
received on the alternate case-mix 
adjustment methodology (HHGM), in 
the CY 2018 HH PPS proposed rule. The 


comments received are summarized in 
this section. 


Comment: Most commenters agreed 
that the level of functional impairment 
should be included as part of the overall 
case-mix adjustment in a revised case- 
mix model. Commenters stated that 
including a robust functional level 
variable in the home health payment 
system will eliminate the incentive to 
provide unnecessary therapy services to 
reach higher classifications for payment 
but will also move the HH PPS toward 


greater consistency with other post- 
acute care PPS. 


Response: We thank commenters for 
their careful review of all variables 
contributing to the overall case-mix 
adjustment in the PDGM. We agree that 
functional status is an important 
component in understanding patient 
characteristics to help facilitate the 
development of an individualized home 
health plan of care based on identified 
needs and to help ensure that payment 
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is in alignment with the costs of 
providing care. 


Comment: Several commenters 
supported the examination and possible 
inclusion of the IMPACT Act’s section 
GG, Functional Abilities and Goals, as 
part of the functional level case-mix 
adjustment in the PDGM. A commenter 
remarked that by adding the section GG 
functional items to the HH VBP model 
and the HH QRP, CMS would be able to 
better monitor provider behavior to 
detect inappropriate responses to 
implementation of the PDGM, including 
withholding therapy services that could 
result in poor outcomes; selecting 
patients who are likely to be relatively 
more profitable; generating unnecessary 
periods of care; or prematurely 
discharging patients. However, a few 
commenters recommended that CMS 
study and validate the predictive 
capability of such items prior to 
pursuing any refinements to the PDGM’s 
functional level category. This 
commenter remarked that it is critical 
that CMS is confident in the capability 
of Section GG functional items to 
sufficiently predict functional 
impairment level and associated 
resource use. 


Response: We appreciate the 
commenter feedback on the potential 
use of the GG functional items as part 
of the functional impairment level case- 
mix adjustment in the PDGM. We 
remind commenters that because these 
GG functional items are not required to 
be collected on the OASIS until January 
1, 2019, we do not have the data at this 
time to determine the effect, if any, of 
these newly added items on resource 
costs during a home health period of 
care. Therefore, the GG functional items 
would not be used immediately upon 
implementation of the PDGM in CY 
2020. We will continue to analyze all 
OASIS items, including the newly 
added GG functional items, after the 
implementation of the PDGM, to 
determine if the data supports any 
refinements to the case-mix 
adjustments. The goal is to keep only 
those items that are reliable, validated, 
have an impact on resource utilization, 
and address quality outcomes in order 
to ultimately decrease the number of 
OASIS items and reduce burden. 
Likewise, while the GG functional items 
may be able to play an important role 
in the HHVBP Model and HH QRP in 
monitoring for quality outcomes, their 
consideration for use in the PDGM 
would be to identify their relationship 
to resource utilization to more 
accurately align payment with home 
health costs. 


Comment: Commenters stated that the 
functional impairment level thresholds 


do not fully capture the functional 
impairments that translate to the actual 
resources needed on the home health 
plan of care. Many commenters believe 
that the functional impairment level 
adjustment is relatively small and 
inadequate to reimburse for patients 
with chronic care needs potentially 
creating access issues for people who 
are chronically ill and may require a 
prolonged period of home health care. 
Many commenters remarked that HHAs 
would not admit these types of patients 
or would cut back on the number of 
therapy visits provided, especially now 
that therapy thresholds will be removed 
in CY 2020. Several commenters stated 
that the PDGM favors only patients who 
are expected to improve and not those 
who require ongoing, maintenance 
therapy but do not group into one of the 
predominantly therapy groups and 
therefore is counter to the provisions in 
the Jimmo Settlement Agreement. 


Response: We believe that the 
functional impairment level adjustment 
would adequately capture the level of 
functional impairment based on patient 
characteristics reported on the OASIS. 
The PDGM not only uses the same five 
OASIS items used in the current HH 
PPS to determine the functional case- 
mix adjustment (M1810, M1820, M1830, 
M1830, M1850, and M1860), but adds 
two additional OASIS items (M1800 and 
M1033) to determine the level of 
functional impairment. The structure of 
categorizing functional impairment into 
Low, Medium, and High levels has been 
part of the home health payment 
structure since the implementation of 
the HH PPS. The current HH PPS groups 
home health episodes using functional 
scores based on functional OASIS items 
with similar average resource use within 
the same functional level, with 
approximately a third of episodes 
classified as low functional score, a 
third of episodes are classified as 
medium functional score, and a third of 
episodes are classified as high 
functional score. Likewise, the PDGM 
groups’ home health periods of care 
using functional impairment scores 
based on functional OASIS items with 
similar resource use and has three levels 
of functional severity: low, medium and 
high. However, the PDGM differs from 
the current HH PPS functional variable 
in that the three functional impairment 
level thresholds in the PDGM vary 
between the clinical groups. The PDGM 
functional impairment level structure 
accounts for the patient characteristics 
within that clinical group associated 
with increased resource costs affected 
by functional impairment. This is to 
further ensure that payment is more 


accurately aligned with actual patient 
characteristics and resource needs. As 
such, we believe the more granular 
structure of these functional levels 
provides the information needed on 
functional impairment and allows 
greater flexibility for therapists to tailor 
a more patient-centered home health 
plan of care to meet the individualized 
needs of their patients. 


We disagree that the functional 
impairment level case-mix payment 
adjustment is inadequate and that the 
PDGM would inhibit access to care for 
those with patients with complex and/ 
or chronic care needs and high 
functional impairments. The absence of 
discipline-related therapy thresholds 
allows for a more equitable distribution 
of services based on patient needs, 
including needs for chronically ill 
patients. We note that the PDGM is 
structured to capture patient 
characteristics, including functional 
impairment status, similar to the 
functional case-mix adjustment in the 
current HH PPS. As HHA-reported 
OASIS information determines the 
payment amounts for each of the 
functional levels, accurate reporting on 
the OASIS by HHAs will help to ensure 
that the case-mix adjustment is in 
alignment with the actual level of 
functional impairment. 


We also disagree with the comment 
that the PDGM favors only those home 
health patients who are expected to 
improve, does not take into account 
patients with longer term maintenance 
therapy needs, and is counter to the 
provisions of the Jimmo Settlement 
Agreement. We remind commenters that 
the structure of the home health benefit 
requires a multidisciplinary approach, 
and the PDGM promotes the provision 
of not only therapy services, but skilled 
nursing, home health aide, and medical 
social services as well. The clinical 
groups, as well as the functional 
impairment level case-mix adjustment, 
account for the full range of services 
available under the Medicare home 
health benefit. We believe that the 
functional impairment level adjustment 
compensates for the resource needs of 
those with functional impairment and 
ongoing therapy needs, and therefore 
does not endorse one type of patient 
over another. There has never been an 
expectation that only patients who 
demonstrate the ability to improve are 
eligible for the Medicare home health 
benefit. We have educated the MACs 
extensively to ensure that any medical 
review of claims for cognitively or 
functionally impaired patients who are 
receiving maintenance therapy to 
prevent further deterioration, are doing 
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so according to the parameters within 
the Jimmo Settlement Agreement. 


We believe adding a more robust and 
granular functional impairment level 
adjustment should preserve, and 
potentially increase access to therapy 
services for vulnerable patients who 
may not otherwise have received 
needed therapy services, including 
those with complex and/or chronic care 
needs. As such, we would expect 
continued admissions of these patient 
populations with therapy visits 
provided in accordance with physician 
orders as documented on the plan of 
care, including the frequency and 
duration of these orders. We remind 
HHAs that the PDGM case-mix adjusters 
work in tandem to reflect a patient’s 
resource needs. The overall payment for 
a home health period of care under the 
PDGM is determined by the cumulative 
effect of all of the variables used in the 
case-mix adjustments. Ultimately, the 
goal of the PDGM is to provide more 
accurate payment based on the 
identified resource use of different 
patient groups. 


The PDGM is not limiting or 
prohibiting the provision of therapy 
services or the number of home health 
periods of care, nor is there a reduction 
to the overall base rate of home health 
payment. The commenters imply that 
HHAs would ‘‘cherry pick’’ the type of 
patients to admit primarily based on 
Medicare payment under the PDGM and 
that care decisions, including the 
number of therapy visits, are 
determined solely on profitability of 
patients. As such, any potential access 
issues would be the result of a change 
in HHA behavior in response to the 
removal of therapy thresholds to 
maximize margins of a bundled 
payment rather than the result of a case- 
mix adjustment model that seeks to 
more accurately pay for home health 
services. Manipulating visit patterns, 
including the type and number of visits 
provided, and/or admitting only certain 
patient populations to maximize 
payment is counter to the purpose of a 
prospective payment system and the 
intent of a patient-driven Medicare 
home health benefit. Furthermore, this 
could result in a violation of the home 
health CoPs and may signal program 
integrity issues. We will continue to 
monitor the impact of all of the case-mix 
adjustments in the PDGM to determine 
if any changes to utilization are 
occurring, especially as they relate to 
the provision of therapy. This may 
involve, but is not limited to, 
comparative analysis of utilization 
patterns prior to and after the 
implementation of the PDGM and could 
result in additional enforcement actions 


as a result of any program integrity 
concerns. Likewise, the BBA of 2018 
requires that we calculate the 30-day 
budget-neutral payment amount based 
on assumed behavior changes resulting 
from the implementation of a 30-day 
unit of payment and the PDGM. The law 
also requires that we annually analyze 
the impact of differences between the 
assumed and actual behavioral changes 
on estimated aggregate expenditures for 
CYs 2020 through 2026 and to make any 
payment amount adjustments, either 
upwards or downwards, accordingly. 


Comment: Some commenters 
remarked that the PDGM diminishes 
and devalues the role physical, 
occupational, and speech language 
pathology therapists play in quality 
outcomes by alleviating risks of 
increased falls, emergency room visits, 
re-hospitalizations, improving or 
maintaining functional level, and 
keeping patients in their homes. Other 
commenters stated that minimization of 
the importance of the home health 
therapy disciplines would cause 
therapists to lose their jobs in home 
health. Commenters said that access to 
home therapy will be significantly 
curtailed as a result and functional 
outcomes would be negatively 
impacted. These commenters remarked 
that the PDGM appears to be counter to 
the Triple Aim: improving the patient 
experience of care (including quality 
and satisfaction); improving the health 
of populations; and reducing the per 
capita cost of health care. 


Response: We disagree that the PDGM 
diminishes or devalues the clinical 
importance of therapy. The 
musculoskeletal and neurological 
rehabilitation groups under the PDGM 
recognize the unique needs of patients 
with musculoskeletal or neurological 
conditions who require therapy as the 
primary reason for home health 
services. For the other clinical groups, 
we note that the 30-day base payment 
amount includes therapy services, even 
if the primary reason for home health is 
not for the provision of therapy. The 
functional impairment level adjustment 
in conjunction with the other case-mix 
adjusters under the PDGM, aligns 
payment with the costs of providing 
services, including therapy. 


We agree with commenters that the 
role of the physical, occupational, and 
speech language pathology therapists is 
important in quality outcomes and the 
prevention of adverse events, such as 
falls and emergency room visits, and 
that these disciplines are important in 
helping patients remain in their own 
homes. However, we note that the goal 
of the PDGM is to provide appropriate 
payment based on the identified 


resource use of different patient groups; 
not to encourage, discourage, value, 
devalue, or promote one type of skilled 
care over another. 


We do not expect HHAs to make 
personnel decisions solely based on a 
change to the HH PPS case-mix 
methodology as the requirements for 
providing home health services have not 
been changed. Under the Medicare 
home health benefit, skilled 
professional services include skilled 
nursing services, physical therapy, 
speech-language pathology services, and 
occupational therapy, as specified in 
§ 409.44, and dependent services 
include home health aide services and 
medical social work services, as 
specified in § 409.45. Skilled 
professionals who provide services to 
HHA patients directly or under 
arrangement must participate in the 
coordination of care. Additionally, we 
note that the home health CoPs at 
§ 484.60 require that each patient 
receive an individualized written plan 
of care that must specify the care and 
services necessary to meet the patient- 
specific needs as identified in the 
comprehensive assessment, including 
identification of the responsible 
discipline(s). 


Concerns regarding HHAs changing 
the way they provide services to eligible 
beneficiaries, specifically therapy 
services, should be mitigated by the 
more granular functional impairment 
level adjustment (for example, 
functional thresholds which vary 
between each of the clinical groups). 
The functional impairment level case- 
mix adjustment is reflective of the 
resource costs associated with the 
reported OASIS items and therefore 
ensures greater payment accuracy based 
on patient characteristics. We believe 
that this approach will help to maintain 
and could potentially increase access to 
needed therapy services. We remind 
HHAs that the provision of home health 
services should be based on patient 
characteristics and identified care 
needs. This could include those patients 
with complex and/or chronic care 
needs, or those patients requiring home 
health services over a longer period of 
time or for which there is no 
measureable or expected improvement. 


Finally, we believe that the PDGM is 
in alignment with the tenants of the 
CMS Triple Aim to provide better care 
for individuals; promote better health 
outcomes for populations; and lower 
health care costs. The PDGM does so by 
taking a patient-driven approach over a 
volume-based approach by using patient 
characteristics, rather than arbitrary 
thresholds of visits that do not 
necessarily equate to better outcomes or 
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23 Huckfeldt, P., Sooda, N., Escarcea, J., 
Grabowski, D., Newhouse, J. Effects of Medicare 
payment reform: Evidence from the home health 
interim and prospective payment systems. Journal 
of Health Economics (34) 1–18. March, 2014. 
https://doi.org/10.1016/j.jhealeco.2013.11.005. 


24 http://www.medpac.gov/docs/default-source/ 
reports/Mar10_EntireReport.pdf. 


lower costs. The PDGM seeks to better 
define the services needed by home 
health beneficiaries. We believe that 
developing a case-mix system that 
provides a clearer picture as to the 
services provided under the Medicare 
home health benefit can help promote 
efficiencies in achieving desired patient 
outcomes. 


Comment: Several commenters 
expressed concern over how CMS 
would ensure that necessary therapy 
visits are provided to home heath 
beneficiaries. These commenters 
remarked that it is unclear how CMS 
intends to capture an accurate 
assessment of the services delivered 
during the home health period of care, 
particularly physical therapy, 
occupational therapy, and/or speech- 
language pathology services. Other 
comments stated that they fail to see 
how medical review is a sufficient 
option to remedy the consequences 
associated with delivering inadequate 
care, as they said that medical review 
does nothing that would allow care 
delivery to be modified during the 
period of care. A few commenters urged 
CMS to use ‘‘accountability 
mechanisms,’’ such as medical review, 
and recommended that the agency 
analyze the medical review findings and 
publically report any observed patient 
care trends via Home Health Compare. 


Response: The purpose of the changes 
to the case-mix adjustment methodology 
is to more accurately align home health 
payments with the costs of providing 
care. Other accountability mechanisms, 
such as survey and certification of 
HHAs, are the most appropriate ways to 
ensure quality and safety for Medicare 
home health recipients. Quality is also 
determined through other mechanisms, 
such as the HH QRP and the HHVBP 
Model. 


The new home health CoPs are more 
detailed in the expectations of the 
provision of needed home health 
services. Specifically, the CoPs at 
§ 484.60 require that patients are 
accepted for treatment on the reasonable 
expectation that an HHA can meet the 
patient’s medical, nursing, 
rehabilitative, and social needs in his or 
her place of residence. Services are 
required to be identified in an 
individualized written plan of care, 
including any revisions or additions. 
The individualized plan of care must 
specify the care and services necessary 
to meet the patient-specific needs as 
identified in the comprehensive 
assessment, including identification of 
the responsible discipline(s), and the 
measurable outcomes that the HHA 
anticipates will occur as a result of 


implementing and coordinating the plan 
of care. 


It is difficult to proactively determine 
that care is ‘‘inadequate’’ or ‘‘of poor 
quality’’ given that we do not know the 
type, frequency or quality of services 
until after those services are provided. 
The volume of services provided does 
not necessarily equate with higher 
quality of care. 


We believe that the home health CoPs 
provide the requirements to promote 
and ensure quality home health care. 
However, as we indicated in the CY 
2019 HH PPS proposed rule, we will 
continue to analyze utilization trends, 
including therapy visits as reported on 
home health claims, to identify any 
issues that may warrant any quality or 
program integrity intervention. 


Comment: Some commenters 
expressed concerns that Medicare 
beneficiaries’ functional outcomes may 
significantly decline following PDGM 
implementation because the provision 
of therapy services would be reduced 
without the extra payment for increased 
therapy services. These commenters 
stated that research has shown a 
significant correlation between volume 
of therapy and improvement in 
outcomes. Some commenters stated 
adoption of the PDGM could reverse the 
progress in patient outcomes that was 
seemingly ignited by a ‘‘financial 
incentive’’ to increase therapy visits 
versus skilled nursing visits. 


Response: We disagree that patients’ 
functional outcomes would significantly 
decline following PDGM 
implementation. We reference a study 
conducted by RAND contrasting the 
effects of two payment reforms for home 
health agencies, specifically comparing 
the Interim Prospective Payment System 
(IPS) and the Prospective Payment 
System (PPS). This study did not show 
worsening patient outcomes (that is, 
increased hospitalizations or mortality) 
when there was a transition from one 
payment system to another (that is, from 
the IPS to the PPS). In this particular 
study, the analysis also showed both 
payment reforms had limited effects on 
costs in other post-acute settings, and 
limited effects on patient outcomes as 
the study noted that there was not any 
substantial increase in hospital 
readmissions or patient mortality after 
the implementation of the PPS.23 
Furthermore, in its March, 2010 report, 
MedPAC stated that higher home health 
spending is not yielding better 


outcomes. In this report, MedPAC stated 
that undesirable outcomes (for example, 
unnecessary complications) may result 
in additional payments, and sectors 
with more than adequate payments may 
have little incentive to improve 
quality.24 


We believe that the structure of the 
PDGM is more patient-driven than the 
current case-mix system and more 
accurately represents the patient 
characteristics that will correspond to 
an appropriate individualized care plan 
to provide those needed services. We 
believe that the PDGM will allow for 
more tailored, appropriate quality of 
care and removes the financial incentive 
to focus on the volume of care and not 
patient needs. By keeping patient 
characteristics at the center of the case- 
mix adjustment methodology, we 
believe that patient needs will be more 
accurately addressed and that this has 
the potential to result in care plan goal 
achievement and desired patient 
outcomes. 


Comment: Another commenter 
remarked that using the term 
‘‘Functional Level’’ with a score of low- 
medium-high is confusing. This 
commenter stated that this will confuse 
providers into believing the reference is 
to low, medium, or high functional 
level. It would be clearer to refer to this 
measure as a ‘‘Functional Impairment 
Level’’ in which case a low, medium, or 
high functional impairment would be 
properly indicated. 


Response: As explained in the CY 
2019 HH PPS proposed rule, a home 
health period of care receives points 
based on each of the responses 
associated with the proposed functional 
OASIS items which are then converted 
into a table of points corresponding to 
increased resource use. That is, the 
higher the points, the higher the 
functional impairment. As such, we 
agree that adding the term 
‘‘impairment’’ when referring to the 
functional level adjustment is 
appropriate. 


Comment: A few commenters stated 
that the PDGM case-mix variables, 
including the functional impairment 
level adjustment would make it more 
difficult to manage costs and revenues 
for patients with high functional 
impairments. Some commenters 
disagreed with the removal of therapy 
thresholds as they asserted that the 
increased payments with the thresholds 
allowed for the provision of adequate 
therapy services. These commenters 
indicated that the reductions in 
payment for therapy visits would result 
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in a decrease in HHA viability and 
would force many HHAs to go out of 
business. 


Response: We remind commenters 
that the removal of therapy thresholds 
for CY 2020 and subsequent years is 
required by section 1895(b)(4)(B)(ii) of 
the Act, as added by section 51001 of 
the BBA of 2018, and therefore we are 
statutorily mandated to exclude therapy 
thresholds in the development of an 
alternate case-mix adjustment 
methodology effective January 1, 2020. 
We note that since 2000, under the 
Medicare home health benefit, HHAs 
receive a bundled payment for the 
provision of care to include skilled 
nursing; physical, occupational, and 
speech-language pathology therapy; 
medical social work; home health aides; 
and medical supplies. Under the PDGM, 
home health payments remain 
prospective payments similar to the 
current payment system, meaning an 
overall national, standardized base rate 
with case-mix adjustments. The 
structure of a prospective payment 
system is such that payment is based on 
a predetermined base rate regardless of 
the volume, frequency, or intensity of 
the actual service(s) provided. The case- 
mix adjustments provide additional 
payment to account for patient 
characteristics. As such, the overall 
payment amount is known to the HHA 
at the beginning of each home health 
episode and this fixed home health rate 
necessitates better management and 
estimation of costs and payments, and 
helps to motivate providers to be more 
efficient in the provision of quality care. 
Therefore, a home health bundled 
payment allows HHAs the discretion to 
allocate resources based on their 
knowledge of the patient and the 
services needed to meet the goals of the 
individualized home health plan of 
care. This would mean that the HHA 
would consider the most appropriate 
and efficient use of home health 
services based on patient needs. A 
bundled payment reduces the 
uncertainty in payment, affording the 
HHA more information to help manage 
revenues and costs in order to allocate 
resources accordingly. 


Additionally, the Medicare home 
health benefit requires a 
multidisciplinary approach to care and 
the expectation is that HHAs provide 
the full range of services under the 
benefit to all eligible beneficiaries, and 
not solely therapy services. As such, 
developing a business model designed 
to target only those patients requiring 
therapy in order to maximize Medicare 
payment is counter to the requirements 
under the benefit. It also places the 
HHA at financial risk if payment is 


reliant only on a specific patient 
population. For those HHAs who do 
provide the full range of services and do 
not target only those patients for whom 
they can maximize payment based on 
therapy thresholds, we believe that the 
functional impairment level adjustment 
provides sufficient additional payment 
across all clinical groups. This would 
include those patients who are receiving 
home health services primarily for other 
skilled needs but who may also require 
therapy services as part of their home 
health plan of care. The PDGM is 
clinically-based, meaning it relies more 
heavily on patient characteristics to 
place home health periods of care into 
clinically meaningful payment 
categories. These patient characteristics 
also help home health clinicians 
differentiate between the services 
needed by home health patients. We 
believe that a patient-driven approach to 
case-mix adjusting payment better 
clarifies the services provided under the 
Medicare home health benefit. 
Therefore, we believe this patient- 
driven approach better promotes 
efficiencies in the provision of care 
based on actual patient needs and will 
make it easier for HHAs to manage 
revenues and costs. 


Finally, to support HHAs in 
evaluating the effects of the proposed 
PDGM, CMS is providing, upon request, 
a Home Health Claims-OASIS Limited 
Data Set (LDS).25 Additionally, CMS has 
posted an interactive PDGM Grouper 
Tool on the HHA Center web page that 
will allow HHAs to determine case-mix 
weights for their patient populations.26 


Comment: Several commenters stated 
that inclusion of caregiver availability 
and support should be part of the 
functional level payment adjustment in 
the PDGM because they report that a 
lack of caregiver support plays a 
significant role in a patient’s overall 
functional level and resource needs 
especially as they relate to ADLs and 
IADLs. Another commenter remarked 
that research has shown non- 
compliance and readmission risk is 
higher when other psychosocial factors 
are present. Several commenters 
recommended that the functional level 
include OASIS items related to social 
determinants of health, such as those 
associated with caregiver support. 


Response: We understand the value of 
caregiver support for home health 
patients and its potential to affect 
resource utilization and the inclusion of 


caregiver variables has been examined 
several times since the development of 
the current HH PPS. As explained in the 
FY 2001 HH PPS final rule (65 FR 
41145), we examined the usefulness of 
caregiver factors but found them to be 
only minimally helpful in explaining or 
predicting resource use. We found that 
variables on the availability of a 
caregiver had no impact on average 
resource cost and only a modest impact 
after controlling for other patient 
characteristics. We stated that we 
recognized that adjusting payment in 
response to the presence or absence of 
a caregiver may be seen as inequitable 
by patients and their families. To the 
extent the availability of caregiver 
services, particularly privately paid 
services, reflects socioeconomic status 
differences, reducing payment for 
patients who have caregiver assistance 
may be particularly sensitive. 
Furthermore, adjusting payment for 
caregiver factors may introduce new and 
negative incentives into family and 
patient behavior. It is questionable 
whether Medicare should adopt a 
payment policy that could weaken 
informal familial supports currently 
benefiting patients at times when they 
are most vulnerable (65 FR 41145). 
Similarly, when we re-examined 
caregiver assistance as a potential case- 
mix variable in the CY 2008 HH PPS 
proposed rule to analyze the payment 
adequacy of the current four-equation 
model, we found that for patients 
without a caregiver, on average, 
episodes would be ‘‘underpaid’’ (72 FR 
25361). However, the score to be gained 
by adding the variable was not large and 
the overall ability of the four-equation 
model to explain resource costs was 
improved only minimally by adding this 
variable. As such, we did not propose 
that a caregiver variable be added to the 
case-mix model at that time. 


When we re-examined the OASIS 
caregiver items for possible inclusion in 
the functional impairment level case- 
mix adjustment in the PDGM, we found 
inverse patterns in resource use (82 FR 
35319). We examined OASIS items 
associated with types and sources of 
caregiver assistance and frequency of 
ADL/IADL assistance. These items 
assess the ability and willingness of 
non-agency caregivers (such as family 
members, friends, or privately paid 
caregivers) to provide categories of 
assistance needed by the patient, 
including ADL/IADL assistance, 
medication administration, and 
management of equipment. As 
responses to these items generally are 
not based on direct observation by the 
clinician conducting the assessment, 
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29 ‘‘Overview of the Home Health Groupings 
Model’’ technical report, Appendix Exhibit A7–1 on 
the HHA Center web page (https://ww.com.gov/ 
center/provider-type/home-health-agency-hha- 
center.html). 


this presents a limitation for use in a 
case-mix adjustment as the accuracy of 
the responses cannot be easily 
validated. Patients or caregivers may 
overestimate or underestimate their 
ability or willingness to assist in the 
patient’s care. Likewise, analysis of 
these items generally showed that an 
increased need for assistance had a 
negative impact on resource costs, 
meaning that as need for assistance 
increased, costs decreased. We believe 
this is clinically counterintuitive and, as 
outlined in both the Medicare Home 
Health Prospective Payment System: 
Case-Mix Methodology Refinements 
Overview of the Home Health 
Groupings Model technical report 27 and 
the CY 2018 and CY 2019 HH PPS 
proposed rules (82 FR 35270 and 83 FR 
32340), we excluded any OASIS items 
that had a negative relationship with 
resource costs. Including these items 
would only serve to reduce the home 
health period of care payment. As such, 
the current data analysis findings we 
conducted on caregiver variables 
weaken the assertion that failure to 
adjust for caregiver factors could render 
payments inadequate. 


Finally, we continue to believe that 
including this kind of variable in the 
case-mix system raises significant policy 
concerns. We maintain that a case-mix 
adjustment should not discourage 
assistance from family members of 
home care patients, nor should it make 
patients believe there is some financial 
stake in how they report their familial 
supports during their convalescence. 
We have concerns that adjusting 
payment in response to the absence of 
a caregiver would introduce negative 
incentives with adverse effects on home 
health Medicare beneficiaries. 


Comment: Several commenters 
recommended that cognition, pain and 
dyspnea should be included as 
functional level determinants as they 
affect functional performance and 
trajectory for improvement. Many 
commenters supported the inclusion of 
cognitive items as part of the functional 
case-mix adjustment, and noted that 
there is a correlation between cognitive 
status and functional impairment. A few 
commenters suggested that OASIS item 
M1242, Frequency of Pain interfering 
with Activity, should be included as 
part of the functional level items in the 
PDGM. These commenters stated that 
pain directly impacts functional 
performance. These same commenters 
remarked that PT and OT can directly 
reduce pain thus improving the 
patient’s quality of life. 


Response: The current HH PPS does 
not use OASIS items associated with 
IADLs or cognition. We agree with 
commenters that the relationship 
between cognition and functional status 
is important and well-documented in 
health care literature. We discussed our 
analysis and rationale for evaluating all 
of the OASIS items related to function, 
including the relationship between 
cognitive functioning and resource use, 
extensively in both the technical 
report 28 and the CYs 2018 and 2019 HH 
PPS proposed rules (82 FR 35319, 83 FR 
32404). Empirically, it appears that 
cognition does impact functionality, and 
initially these items were included in 
the PDGM. Counterintuitively, however, 
resource use declined as cognitive status 
worsened. This negative relationship 
with resource use was consistent 
throughout all levels of cognitive 
functioning as assessed on the OASIS, 
including mild impairment. While we 
cannot explain this phenomenon from 
OASIS or home health claims alone, 
anecdotally we have heard that while 
cognitive impairment may intuitively 
signal increased resource use, the 
cognitive items are not currently 
payment items and therefore do not 
receive the same attention as the 
payment items when completing the 
OASIS. Likewise, we have received 
reports that as cognition declines, 
individuals often become more 
dependent on caregivers for functional 
tasks and thus the home health clinician 
is not performing those tasks during a 
visit. We frequently hear from clinicians 
that as it becomes increasingly difficult 
to teach the cognitively impaired patient 
how to perform ADLs/IADLs, teaching 
the caregiver to perform the functional 
tasks is more efficient or beneficial. 
Additionally, we have been told it that 
generally takes more time to teach and 
train the cognitively impaired patient to 
perform a functional task so the 
clinician may simply perform the 
functional task him or herself as the 
patient’s ability to independently 
perform these tasks progressively 
declines. All of these anecdotes 
potentially could explain the inverse 
relationship between cognitive 
impairment and resource use. 


As discussed previously, the OASIS 
cognitive items are not used for a 
payment adjustment under the current 
HH PPS, but most of the proposed 
functional items are. As commenters 
have stated, there is potentially more 
HHA focus on the OASIS payment 
items, which could explain why the 
functional items show a positive 


relationship to resource use while the 
cognitive items do not. As many 
commenters have stated and as 
supported in the research, there is a 
relationship between cognition and 
functional status. As such, we believe 
that the functional items included in the 
functional impairment level case-mix 
adjustment provide a reasonable proxy 
for cognitive status given their 
interrelatedness. Because of the negative 
relationship between the OASIS 
cognitive items and resource use, we 
decided not to include the items as part 
of the functional adjustment in the 
PDGM but will continue to analyze their 
inclusion once the PDGM is 
implemented. 


Similarly, we also examined pain and 
dyspnea OASIS items for inclusion in 
the case-mix adjustment methodology 
including OASIS items M1242, Pain and 
M1400, Shortness of Breath. While 
M1242, Pain, is used in the current HH 
PPS, this was shown to have only a 
minimal relationship with resource use 
in the current payment model. 
Additionally, we believe that this one 
item alone may not be robust enough to 
fully capture the pain presentation of 
the patient and its impact on resource 
utilization and therefore it was dropped 
from consideration. While M1400, 
Shortness of Breath, is also used in the 
current HH PPS, it too shows minimal 
impact on resource use. We did not 
include M1400 in the PDGM case-mix 
adjustment methodology because we 
believe the more granular ICD–10 codes 
that describe respiratory conditions, 
more accurately capture this patient 
characteristic. Again, we refer 
commenters to the more detailed 
discussion on why certain OASIS items 
were included or excluded from the 
model, the ‘‘Overview of the Home 
Health Groupings Model Technical 
Report’’ 29 and the CY 2018 HH PPS 
proposed rule (82 FR 35307). 


Comment: The majority of 
commenters agreed that the elimination 
of therapy thresholds is appropriate 
because of the current financial 
incentive to overprovide therapy 
services. However, these commenters 
believe that the functional impairment 
level adjustment is not an adequate 
proxy to ensure the provision of therapy 
services needed for patients requiring 
multiple disciplines of therapy or the 
frail elderly with multiple chronic 
conditions and associated functional 
impairment. A few commenters 
questioned whether CMS has evidence 
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that Medicare beneficiaries have 
received ‘‘too much’’ therapy, or that the 
functional outcomes of Medicare 
beneficiaries receiving home health 
services have suffered, under the 
current payment system. These 
commenters stated that given the ever- 
increasing effort to promote the delivery 
of care in the home and community 
settings, it is imperative that the 
Medicare program continue to 
incentivize providers to deliver care in 
non-facility-based settings while also 
ensuring that patients may continue to 
receive the highest quality of care that 
aligns with their preferences, desires, 
and needs. 


Response: We agree that the therapy 
thresholds have created an incentive to 
overprovide therapy services that are 
not in alignment with patient 
characteristics and care needs. Section 
1895(b)(4)(B)(ii), as added by section 
51001 of the BBA of 2018, requires that 
CMS eliminate the use of therapy 
thresholds as part of the case-mix 
adjustment methodology beginning in 
CY 2020. We note that the purpose of 
the functional impairment level case- 
mix adjustment is not meant to act as a 
direct proxy to replace the current 
therapy thresholds. As noted, the 
presence of the therapy thresholds 
provided an incentive to overprovide 
services and their removal deflates that 
financial incentive to help ensure that 
therapy services are based on actual 
patient needs. However, we recognized 
that in order to account for levels of 
functional impairment and to help 
ensure that necessary therapy services 
are provided, the development of a 
functional impairment level case-mix 
adjustment with more granularity was 
necessary. We believe that the three 
PDGM functional impairment levels in 
each of the 12 clinical groups are 
designed to encourage therapists to 
determine the appropriate services for 
their patients in accordance with 
identified needs rather than an arbitrary 
threshold of visits. 


The PDGM has other case-mix 
adjustments in addition to the 
functional impairment level to adjust 
payment for those patients requiring 
multiple therapy disciplines or those 
chronically ill patients with significant 
functional impairment. We believe that 
also accounting for timing, source of 
admission, clinical group (meaning the 
primary reason the patient requires 
home health services), and the presence 
of comorbidities will provide the 
necessary adjustments to payment to 
ensure that care needs are met based on 
actual patient characteristics. 


To address comments about evidence 
regarding ‘‘too much’’ therapy, we 


remind commenters that analysis has 
repeatedly shown that the current HH 
PPS therapy thresholds promote the 
provision of care based on increased 
payment associated with each of these 
thresholds as opposed to actual patient 
needs. In the CY 2018 HH PPS proposed 
rule, analysis of home health claims 
shows that the average episode payment 
by the number of therapy visits for 
episodes with at least one therapy visit 
increases sharply just over payment 
thresholds at 6, 7, and 16 (82 FR 35276). 


Furthermore, CMS analysis 
demonstrates that the average share of 
therapy visits across all 60-day episodes 
of care increased from 9 percent of all 
visits in 1997, prior to the 
implementation of the HH PPS (see 64 
FR 58151), to 39 percent of all visits in 
2015 (82 FR 35276). We note that the 
therapy thresholds have been widely 
criticized by MedPAC who has 
recommended the removal of therapy 
thresholds for the past 5 years, as their 
analysis has repeatedly shown that 
Medicare payments for home health 
services have substantially exceeded 
costs. Additionally, the Senate 
Committee on Finance conducted an 
investigation and issued a report on 
therapy practices of four of the largest 
publically-traded home health agencies 
where three out of the four companies 
investigated encouraged therapists to 
target the most profitable number of 
therapy visits, even when patient need 
alone may not have justified such 
patterns. The Senate investigation also 
highlighted the abrupt and dramatic 
responses the home health industry has 
taken to maximize payment under the 
therapy threshold models (both the 
original 10-visit threshold model and 
under the revised thresholds 
implemented in the CY 2008 HH PPS 
final rule (72 FR 49762)). The report 
noted that, under the current HH PPS, 
HHAs have broad discretion over the 
number of therapy visits provided, and 
therefore have control of the single- 
largest variable in determining 
reimbursement and overall margins. The 
report recommended that CMS closely 
examine a future payment approach that 
focuses on patient wellbeing and health 
characteristics, rather than the 
numerical utilization measures. 


We agree that most patients would 
prefer to receive services in their own 
home whenever feasible and the 
Medicare home health benefit affords a 
comprehensive range of services for 
eligible beneficiaries. However, we are 
cognizant that payment may affect 
practice patterns and our analysis has 
shown that visits vary in response to 
financial incentives. While the goal of 
the PDGM case-mix adjustments is to 


align payment with actual patient 
characteristics, we are aware that 
practice patterns may shift upon 
implementation of a new case-mix 
methodology. Our goal is to protect 
patient choice and preferences as well 
as promote the provision of high 
quality, appropriate home care. As we 
have reiterated throughout this final 
rule with comment period, upon 
implementation of the PDGM, we will 
continue to examine the impact of all 
OASIS items on resource costs. 
Likewise, we will also examine any 
changes in the number of therapy visits 
provided that could indicate HHAs 
stinting on needed therapy services to 
determine whether any impacts warrant 
additional refinements to the case-mix 
adjustments under the PDGM. 


Comment: Some commenters 
expressed concern that eliminating the 
therapy thresholds, which dominate the 
current HH PPS, would cause the 
unintended consequence of shifting 
patients to other home health 
disciplines, specifically nursing and 
home health aides, which would steer 
patients away from restorative therapies 
and ultimately increase Medicare costs. 
Some expressed concern about other 
disciplines providing therapy services 
outside of the scope of their practice. 
Some expressed reservations about 
possible misuse of aides to provide what 
should be skilled therapy, such as 
providing exercise programs or 
evaluating self-care needs and safety as 
a substitute for skilled therapy. These 
commenters state that both substitutions 
are inappropriate and may violate state 
licensure law, for example, the 
provision of therapy services by 
unqualified personnel. 


Response: Regarding the comment 
that the removal of therapy thresholds 
would shift patients to other home 
health disciplines, we note that in the 
CY 2001 HH PPS final rule, we 
expressed concern over using a therapy 
utilization measure to determine home 
health payment because it could be 
susceptible to manipulation and may 
cause a shift away from home health 
nursing and other services. In this same 
rule, commenters expressed concern 
that implementing a therapy threshold 
would divert utilization of the home 
health benefit away from the frail 
elderly and in favor of the short-term 
patient (65 FR 41149). These concerns 
about the impact of the introduction of 
the therapy thresholds are the same 
concerns now expressed by commenters 
regarding the impact of the elimination 
of the therapy thresholds. In the CY 
2001 rule, we stated that we would 
continue to review the use of a 
utilization variable in the payment 
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system over the long-term. As discussed 
previously in this section, there was a 
noted shift to increased therapy services 
after the implementation of the HH PPS 
with the therapy thresholds. We believe 
that the elimination of the therapy 
thresholds will remove the financial 
incentive to provide therapy solely for 
increased payment. As we are not 
adding any service utilization measure 
for nursing or home health aides, this 
would mitigate the financial incentive 
to provide more of those services solely 
for increased payment as well. 
Essentially, this would mean that no 
one home health discipline is favored or 
paid differently than any other 
discipline within the home health 
bundled payment and the plan of care 
would be patient-centered as opposed to 
payment-centered. We believe that 
elimination of the therapy thresholds is 
more in alignment with the intent of the 
home health benefit to be patient- 
centered and based on patient 
characteristics, such as functional 
status, and actual patient needs. 
Likewise, we expect that any services 
provided would be in accordance with 
all Federal and State laws, including all 
licensure requirements. The provision 
of skilled therapy services as part of a 
home health plan of care must also 
adhere to the home health CoPs, and 
substituting a home health aide to 
provide those skilled therapy services 
would be a violation of the CoPs (42 
CFR 484.32). 


We note that the goal of the PDGM is 
to provide appropriate payment based 
on the identified resource use of 
different patient groups; not to 
encourage, discourage, value, devalue, 
or promote one type of skilled care over 
another. Because there are no service 
utilization thresholds in the PDGM, we 
expect that HHAs will respond by 
adapting a business model based on 
more patient-centered care as opposed 
to payment-driven care. 


Comment: Several commenters stated 
that the PDGM would reward 
inefficiency but not high quality 
outcomes by redistributing payments 
away from services such as physical, 
occupational and speech therapy. They 
remarked that this shift would make it 
harder for patients with high functional 
impairment to achieve quality 
outcomes. 


Response: The intent of the PDGM is 
to more accurately apportion payment 
with the costs of providing care. We 
disagree that the redistribution of 
payments would reward inefficiency as 
the home health agency is already 
tasked with developing efficiencies 
within the current home health bundled 
payment. Additionally, the home health 


quality reporting program (HH QRP), 
and the HH VBP Model contain 
outcome measures which are used, 
respectively, for the Home Health star 
ratings and a total performance score 
used to tie payments to quality 
performance for HHAs in certain states. 
As such, we believe that both the HH 
QRP and the HH VBP Model help to 
promote and ensure quality outcomes, 
whereas the PDGM is the mechanism for 
payment for services provided. 
Furthermore, regardless of level of 
functional impairment, we expect that 
HHAs always strive for efficiency and 
high quality outcomes for their patients. 
This is achieved through the 
appropriate provision of services in 
accordance with patient characteristics 
and physician orders as documented on 
the home health plan of care. 


Final Decision: After review of public 
comments, we are finalizing the use of 
OASIS items: M1800, M1810, M1820, 
M1830, M1840, M1850, M1860 and 
M1033 for the functional impairment 
level case-mix adjustment under the 
PDGM. We are finalizing that a home 
health period of care receives points 
based on each of the responses 
associated with the functional OASIS 
items which are then converted into a 
table of points corresponding to 
increased resource use (see Table 28). 
The sum of all of these points results in 
a functional score which is used to 
group home health periods into a 
functional level with similar resource 
use. We are finalizing three functional 
levels of low impairment, medium 
impairment, and high impairment with 
approximately one third of home health 
periods from each of the clinical groups 
within each functional impairment level 
(see Table 29). For the implementation 
of the PDGM in CY 2020, we will 
update the functional points and 
functional thresholds as previously 
described based on analysis of CY 2018 
home health claims, and using the most 
current version of the OASIS data set, to 
reflect any changes in resource use 
associated with these variables. 
Likewise, as articulated in the proposed 
rule and throughout this final rule with 
comment period, once the PDGM is 
implemented in CY 2020, we will 
continue to analyze the impact of all of 
the PDGM case mix variables to 
determine if any additional refinements 
need to made to ensure that all variables 
used as part of the overall case-mix 
adjustment appropriately align home 
health payment with the actual cost of 
providing home health care services. 


8. Comorbidity Adjustment 
The proposed PDGM groups home 


health periods based on the primary 


reason for home health care (principal 
diagnosis), functional level, admission 
source, and timing. To further account 
for differences in resource use based on 
patient characteristics, we proposed to 
use the presence of home health specific 
comorbidities as part of the overall case- 
mix adjustment under the PDGM. The 
home health-specific comorbidity list is 
based on the principles of patient 
assessment by body systems and their 
associated diseases, conditions, and 
injuries to develop larger categories of 
conditions that identified clinically 
relevant relationships associated with 
increased resource use. These broad, 
body system-based categories we 
proposed to use to group comorbidities 
within the PDGM included the 
following: 


• Heart Disease. 
• Respiratory Disease. 
• Circulatory Disease and Blood 


Disorders. 
• Cerebral Vascular Disease. 
• Gastrointestinal Disease. 
• Neurological Disease and 


Associated Conditions. 
• Endocrine Disease. 
• Neoplasms. 
• Genitourinary and Renal Disease. 
• Skin Disease. 
• Musculoskeletal Disease or Injury. 
• Behavioral Health (including 


Substance Use Disorders). 
• Infectious Disease. 
These broader categories were further 


refined into comorbidity subcategories 
to more accurately capture differences 
in resource use. All of the comorbidity 
diagnoses grouped into these 
comorbidity categories and 
subcategories are posted on the Home 
Health Agency web page and listed in 
the HHGM technical report, ‘‘Medicare 
Home Health Prospective Payment 
System: Case-Mix Methodology 
Refinements Overview of the Home 
Health Groupings Model’’, at the 
following link: https://www.cms.gov/ 
Center/Provider-Type/Home-Health- 
Agency-HHA-Center.html. 


We originally proposed in the CY 
2018 HH PPS proposed rule that if a 
period had at least one secondary 
diagnosis reported on the home health 
claim that fell into one of the proposed 
body-system based subcategories listed 
in that rule, the period would receive a 
comorbidity adjustment to account for 
higher costs associated with the 
comorbidity (82 FR 35309). A period 
would receive only one comorbidity 
adjustment regardless of the number of 
secondary diagnoses reported on the 
home health claim that fell into one of 
the subcategories. We received 
comments supporting the inclusion of a 
comorbidity adjustment, but the 
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majority of commenters also stated that 
the presence of multiple comorbidities 
has more of an effect on home health 
resource use than a single comorbidity. 
We agreed with commenters that the 
relationship between comorbidities and 
resource use can be complex and that a 
single adjustment, regardless of type or 
number of comorbidities, may be 
insufficient to fully capture the resource 
use of a varied population of home 
health beneficiaries. A TEP was 
convened and we conducted additional 
analyses on methodologies for 
incorporating multiple comorbidity 
adjustments into the PDGM. There was 
general agreement that most home 
health patients have multiple conditions 
which increase the complexity of their 
care and affects the ability to care for 
one’s self at home (83 FR 32375). 


Taking these comments into 
consideration, CMS conducted 
additional analysis on the effect of 
comorbidities on resource utilization 
during a home health period of care. 
The goal of our analyses was to identify 
those clinically and statistically 
significant comorbidities and 
interactions that could be used to 
further case-mix adjust a 30-day home 
health period of care. In the CY 2019 
HH PPS proposed rule, we described the 
methodology used to identify, group, 
and appropriately weight comorbidity 
subgroups and interactions between 
subgroups (83 FR 32375). As a result of 
these analyses, we identified that there 
were certain individual comorbidity 
subgroups and interactions of the 
comorbidity subgroups (for example, 


having diagnoses associated with two of 
the comorbidity subgroups) which 
could be used as part of the comorbidity 
case-mix adjustment in the PDGM. This 
meant that patients with certain 
comorbidities and interactions of certain 
comorbid conditions have home health 
periods of care with higher resource use 
than home health periods of care 
without those comorbidities or 
interactions. Specifically, we identified 
individual comorbidity subgroups that 
were statistically and clinically 
significant for case-mix adjustment and 
these are identified in Table 30. From 
the individual comorbidity subgroups, 
we then identified a subset of 
statistically and clinically significant 
comorbidity interactions for case-mix 
adjustment and these are identified in 
Table 31. 


In the CY 2019 HH PPS proposed 
rule, we proposed three mutually 
exclusive levels of comorbidity case-mix 
adjustment that depend on the presence 
of certain secondary diagnoses codes: 
No Comorbidity Adjustment, Low 
Comorbidity Adjustment, and High 
Comorbidity adjustment. We proposed 
that home health 30-day periods of care 
can receive a comorbidity payment 
adjustment under the following 
circumstances: 


• Low comorbidity adjustment: A 30- 
day period of care would receive a low 
comorbidity adjustment if there is a 
reported secondary diagnosis that falls 
within one of the home-health specific 
individual comorbidity subgroups, as 
listed in Table 30, for example, Heart 
11, Cerebral 4, etc., associated with 
higher resource use, or; 


• High comorbidity adjustment: A 30- 
day period of care would receive a high 
comorbidity adjustment if a 30-day 
period has two or more secondary 
diagnoses reported that fall within one 
or more of the comorbidity subgroup 
interactions, as listed in Table 31, for 
example, Heart 11 plus Neuro 5, that are 
associated with higher resource use. 


A 30-day period would receive no 
comorbidity adjustment if no secondary 
diagnoses exist or none meet the 
criteria. A 30-day period of care can 
receive only one comorbidity 
adjustment—low or high—regardless of 
the number of subgroups or subgroup 
interactions. We proposed that the low 
comorbidity adjustment amount would 
be the same across the individual 
subgroups and the high comorbidity 
adjustment would be the same across 
the subgroup interactions. Table 46 in 
the CY 2019 HH PPS proposed rule 
showed the average resource use by 
comorbidity adjustment (83 FR 32411). 


With dividing the MMTA clinical 
group into subgroups as finalized in 
section III.E.6 of this final rule with 
comment period, we note that the 
number of comorbidity subgroups in 
both the low and high comorbidity 
adjustment is higher than as described 
in the CY 2019 HH PPS proposed rule. 
This more recent analysis of CY 2017 
home health claims results in 13 
comorbidity subgroups which would 
receive the low comorbidity adjustment 
and 34 comorbidity subgroup 
interactions which would receive the 
high comorbidity adjustment (see Tables 
30 and 31). 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00083 Fmt 4701 Sfmt 4725 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
36


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2







56488 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00084 Fmt 4701 Sfmt 4725 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
37


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2


TABLE 31: HIGH COMORBIDITY ADJUSTMENT INTERACTION SUBGROUPS 


Co morbidity 
Subgroup Comorbidity Comorbidity 


Interaction Sub2:roup Description Sub2:roup Description 
1 Behavioral 2 Includes depression and bipolar disorder Skin 3 Includes diseases of arteries, arterioles, and 


capillaries with ulceration and non-pressure, 
chronic ulcers 


2 Cerebral4 Includes sequelae of cerebral vascular diseases Circulatory 4 Includes hypertensive chronic kidney 
disease 


3 Cerebral4 Includes sequelae of cerebral vascular diseases Heart 10 Includes cardiac dysrhythrnias 
4 Cerebral4 Includes sequelae of cerebral vascular diseases Heart 11 Includes heart failure 
5 Cerebral4 Includes sequelae of cerebral vascular diseases Neuro 10 Includes peripheral and polyneuropathies 
6 Circulatory 10 Includes varicose veins with ulceration Endocrine 3 Includes diabetes with complications 
7 Circulatory 10 Includes varicose veins with ulceration Heart 11 Includes heart failure 
8 Circulatory 4 Includes hypertensive chronic kidney disease Skin 1 Includes cutaneous abscess, cellulitis, 


lymphangitis 
9 Circulatory 4 Include hypertensive chronic kidney disease Skin 3 Includes diseases of arteries, arterioles, and 


capillaries with ulceration and non-pressure, 
chronic ulcers 


10 Circulatory 4 Include hypertensive chronic kidney disease Skin4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


11 Circulatory 7 Includes atherosclerosis Skin 3 Includes diseases of arteries, arterioles, and 
capillaries with ulceration and non-pressure, 
chronic ulcers 


12 Endocrine 3 Includes diabetes with complications Neuro 5 Includes Parkinson's disease 
13 Endocrine 3 Includes diabetes with complications Neuro 7 Includes hemiplegia, paraplegia, and 


quadriplegia 
14 Endocrine 3 Includes diabetes with complications Skin 3 Includes diseases of arteries, arterioles, and 


capillaries with ulceration and non-pressure, 
chronic ulcers 


15 Endocrine 3 Diabetes with complications Skin4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


16 Heart 10 Includes cardiac dysrhythrnias Skin4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


17 Heart 11 Includes heart failure Neuro 10 Includes peripheral and polyneuropathies 
18 Heart 11 Includes heart failure Neuro 5 Includes Parkinson's disease 
19 Heart 11 Includes heart failure Skin 3 Includes diseases of arteries, arterioles, and 


capillaries with ulceration and non-pressure, 
chronic ulcers 


20 Heart 11 Includes heart failure Skin4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


21 Heart 12 Includes other heart diseases Skin 3 Includes diseases of arteries, arterioles, and 
capillaries with ulceration and non-pressure, 
chronic ulcers 


22 Heart 12 Includes other heart diseases Skin 4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


23 Neuro 10 Includes peripheral and polyneuropathies Neuro 5 Includes Parkinson's disease 
24 Neuro 3 Includes dementias Skin 3 Includes diseases of arteries, arterioles, and 


capillaries with ulceration and non-pressure, 
chronic ulcers 


25 Neuro 3 Includes dementias Skin4 Includes Stages Two through Four and 
Unstageable pressure ulcers 


26 Neuro 5 Includes Parkinson's disease Renal3 Includes nephrogenic diabetes insipidus 
27 Neuro 7 Includes hemiplegia, paraplegia, and Renal3 Includes nephrogenic diabetes insipidus 


quadriplegia 
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We solicited comments on the 
comorbidity case-mix adjustment in the 
PDGM, which includes three 
comorbidity levels: No Comorbidity, 
Low Comorbidity, and High 
Comorbidity Adjustment. We also 
invited comment on the payments 
associated with the Low and High 
Comorbidity Adjustment to account for 
increased resource utilization resulting 
from the presence of certain 
comorbidities and comorbidity 
interactions. These comments are 
summarized in this section along with 
our responses. 


Comment: The majority of 
commenters were generally supportive 
of the change in the comorbidity 
adjustment in the PDGM to include both 
a low and high comorbidity adjustment 
and believe that adding the Low and 
High Comorbidity adjustment will yield 
a more accurate and robust payment 
that accounts for the additional resource 
intensity needed to care for patients 
with multiple comorbidities. 
Commenters stated that it is appropriate 
to examine the relationship of reported 
comorbidities on resource utilization to 
ensure that payment is in alignment 
with the actual costs of providing care. 
Several commenters encourage ongoing 
monitoring to ensure that subcategories 
of diagnoses and associated comorbidity 
payment adjustments remain 
appropriate and adequate. Several 
commenters believe the comorbidity 
adjustment should be expanded since as 
proposed it would only apply to only a 
small proportion of patients compared 
to the number of home health patients 
with multiple chronic conditions. This 
would result in providers facing 
financial difficulty in caring for 
medically complex patients. A 
commenter urged us to expand the Low 
Comorbidity Adjustment criteria. 
Another commenter believe the 
comorbidity adjustment was overly 
simplistic and that it should incorporate 


social determinants of health. The 
commenter also suggested inclusion 
additional comorbidity adjustments 
levels, including moderate and very 
high. 


Response: We thank the commenters 
for their support regarding a 
comorbidity case-mix adjustment that 
accounts for the interaction between 
multiple comorbid conditions. We 
believe that this change for the PDGM 
(compared to the comorbidity 
adjustment proposed under the HHGM) 
addresses stakeholder comments 
regarding the impact of the presence of 
multiple comorbidities and their 
interactions on resource utilization. 
This change also helps to ensure that 
payment is more in alignment with the 
actual costs of providing care. 


We agree that continued monitoring is 
needed to understand how the PDGM, 
including the comorbidity adjustment, 
affects home health patients and 
providers and inform future 
refinements. While we are aware of the 
prevalence of comorbidities in the 
Medicare home health population, we 
note that the average number of 
comorbidities in the aggregate becomes 
the standard within that population for 
the purpose of payment. For example, if 
the Medicare home health patient 
population has an average of three 
comorbidities then this is already 
factored into the base rate given that this 
rate represents the average home health 
payment for the average patient. The 
case-mix adjustment process recognizes 
increased resource use beyond the 
average. If the ‘‘average’’ patient under 
home health is multi-morbid, then 
additional resource use is not evident as 
the data reflects this average. 


As noted in the CY 2019 HH PPS 
proposed rule, the comorbidity 
subgroups were selected through a 
stepwise process that identified 
clinically and statistically meaningful 
diagnosis-based comorbidity groups that 


were associated with higher resource 
use than the average or that would be 
indicated by examining clinical and 
functional groups, admission source, 
and timing characteristics. As such, the 
comorbidity subgroups were meant to 
identify only those cases when resource 
use was higher than the median when 
accounting for other attributions of the 
patient. A similar process was used to 
identify the comorbidity subgroup 
interactions that would result in a high 
comorbidity adjustment. We agree that 
social determinants of health is an 
important consideration in providing 
effective patient-centered health care, 
and we thank the commenter for raising 
this point. However, the comorbidity 
adjustment in the PDGM is meant to 
capture clinical conditions that are 
present that affect resource utilization 
under a home health plan of care. 


We anticipate that we would annually 
recalibrate the PDGM case-mix weights, 
which would include the comorbidity 
adjustment. This would be similar to the 
annual recalibration of case mix weights 
under the current HH PPS. Therefore, 
this could mean additions or 
subtractions of comorbidity subgroups 
and/or comorbidity subgroup 
interactions in the low and/or high 
comorbidity adjustment groups in the 
future. We will continue to analyze and 
monitor reported secondary diagnoses 
to inform the need for any future 
refinements to the comorbidity 
adjustment under the PDGM. 


Comment: Some commenters 
remarked that the comorbidity 
adjustment would provide insufficient 
payment for providers and that not 
enough periods of care would receive a 
comorbidity adjustment even though the 
treatment of home health patients with 
comorbidities is commonplace. Another 
commenter stated that the average 
amount of $35 for low comorbidity 
adjustment and $350 for high 
comorbidity adjustment is out of sync 
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30 https://downloads.cms.gov/files/hhgm%20
technical%20report%20120516%20sxf.pdf. 


with the costs of serving these complex 
beneficiaries. Another commenter stated 
that the comorbidity adjustment is not 
adequate to cover ancillary services. 
These same commenters wrote that this 
would expose a high proportion of 
HHAs to additional risk and 
recommended that CMS return to its’ 
comorbidity payment adjustment as 
proposed under the HHGM in the CY 
2018 HH PPS proposed rule or to 
expand both the application and the 
value of the PDGM’s low comorbidity 
adjustment so that it would more fully 
cover the frequent instances in which 
more complex care is provided to those 
beneficiaries with comorbid conditions. 


Response: The payments associated 
with the low and high comorbidity 
adjustment are the result of actual 
resource utilization as reported on home 
health claims. As detailed in both the 
CY 2018 HH PPS proposed rule (82 FR 
35322) and the CY 2019 HH PPS 
proposed rule (83 FR 32407), we 
analyzed home health claims to 
determine the actual resource utilization 
associated with the presence of certain 
comorbid conditions. We remind 
commenters that the additional 
diagnoses used for analysis are reported 
by the HHAs themselves and therefore 
we could only analyze those 
comorbidities reported, whether or not 
beneficiaries receiving home health care 
had other, unreported conditions that 
potentially could have affected resource 
utilization. Regardless, the payment 
amount proposed for the low and high 
comorbidity adjustment is driven by the 
actual resource utilization as identified 
on home health claims and therefore we 
believe to be sufficient to align the 
comorbidity adjustment to the costs of 
providing care. Likewise, the difference 
in payment between the low and the 
high comorbidity adjustment is 
reflective of the resource use between 
those patients with individual comorbid 
conditions and those with multiple 
comorbid conditions. This is also in 
alignment with what commenters and 
the TEP that was convened in February 
2018 stated in regards to the more 
complex needs of patients who have 
multiple comorbidities. 


We disagree with commenters who 
stated that not enough periods of care 
would receive the comorbidity 
adjustment. To better ensure that 
reported conditions represented an 
actual impact on resource use, the 
proposed comorbidities include those 
conditions that represent more than 0.1 
percent of periods and have at least as 
high as the median resource use as they 
indicate a direct relationship between 
the comorbidity and resource 
utilization. Under the PDGM, this 


approach increases the 30-day periods 
of care that would receive a comorbidity 
adjustment compared to the approach 
proposed in the CY 2018 HH PPS 
proposed rule. Under the proposed 
PDGM, almost 40 percent of home 
health periods of care would receive a 
low or high comorbidity adjustment 
compared to approximately 15 percent 
of home health periods under the 
HHGM. We believe a more granular 
approach to the comorbidity adjustment 
more accurately represents patient 
characteristics and more accurately 
aligns payments with the cost of 
providing care. Again, we remind 
commenters that the comorbidity 
adjustment is just one of the case-mix 
variables in the PDGM made in addition 
to the base payment and adjustments 
made for clinical and functional status, 
admission source, and timing. These 
variables work in tandem to account for 
the complexity of patient care needs and 
to make payment for home health 
services accordingly. Similarly, the HH 
PPS is a bundled payment to cover all 
home health services, including 
ancillary services such as home health 
aides. HHAs are expected to provide the 
services, including the disciplines 
responsible for providing those services, 
in accordance with the home health 
plan of care. 


We disagree that this approach to a 
comorbidity adjustment exposes HHAs 
to additional risk. In the CY 2001 HH 
PPS final rule, commenters stated that 
patients with multiple diagnoses should 
be credited with additional points in 
their clinical dimension measurement 
given the impact of comorbidities on 
resource use (65 FR 41153). We stated 
that time constraints and the data 
available during the development of the 
HH PPS was not robust enough for the 
inclusion of a comorbidity variable as 
part of the HH PPS case-mix adjustment 
(65 FR 41153). We also reiterated that 
we would consider comorbidities for 
future case-mix analyses and that such 
an effort would be significantly aided by 
complete four-digit and 5-digit 
diagnosis coding on the OASIS record. 
In the CY 2008 HH PPS final rule (72 
FR 49772), we added secondary 
diagnoses and their interactions with 
the principal diagnosis as part of the 
clinical dimension in the overall case- 
mix adjustment. However, analysis 
since that time has shown that nominal 
case-mix growth became an ongoing 
issue resulting from the incentive in the 
current HH PPS to code only those 
conditions associated with clinical 
points even though the data did not 
show an associated increase in resource 
utilization. For CY 2018, there was a 


0.97 percent reduction to the national, 
standardized 60-day payment rate to 
account for nominal case-mix growth 
between CY 2012 and CY 2014. 
Therefore, during the development of 
the PDGM, we sought to mitigate 
nominal case-mix growth and looked at 
different ways to account for 
comorbidities in the overall case-mix 
adjustment. The description of the 
initial comorbidity analysis for an 
alternate case-mix methodology is 
included in the technical report, 
‘‘Overview of the Home Health 
Groupings Model’’ found on the HHA 
Center web page.30 


Comment: A commenter expressed 
concern that underlying mood 
disorders, cognitive impairments and 
other behavioral issues may be 
underreported and therefore not 
prevalent enough to be represented in a 
comorbidity subgroup. The commenter 
further noted that current guidelines 
state that clinicians should list 
diagnoses that support the disciplines 
and services provided, which appears 
contrary to current guidance to report 
any and all diagnoses the patient has 
whether or not they are related to 
treatment indicated in the plan of care. 


Response: Behavioral Health Care is 
one of the PDGM clinical groupings, and 
as such, principal diagnoses related to 
these conditions are already 
incorporated into the case-mix weight. 
HHAs already should be reporting any 
and all secondary diagnoses on the plan 
of care that affect resource use, 
including diagnoses related to cognitive 
and behavioral issues. We agree that 
coding guidelines are clear that 
additional (secondary) diagnoses are 
only to be reported if they are 
conditions that affect patient care in 
terms of requiring clinical evaluation; or 
therapeutic treatment; or diagnostic 
procedures; or extended length of 
hospital stay; or increased nursing care 
and/or monitoring. We do not expect 
that HHAs would report comorbid 
conditions that are not being addressed 
in the individualized plan of care. The 
home health CoPs at § 484.60 state that 
the plan of care must specify the care 
and services necessary to meet the 
patient-specific needs as identified in 
the comprehensive assessment, which 
would include all pertinent diagnoses. 


Comment: A commenter stated 
patients with comorbidities frequently 
require multiple episodes of home 
health care and instead of the 
comorbidity adjustment, the PDGM 
should have more payment groups to 
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more accurately predict resource use 
among patients. 


Response: We remind commenters 
that the subdivision of the MMTA 
clinical group into subgroups, as 
finalized in section III.F.6 of this final 
rule with comment period, results in 
432 payment groups in the PDGM. 
Therefore, we believe that the presence 
of more clinical groups better describes 
patient characteristics and care needs 
which will translate to more accurate 
payment. Likewise, adjusting a home 
health period of care payment to 
account for the presence of 
comorbidities will help to more 
accurately pay for those patients with 
chronic, comorbid conditions who 
require multiple periods of home health 
care. 


Comment: We received a specific 
comment on the comorbidity subgroups 
where a commenter recommended that 
instead of having Skin 3 and Skin 4 
should be in their own separate clinical 
group instead of including them as part 
of the comorbidity adjustment. 


Response: The diagnoses that are in 
the Skin 3 and Skin 4 comorbidity 
subgroups are already included in the 
Wounds clinical group and therefore are 
already accounted for in a separate 
clinical group. We believe it is 
important, clinically, to retain these two 
subgroups in the comorbidity 
adjustment as these can be conditions 
found in patients who are primarily 
receiving home health services for other 
reasons. For example, a patient who has 
recently suffered from a stroke with 
significant functional deficits and 
developed a pressure ulcer would likely 
be appropriately grouped into the Neuro 
Rehab group. Having these comorbidity 
subgroups which represent the presence 
of chronic wounds and/or pressure 
ulcers would provide additional 
payment to account for the complex 
care needs of a patient receiving Neuro 
Rehab services and who also has a 
wound. However, we will continue to 
reexamine reported secondary diagnoses 
upon implementation of the PDGM to 
see which conditions are associated 
with increased resource use and will 
make any refinements, as necessary, to 
more accurately align payment with 
patient characteristics and costs. 


Comment: Another commenter stated 
that with the adoption of ICD 10–CM, 
HHAs have been instructed through 
coding guidance to code all diagnoses 
that impact the patient’s care and that 
it is not uncommon to fill all 25 code 
fields on the claim. This commenter 
remarked that Direct Data Entry (DDE) 
only considers the first 9 codes on the 
patient’s claim and therefore would 
limit payment for those periods of care 


if there are any comorbidities listed 
beyond the first 9 diagnosis fields on the 
claim. 


Response: We remind commenters 
that the DDE supports 25 diagnoses just 
like the electronic 837I claim format. 
The difference between the DDE and the 
electronic formats is that for the DDE 
format, the reporting of diagnosis codes 
is split between two screens, meaning 
the first 9 diagnosis codes are entered 
on the first screen, and diagnosis codes 
10–25 are entered on the second screen. 
To reach the second screen to enter 
these codes, the person entering the 
claim information would hit the F6 key 
to move from the first screen to the 
second screen. 


Final Decision: After considering the 
public comments, we are finalizing the 
comorbidity adjustment as part of the 
overall case mix in the PDGM. To 
summarize, this includes the home 
health specific list of comorbidity 
subgroups and comorbidity subgroup 
interactions. One of the three mutually 
exclusive categories of comorbidity 
adjustment will be applied to each 
period: No Comorbidity Adjustment, 
Low Comorbidity Adjustment, and High 
Comorbidity Adjustment. A 30-day 
period of care can receive payment for 
a low comorbidity adjustment or a high 
comorbidity adjustment, but not both. A 
30-day period of care can receive only 
one low comorbidity adjustment 
regardless of the number of secondary 
diagnoses reported on the home health 
claim that fell into one of the individual 
comorbidity subgroups or one high 
comorbidity adjustment regardless of 
the number of comorbidity group 
interactions, as applicable. The low 
comorbidity adjustment amount would 
be the same across the subgroups and 
the high comorbidity adjustment would 
be the same across the subgroup 
interactions. Upon implementation of 
the PDGM in CY 2020, we will analyze 
the most recently available claims to 
update the comorbidity list to include 
those comorbid conditions and 
interaction subgroups that represent 
more than 0.1 percent of periods and 
have at least as high as the median 
resource use. Likewise, we will 
continue to evaluate reported secondary 
diagnoses and interactions between 
comorbidities to identify their impact 
on resource costs to determine if any 
additional refinements to this case-mix 
adjustment variable are warranted. 


9. Change in the Low-Utilization 
Payment Adjustment (LUPA) Threshold 


Currently, a 60-day episode with four 
or fewer visits is paid the national per 
visit amount by discipline, adjusted by 
the appropriate wage index based on the 


site of service of the beneficiary, instead 
of the full 60-day episode payment 
amount. Such payment adjustments are 
called Low Utilization Payment 
Adjustments (LUPAs). While the 
proposed PDGM system in the CY 2019 
HH PPS proposed rule would still 
include LUPA payments, the approach 
to calculating the LUPA thresholds 
needed to change due to the proposed 
change in the unit of payment to 30-day 
periods of care from 60-day episodes. 
We note that in the current payment 
system, approximately 8 percent of 
episodes are LUPAs. Under the PDGM, 
the 30-day periods of care have 
substantially more periods with four or 
fewer visits than 60-day episodes. 
Therefore, to create LUPA thresholds 
under the PDGM, in the CY 2019 
proposed rule (82 FR 32411), we 
proposed to set the LUPA threshold at 
the 10th percentile value of visits or 2 
visits, whichever is higher, for each 
payment group in order to target 
approximately the same percentage of 
LUPAs. This resulted in approximately 
7.1 percent of 30-day periods that would 
be LUPAs (assuming no behavior 
change) under the PDGM. We also 
proposed that the LUPA thresholds for 
each PDGM payment group would be re- 
evaluated every year based on the most 
current utilization data available. 


We received several comments on the 
LUPA threshold methodology proposed 
for the PDGM and these are summarized 
in this section with our responses: 


Comment: Several commenters agreed 
in concept with the proposed changes to 
the LUPA threshold, but stated that 
additional time is necessary to fully 
evaluate the model’s impact, especially 
in conjunction with the transition from 
a 60-day to a 30-day payment period. 
Several commenters requested a more 
cautious approach of delayed 
implementation, to allow providers and 
software vendors an opportunity to 
prepare for implementation of the new 
thresholds. 


Response: We appreciate commenters 
agreeing that LUPA thresholds should 
vary by clinical group. LUPA thresholds 
that vary by case-mix group level take 
into account different resource use 
patterns based on clinical characteristics 
and is a more patient-driven approach. 
We note that we will implement the 
PDGM for home health periods of care 
starting on or after January 1, 2020, 
giving HHAs and vendors sufficient 
time to evaluate the impact of the PDGM 
and make necessary changes to their 
software systems to accommodate a 30- 
day unit of payment and the varying 
LUPA threshold approach. 


Comment: Many commenters 
expressed concern that creating 
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different LUPA thresholds, in which the 
thresholds vary from 2–6 minimum 
visits, depending on the home health 
grouping, will greatly increase the 
complexity of the payment system, 
administrative burden, and costs to 
agencies. Several commenters suggested 
maintaining the use of a single LUPA 
threshold. Other commenters suggested 
a system of varying LUPA thresholds 
(that is, more than one), but more 
simplified to include a narrower range 
of thresholds than the proposed 2–6 
thresholds. Commenters recommended 
that any LUPA threshold options should 
be fully evaluated for potential impacts, 
including behavioral changes that could 
affect patient access to care. 


Response: The concept of case-mix 
adjusted LUPA thresholds is not new. In 
the FY 2001 HH PPS final rule (42 FR 
41143), when the LUPA threshold of 
four or fewer visits was introduced, 
commenters suggested that CMS instead 
use specific LUPA thresholds for each 
HHRG. We are unsure why case-mix- 
specific LUPA thresholds would result 
in additional administrative burden and 
costs. We note that under the current 
HH PPS, LUPA episodes are billed the 
same as a non-LUPA episodes and this 
will not change under the PDGM where 
LUPA periods of care will be billed the 
same way as non-LUPA 30-day periods 
of care. We are unsure why case-mix 
group specific LUPA thresholds would 
impact patient access and commenters 
did not provide any additional 
information to inform such assertions. 
While some commenters suggested a 
system of varying LUPA thresholds (that 
is, more than one), but more simplified 
to include a narrower range of 
thresholds than the proposed 2–6 
thresholds, they did not provide 
specifics on their recommendation nor 
any rationale for this suggestion. 
However, we remind commenters that 
we set the LUPA threshold at the 10th 
percentile value of visits or 2 visits, 
whichever is higher, for each payment 
group in order to target approximately 
the same percentage of LUPAs as under 
the current system. Therefore, we 
believe this approach to be the most 
reasonable. However, we will analyze 
this methodology once the PDGM is 
implemented in CY 2020 to determine 
whether any changes to the LUPA 
thresholds are warranted. 


Comment: Several commenters 
expressed concern that this policy 
change could increase the number of 
LUPAs, which present a financial loss 
for agencies. A commenter remarked 
that a 60-day episode under the current 
system with 14 visits would potentially 
become two 30-day LUPAs under the 
proposed PDGM. 


Response: As explained in the CY 
2019 HH PPS proposed rule (83 FR 
32412), our methodology for 
determining LUPA assignment was 
calibrated to target approximately the 
same rate of LUPA occurrences as under 
the current HH PPS case-mix system. 
Based on our analysis of CY 2017 home 
health utilization data, under the 
PDGM, a slightly lower rate of 30- 
periods would be assigned as LUPAs 
(approximately 7%) than 60-day 
episodes under the current payment 
system (approximately 8%). We believe 
that targeting approximately the same 
percentage of LUPA periods under the 
PDGM as the current HH PPS should 
mitigate HHA concerns of an increased 
number of LUPA periods of care and we 
do not believe this approach would 
create a financial hardship for HHAs. 


Comment: A commenter questioned 
the methodology of the LUPA threshold 
calculation. They suggested that low 
counts of visits due to the patient’s 
death or transfer to another agency are 
not comparable with counts of low 
visits due to patient needs and thereby 
these two situations at least should be 
excluded when determining the 
thresholds. 


Response: While we appreciate the 
commenter’s suggestion, when we 
examined the data, we found the 
combined occurrences of patient deaths 
or transfers to another agency did not 
impact the threshold numbers. 


Comment: Another commenter 
expressed concern about how the 
change to the LUPA thresholds under 
the PDGM would affect the provision 
and payment of Non-Routine Supplies 
(NRS). The commenter cited an example 
of periods of care classified under the 
Wound clinical group for which the 
commenter noted use 
disproportionately greater amounts of 
NRS, and questioned whether the per- 
visit rates alone would be sufficient to 
recoup costs. Another commenter 
noticed that, with some groupings and 


all else equal, the threshold amounts 
can be seen to rise and then fall with 
functional level and thereby the 
thresholds were not consistent with 
patient needs. 


Response: We remind commenters 
that payment for NRS has been included 
in the per-visit LUPA rates since the 
implementation of the HH PPS (65 FR 
41128). At that time, commenters 
expressed concern that the per-visit 
LUPA rates would not adequately 
compensate for NRS and the per visit 
payment rates were updated to reflect 
those concerns (65 FR 41138). In the CY 
2014 HH PPS final rule (72 FR 72280), 
we rebased the national, per-visit 
payment amounts the highest amounts 
allowed by law. Under the PDGM, the 
LUPA thresholds are data-driven and 
determined based on the visit patterns 
reflected in each of the case-mix groups. 
Any noted patterns of LUPA thresholds 
varying with functional level is the 
result of provider reported information 
on the OASIS. Accurate reporting on the 
OASIS is imperative to fully account for 
the level of impairment at the time of 
the assessment and to be reflective of 
the services provided. We reiterate, that 
in order to maintain approximately the 
same proportion of LUPA periods under 
the PDGM with a 30-day unit of 
payment compared to the current HH 
PPS with a 60-day episode of payment, 
the LUPA thresholds were set at the 
10th percentile of visits or 2 visits, 
whichever is higher. 


Final Decision: We are finalizing our 
proposal to vary the LUPA threshold for 
each 30-day period of care depending 
on the PDGM payment group to which 
it is assigned. Likewise, we are 
finalizing that the LUPA thresholds for 
each PDGM payment group will be re- 
evaluated every year based on the most 
current utilization data available. The 
LUPA thresholds for the PDGM 
payment groups with the corresponding 
HIPPS codes based on CY 2017 home 
health data are listed in Table 32. Since 
we propose to implement the PDGM on 
January 1, 2020, LUPA thresholds for 
the PDGM payment groups with the 
corresponding HIPPS codes for CY 2020 
will be updated in the CY 2020 HH PPS 
proposed rule using CY 2018 home 
health data. 
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TABLE 32-LUPA THRESHOLDS FOR THE PDGM PAYMENT GROUPS 


Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


lFCll Behavioral Health - High Early - Community 0 4 
1FC21 Behavioral Health - High Early - Community 1 4 
1FC31 Behavioral Health - High Early - Community 2 4 
2FC11 Behavioral Health - High Early - Institutional 0 4 
2FC21 Behavioral Health - High Early - Institutional 1 4 
2FC31 Behavioral Health - High Early - Institutional 2 4 
3FC11 Behavioral Health - High Late - Community 0 2 
3FC21 Behavioral Health - High Late - Community 1 2 
3FC31 Behavioral Health - High Late - Community 2 3 
4FC11 Behavioral Health - High Late - Institutional 0 3 







56494 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00090 Fmt 4701 Sfmt 4725 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
40


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2


Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4FC21 Behavioral Health - High Late - Institutional 1 3 
4FC31 Behavioral Health - High Late - Institutional 2 2 
lFAll Behavioral Health - Low Early - Community 0 3 
1FA21 Behavioral Health - Low Early - Community 1 3 
1FA31 Behavioral Health - Low Early - Community 2 4 
2FA11 Behavioral Health - Low Early - Institutional 0 3 
2FA21 Behavioral Health - Low Early - Institutional 1 3 
2FA31 Behavioral Health - Low Early - Institutional 2 4 
3FA11 Behavioral Health - Low Late - Community 0 2 
3FA21 Behavioral Health - Low Late - Community 1 2 
3FA31 Behavioral Health - Low Late - Community 2 2 
4FA11 Behavioral Health - Low Late - Institutional 0 2 
4FA21 Behavioral Health - Low Late - Institutional 1 2 
4FA31 Behavioral Health - Low Late - Institutional 2 2 
1FB11 Behavioral Health - Medium Early - Community 0 4 
1FB21 Behavioral Health - Medium Early - Community 1 4 
1FB31 Behavioral Health - Medium Early - Community 2 4 
2FB11 Behavioral Health - Medium Early - Institutional 0 4 
2FB21 Behavioral Health - Medium Early - Institutional 1 4 
2FB31 Behavioral Health - Medium Early - Institutional 2 4 
3FB11 Behavioral Health - Medium Late - Community 0 2 
3FB21 Behavioral Health - Medium Late - Community 1 2 
3FB31 Behavioral Health - Medium Late - Community 2 2 
4FB11 Behavioral Health - Medium Late - Institutional 0 3 
4FB21 Behavioral Health - Medium Late - Institutional 1 3 
4FB31 Behavioral Health - Medium Late - Institutional 2 4 
lDCll Complex - High Early - Community 0 2 
1DC21 Complex - High Early - Community 1 2 
1DC31 Complex - High Early - Community 2 2 
2DC11 Complex - High Early - Institutional 0 4 
2DC21 Complex - High Early - Institutional 1 4 
2DC31 Complex - High Early - Institutional 2 4 
3DC11 Complex - High Late - Community 0 2 
3DC21 Complex - High Late - Community 1 2 
3DC31 Complex - High Late - Community 2 2 
4DC11 Complex - High Late - Institutional 0 3 
4DC21 Complex - High Late - Institutional 1 3 
4DC31 Complex - High Late - Institutional 2 3 
lDAll Complex - Low Early - Community 0 2 
1DA21 Complex - Low Early - Community 1 2 
1DA31 Complex - Low Early - Community 2 2 
2DA11 Complex - Low Early - Institutional 0 3 
2DA21 Complex - Low Early - Institutional 1 3 
2DA31 Complex - Low Early - Institutional 2 4 
3D All Complex - Low Late - Community 0 2 
3DA21 Complex - Low Late - Community 1 2 
3DA31 Complex - Low Late - Community 2 2 
4DA11 Complex - Low Late - Institutional 0 2 
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Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4DA21 Complex - Low Late - Institutional 1 3 
4DA31 Complex - Low Late - Institutional 2 3 
lDBll Complex - Medium Early - Community 0 3 
1DB21 Complex - Medium Early - Community 1 3 
1DB31 Complex - Medium Early - Community 2 3 
2DB11 Complex - Medium Early - Institutional 0 4 
2DB21 Complex - Medium Early - Institutional 1 4 
2DB31 Complex - Medium Early - Institutional 2 5 
3DB11 Complex - Medium Late - Community 0 2 
3DB21 Complex - Medium Late - Community 1 2 
3DB31 Complex - Medium Late - Community 2 2 
4DB11 Complex - Medium Late - Institutional 0 3 
4DB21 Complex - Medium Late - Institutional 1 3 
4DB31 Complex - Medium Late - Institutional 2 3 
1GC11 MMTA- Surgical Aftercare- High Early - Community 0 4 
1GC21 MMTA- Surgical Aftercare- High Early - Community 1 4 
1GC31 MMTA- Surgical Aftercare- High Early - Community 2 4 
2GC11 MMTA- Surgical Aftercare- High Early - Institutional 0 4 
2GC21 MMTA- Surgical Aftercare- High Early - Institutional 1 5 
2GC31 MMTA- Surgical Aftercare- High Early - Institutional 2 5 
3GC11 MMTA- Surgical Aftercare- High Late - Community 0 2 
3GC21 MMTA- Surgical Aftercare- High Late - Community 1 2 
3GC31 MMTA- Surgical Aftercare- High Late - Community 2 2 
4GC11 MMTA- Surgical Aftercare- High Late - Institutional 0 3 
4GC21 MMTA- Surgical Aftercare- High Late - Institutional 1 4 
4GC31 MMTA- Surgical Aftercare- High Late - Institutional 2 4 
lGAll MMTA- Surgical Aftercare- Low Early - Community 0 3 
1GA21 MMTA- Surgical Aftercare- Low Early - Community 1 3 
1GA31 MMTA- Surgical Aftercare- Low Early - Community 2 3 
2GA11 MMTA- Surgical Aftercare- Low Early - Institutional 0 3 
2GA21 MMTA- Surgical Aftercare- Low Early - Institutional 1 4 
2GA31 MMTA- Surgical Aftercare- Low Early - Institutional 2 4 
3GA11 MMTA- Surgical Aftercare- Low Late - Community 0 2 
3GA21 MMTA- Surgical Aftercare- Low Late - Community 1 2 
3GA31 MMTA- Surgical Aftercare- Low Late - Community 2 2 
4GA11 MMTA- Surgical Aftercare- Low Late - Institutional 0 3 
4GA21 MMTA- Surgical Aftercare- Low Late - Institutional 1 3 
4GA31 MMTA- Surgical Aftercare- Low Late - Institutional 2 3 
1GB11 MMTA- Surgical Aftercare- Medium Early - Community 0 4 
1GB21 MMTA- Surgical Aftercare- Medium Early - Community 1 4 
1GB31 MMTA- Surgical Aftercare- Medium Early - Community 2 5 
2GB11 MMTA- Surgical Aftercare- Medium Early - Institutional 0 4 
2GB21 MMTA- Surgical Aftercare- Medium Early - Institutional 1 5 
2GB31 MMTA- Surgical Aftercare- Medium Early - Institutional 2 5 
3GB11 MMTA- Surgical Aftercare- Medium Late - Community 0 2 
3GB21 MMTA- Surgical Aftercare- Medium Late - Community 1 2 
3GB31 MMTA- Surgical Aftercare- Medium Late - Community 2 2 
4GB11 MMTA- Surgical Aftercare- Medium Late - Institutional 0 3 
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Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4GB21 MMTA- Surgical Aftercare- Medium Late - Institutional 1 3 
4GB31 MMTA- Surgical Aftercare- Medium Late - Institutional 2 4 
lHCll MMTA - Cardiac - High Early - Community 0 5 
1HC21 MMTA - Cardiac - High Early - Community 1 4 
1HC31 MMTA - Cardiac - High Early - Community 2 4 
2HC11 MMTA - Cardiac - High Early - Institutional 0 4 
2HC21 MMTA - Cardiac - High Early - Institutional 1 4 
2HC31 MMTA - Cardiac - High Early - Institutional 2 4 
3HC11 MMTA - Cardiac - High Late - Community 0 2 
3HC21 MMTA - Cardiac - High Late - Community 1 2 
3HC31 MMTA - Cardiac - High Late - Community 2 3 
4HC11 MMTA - Cardiac - High Late - Institutional 0 3 
4HC21 MMTA - Cardiac - High Late - Institutional 1 4 
4HC31 MMTA - Cardiac - High Late - Institutional 2 4 
lHAll MMTA - Cardiac - Low Early - Community 0 4 
1HA21 MMTA - Cardiac - Low Early - Community 1 4 
1HA31 MMTA - Cardiac - Low Early - Community 2 4 
2HA11 MMTA - Cardiac - Low Early - Institutional 0 4 
2HA21 MMTA - Cardiac - Low Early - Institutional 1 4 
2HA31 MMTA - Cardiac - Low Early - Institutional 2 4 
3HA11 MMTA - Cardiac - Low Late - Community 0 2 
3HA21 MMTA - Cardiac - Low Late - Community 1 2 
3HA31 MMTA - Cardiac - Low Late - Community 2 3 
4HA11 MMTA - Cardiac - Low Late - Institutional 0 3 
4HA21 MMTA - Cardiac - Low Late - Institutional 1 3 
4HA31 MMTA - Cardiac - Low Late - Institutional 2 3 
lHBll MMTA - Cardiac - Medium Early - Community 0 5 
1HB21 MMTA - Cardiac - Medium Early - Community 1 4 
1HB31 MMTA - Cardiac - Medium Early - Community 2 5 
2HB11 MMTA - Cardiac - Medium Early - Institutional 0 4 
2HB21 MMTA - Cardiac - Medium Early - Institutional 1 4 
2HB31 MMTA - Cardiac - Medium Early - Institutional 2 5 
3HB11 MMTA - Cardiac - Medium Late - Community 0 2 
3HB21 MMTA - Cardiac - Medium Late - Community 1 2 
3HB31 MMTA - Cardiac - Medium Late - Community 2 3 
4HB11 MMTA - Cardiac - Medium Late - Institutional 0 3 
4HB21 MMTA - Cardiac - Medium Late - Institutional 1 3 
4HB31 MMTA - Cardiac - Medium Late - Institutional 2 4 
liCll MMTA - Endocrine - High Early - Community 0 5 
1IC21 MMTA - Endocrine - High Early - Community 1 5 
1IC31 MMTA- Endocrine- High Early - Community 2 4 
21Cll MMTA - Endocrine - High Early - Institutional 0 4 
2IC21 MMTA - Endocrine - High Early - Institutional 1 4 
2IC31 MMTA - Endocrine - High Early - Institutional 2 4 
31Cll MMTA - Endocrine - High Late - Community 0 3 
3IC21 MMTA - Endocrine - High Late - Community 1 3 
3IC31 MMTA - Endocrine - High Late - Community 2 3 
41Cll MMTA - Endocrine - High Late - Institutional 0 3 







56497 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00093 Fmt 4701 Sfmt 4725 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
43


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2


Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4IC21 MMTA - Endocrine - High Late - Institutional 1 3 
4IC31 MMTA - Endocrine - High Late - Institutional 2 4 
HAll MMTA - Endocrine - Low Early - Community 0 4 
1IA21 MMTA - Endocrine - Low Early - Community 1 4 
liA31 MMTA - Endocrine - Low Early - Community 2 4 
2IA11 MMTA - Endocrine - Low Early - Institutional 0 3 
2IA21 MMTA - Endocrine - Low Early - Institutional 1 4 
2IA31 MMTA - Endocrine - Low Early - Institutional 2 4 
31All MMTA - Endocrine - Low Late - Community 0 2 
3IA21 MMTA - Endocrine - Low Late - Community 1 2 
3IA31 MMTA - Endocrine - Low Late - Community 2 2 
41All MMTA - Endocrine - Low Late - Institutional 0 3 
4IA21 MMTA - Endocrine - Low Late - Institutional 1 3 
4IA31 MMTA - Endocrine - Low Late - Institutional 2 3 
liB11 MMTA - Endocrine - Medium Early - Community 0 5 
liB21 MMTA - Endocrine - Medium Early - Community 1 5 
liB31 MMTA - Endocrine - Medium Early - Community 2 5 
2IB11 MMTA - Endocrine - Medium Early - Institutional 0 4 
2IB21 MMTA - Endocrine - Medium Early - Institutional 1 4 
2IB31 MMTA - Endocrine - Medium Early - Institutional 2 4 
3IB11 MMTA - Endocrine - Medium Late - Community 0 2 
3IB21 MMTA - Endocrine - Medium Late - Community 1 3 
3IB31 MMTA - Endocrine - Medium Late - Community 2 3 
4IB11 MMTA - Endocrine - Medium Late - Institutional 0 3 
4IB21 MMTA - Endocrine - Medium Late - Institutional 1 3 
4IB31 MMTA - Endocrine - Medium Late - Institutional 2 3 
lJCll MMTA- GI/GU- High Early - Community 0 4 
1JC21 MMTA- GI/GU- High Early - Community 1 4 
1JC31 MMTA- GI/GU- High Early - Community 2 3 
2JC11 MMTA- GI/GU- High Early - Institutional 0 4 
2JC21 MMTA- GI/GU- High Early - Institutional 1 4 
2JC31 MMTA- GI/GU- High Early - Institutional 2 4 
3JC11 MMTA- GI/GU- High Late - Community 0 2 
3JC21 MMTA- GI/GU- High Late - Community 1 2 
3JC31 MMTA- GI/GU- High Late - Community 2 2 
4JC11 MMTA- GI/GU- High Late - Institutional 0 3 
4JC21 MMTA- GI/GU- High Late - Institutional 1 3 
4JC31 MMTA- GI/GU- High Late - Institutional 2 3 
1JA11 MMTA- GI/GU- Low Early - Community 0 3 
1JA21 MMTA- GI/GU- Low Early - Community 1 3 
1JA31 MMTA- Gl/GU -Low Early - Community 2 4 
2JA11 MMTA- GI/GU- Low Early - Institutional 0 3 
2JA21 MMTA- GI/GU- Low Early - Institutional 1 4 
2JA31 MMTA- GI/GU- Low Early - Institutional 2 4 
3JA11 MMTA- GI/GU- Low Late - Community 0 2 
3JA21 MMTA- GI/GU- Low Late - Community 1 2 
3JA31 MMTA- GI/GU- Low Late - Community 2 2 
4JA11 MMTA- GI/GU- Low Late - Institutional 0 3 
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Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4JA21 MMTA- GI/GU- Low Late - Institutional 1 3 
4JA31 MMTA- GI/GU- Low Late - Institutional 2 3 
lJBll MMTA- GI/GU- Medium Early - Community 0 4 
1JB21 MMTA- GI/GU- Medium Early - Community 1 4 
lJB31 MMTA- GI/GU- Medium Early - Community 2 5 
2JB11 MMTA- GI/GU- Medium Early - Institutional 0 4 
2JB21 MMTA- GI/GU- Medium Early - Institutional 1 4 
2JB31 MMTA- GI/GU- Medium Early - Institutional 2 5 
3JB11 MMTA- GI/GU- Medium Late - Community 0 2 
3JB21 MMTA- GI/GU- Medium Late - Community 1 2 
3JB31 MMTA- GI/GU- Medium Late - Community 2 2 
4JB11 MMTA- GI/GU- Medium Late - Institutional 0 3 
4JB21 MMTA- GI/GU- Medium Late - Institutional 1 3 
4JB31 MMTA- GI/GU- Medium Late - Institutional 2 4 
1KC11 MMTA - Infectious - High Early - Community 0 3 
1KC21 MMTA - Infectious - High Early - Community 1 3 
1KC31 MMTA - Infectious - High Early - Community 2 3 
2KC11 MMTA - Infectious - High Early - Institutional 0 3 
2KC21 MMTA - Infectious - High Early - Institutional 1 3 
2KC31 MMTA - Infectious - High Early - Institutional 2 4 
3KC11 MMTA - Infectious - High Late - Community 0 2 
3KC21 MMTA - Infectious - High Late - Community 1 2 
3KC31 MMTA - Infectious - High Late - Community 2 2 
4KC11 MMTA - Infectious - High Late - Institutional 0 3 
4KC21 MMTA - Infectious - High Late - Institutional 1 3 
4KC31 MMTA - Infectious - High Late - Institutional 2 3 
1KA11 MMTA - Infectious - Low Early - Community 0 3 
1KA21 MMTA - Infectious - Low Early - Community 1 3 
1KA31 MMTA - Infectious - Low Early - Community 2 3 
2KA11 MMTA - Infectious - Low Early - Institutional 0 3 
2KA21 MMTA - Infectious - Low Early - Institutional 1 3 
2KA31 MMTA - Infectious - Low Early - Institutional 2 4 
3KA11 MMTA - Infectious - Low Late - Community 0 2 
3KA21 MMTA - Infectious - Low Late - Community 1 2 
3KA31 MMTA - Infectious - Low Late - Community 2 2 
4KA11 MMTA - Infectious - Low Late - Institutional 0 2 
4KA21 MMTA - Infectious - Low Late - Institutional 1 3 
4KA31 MMTA - Infectious - Low Late - Institutional 2 3 
1KB11 MMTA - Infectious - Medium Early - Community 0 3 
1KB21 MMTA - Infectious - Medium Early - Community 1 3 
1KB31 MMTA -Infectious- Medium Early - Community 2 4 
2KB11 MMTA - Infectious - Medium Early - Institutional 0 3 
2KB21 MMTA - Infectious - Medium Early - Institutional 1 4 
2KB31 MMTA - Infectious - Medium Early - Institutional 2 4 
3KB11 MMTA - Infectious - Medium Late - Community 0 2 
3KB21 MMTA - Infectious - Medium Late - Community 1 2 
3KB31 MMTA - Infectious - Medium Late - Community 2 2 
4KB11 MMTA - Infectious - Medium Late - Institutional 0 3 
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Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4KB21 MMTA - Infectious - Medium Late - Institutional 1 3 
4KB31 MMTA - Infectious - Medium Late - Institutional 2 3 
lACll MMTA - Other - High Early - Community 0 5 
1AC21 MMTA - Other - High Early - Community 1 5 
1AC31 MMTA - Other - High Early - Community 2 5 
2AC11 MMTA - Other - High Early - Institutional 0 4 
2AC21 MMTA - Other - High Early - Institutional 1 5 
2AC31 MMTA - Other - High Early - Institutional 2 5 
3AC11 MMTA - Other - High Late - Community 0 2 
3AC21 MMTA - Other - High Late - Community 1 3 
3AC31 MMTA - Other - High Late - Community 2 3 
4AC11 MMTA - Other - High Late - Institutional 0 3 
4AC21 MMTA - Other - High Late - Institutional 1 3 
4AC31 MMTA - Other - High Late - Institutional 2 4 
lAAll MMTA - Other - Low Early - Community 0 4 
1AA21 MMTA - Other - Low Early - Community 1 4 
1AA31 MMTA - Other - Low Early - Community 2 4 
2AA11 MMTA - Other - Low Early - Institutional 0 3 
2AA21 MMTA - Other - Low Early - Institutional 1 4 
2AA31 MMTA - Other - Low Early - Institutional 2 4 
3AAll MMTA - Other - Low Late - Community 0 2 
3AA21 MMTA - Other - Low Late - Community 1 2 
3AA31 MMTA - Other - Low Late - Community 2 3 
4AAll MMTA - Other - Low Late - Institutional 0 3 
4AA21 MMTA - Other - Low Late - Institutional 1 3 
4AA31 MMTA - Other - Low Late - Institutional 2 3 
lABll MMTA - Other - Medium Early - Community 0 5 
1AB21 MMTA - Other - Medium Early - Community 1 5 
1AB31 MMTA - Other - Medium Early - Community 2 5 
2AB11 MMTA - Other - Medium Early - Institutional 0 4 
2AB21 MMTA - Other - Medium Early - Institutional 1 5 
2AB31 MMTA - Other - Medium Early - Institutional 2 5 
3AB11 MMTA - Other - Medium Late - Community 0 2 
3AB21 MMTA - Other - Medium Late - Community 1 2 
3AB31 MMTA - Other - Medium Late - Community 2 3 
4AB11 MMTA - Other - Medium Late - Institutional 0 3 
4AB21 MMTA - Other - Medium Late - Institutional 1 4 
4AB31 MMTA - Other - Medium Late - Institutional 2 4 
lLCll MMTA - Respiratory - High Early - Community 0 4 
1LC21 MMTA - Respiratory - High Early - Community 1 4 
1LC31 MMTA- Respiratory- High Early - Community 2 5 
2LC11 MMTA - Respiratory - High Early - Institutional 0 4 
2LC21 MMTA - Respiratory - High Early - Institutional 1 4 
2LC31 MMTA - Respiratory - High Early - Institutional 2 4 
3LCll MMTA - Respiratory - High Late - Community 0 2 
3LC21 MMTA - Respiratory - High Late - Community 1 2 
3LC31 MMTA - Respiratory - High Late - Community 2 2 
4LCll MMTA - Respiratory - High Late - Institutional 0 3 
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Comorbidity 
Visit 


Threshold 
Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4LC21 MMTA - Respiratory - High Late - Institutional 1 3 
4LC31 MMTA - Respiratory - High Late - Institutional 2 4 
lLAll MMTA - Respiratory - Low Early - Community 0 4 
1LA21 MMTA - Respiratory - Low Early - Community 1 4 
1LA31 MMTA - Respiratory - Low Early - Community 2 4 
2LA11 MMTA - Respiratory - Low Early - Institutional 0 3 
2LA21 MMTA - Respiratory - Low Early - Institutional 1 4 
2LA31 MMTA - Respiratory - Low Early - Institutional 2 4 
3LA11 MMTA - Respiratory - Low Late - Community 0 2 
3LA21 MMTA - Respiratory - Low Late - Community 1 2 
3LA31 MMTA - Respiratory - Low Late - Community 2 2 
4LA11 MMTA - Respiratory - Low Late - Institutional 0 3 
4LA21 MMTA - Respiratory - Low Late - Institutional 1 3 
4LA31 MMTA - Respiratory - Low Late - Institutional 2 3 
1LB11 MMTA - Respiratory - Medium Early - Community 0 4 
1LB21 MMTA - Respiratory - Medium Early - Community 1 4 
1LB31 MMTA- Respiratory- Medium Early - Community 2 5 
2LB11 MMTA - Respiratory - Medium Early - Institutional 0 4 
2LB21 MMTA - Respiratory - Medium Early - Institutional 1 4 
2LB31 MMTA - Respiratory - Medium Early - Institutional 2 5 
3LB11 MMTA - Respiratory - Medium Late - Community 0 2 
3LB21 MMTA - Respiratory - Medium Late - Community 1 2 
3LB31 MMTA - Respiratory - Medium Late - Community 2 2 
4LB11 MMTA - Respiratory - Medium Late - Institutional 0 3 
4LB21 MMTA - Respiratory - Medium Late - Institutional 1 3 
4LB31 MMTA - Respiratory - Medium Late - Institutional 2 4 
lECll MS Rehab - High Early - Community 0 5 
1EC21 MS Rehab - High Early - Community 1 5 
1EC31 MS Rehab - High Early - Community 2 5 
2EC11 MS Rehab - High Early - Institutional 0 6 
2EC21 MS Rehab - High Early - Institutional 1 6 
2EC31 MS Rehab - High Early - Institutional 2 6 
3EC11 MS Rehab - High Late - Community 0 2 
3EC21 MS Rehab - High Late - Community 1 2 
3EC31 MS Rehab - High Late - Community 2 3 
4EC11 MS Rehab - High Late - Institutional 0 4 
4EC21 MS Rehab - High Late - Institutional 1 4 
4EC31 MS Rehab - High Late - Institutional 2 4 
lEAll MS Rehab - Low Early - Community 0 5 
1EA21 MS Rehab - Low Early - Community 1 5 
1EA31 MS Rehab - Low Early - Community 2 5 
2EA11 MS Rehab - Low Early - Institutional 0 5 
2EA21 MS Rehab - Low Early - Institutional 1 5 
2EA31 MS Rehab - Low Early - Institutional 2 5 
3EA11 MS Rehab - Low Late - Community 0 2 
3EA21 MS Rehab - Low Late - Community 1 2 
3EA31 MS Rehab - Low Late - Community 2 2 
4EA11 MS Rehab - Low Late - Institutional 0 4 
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Visit 
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Timing and 


Adjustment 
(lOth 


HIPPS Clinical Group and Functional Level 
Admission Source 


(0 = none, 1 = single 
percentile or 


comorbidity, 
2 - whichever 


2 = interaction) 
is higher) 


4EA21 MS Rehab - Low Late - Institutional 1 4 
4EA31 MS Rehab - Low Late - Institutional 2 3 
lEBll MS Rehab - Medium Early - Community 0 5 
1EB21 MS Rehab - Medium Early - Community 1 5 
1EB31 MS Rehab - Medium Early - Community 2 5 
2EB11 MS Rehab - Medium Early - Institutional 0 6 
2EB21 MS Rehab - Medium Early - Institutional 1 6 
2EB31 MS Rehab - Medium Early - Institutional 2 6 
3EB11 MS Rehab - Medium Late - Community 0 2 
3EB21 MS Rehab - Medium Late - Community 1 2 
3EB31 MS Rehab - Medium Late - Community 2 3 
4EB11 MS Rehab - Medium Late - Institutional 0 4 
4EB21 MS Rehab - Medium Late - Institutional 1 4 
4EB31 MS Rehab - Medium Late - Institutional 2 4 
1BC11 Neuro- High Early - Community 0 4 
1BC21 Neuro- High Early - Community 1 5 
1BC31 Neuro- High Early - Community 2 5 
2BC11 Neuro- High Early - Institutional 0 5 
2BC21 Neuro- High Early - Institutional 1 5 
2BC31 Neuro- High Early - Institutional 2 5 
3BC11 Neuro- High Late - Community 0 2 
3BC21 Neuro- High Late - Community 1 3 
3BC31 Neuro- High Late - Community 2 3 
4BC11 Neuro- High Late - Institutional 0 4 
4BC21 Neuro- High Late - Institutional 1 4 
4BC31 Neuro- High Late - Institutional 2 4 
lBAll Neuro- Low Early - Community 0 4 
1BA21 Neuro- Low Early - Community 1 5 
1BA31 Neuro- Low Early - Community 2 4 
2BA11 Neuro- Low Early - Institutional 0 5 
2BA21 Neuro- Low Early - Institutional 1 5 
2BA31 Neuro- Low Early - Institutional 2 5 
3BA11 Neuro- Low Late - Community 0 2 
3BA21 Neuro- Low Late - Community 1 2 
3BA31 Neuro- Low Late - Community 2 2 
4BA11 Neuro- Low Late - Institutional 0 3 
4BA21 Neuro- Low Late - Institutional 1 4 
4BA31 Neuro- Low Late - Institutional 2 3 
lBBll N euro - Medium Early - Community 0 5 
1BB21 N euro - Medium Early - Community 1 5 
1BB31 N euro - Medium Early - Community 2 6 
2BB11 N euro - Medium Early - Institutional 0 6 
2BB21 N euro - Medium Early - Institutional 1 6 
2BB31 N euro - Medium Early - Institutional 2 6 
3BB11 N euro - Medium Late - Community 0 2 
3BB21 N euro - Medium Late - Community 1 2 
3BB31 N euro - Medium Late - Community 2 3 
4BB11 N euro - Medium Late - Institutional 0 4 
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10. HH PPS Case-Mix Weights Under 
the PDGM 


Section 1895(b)(4)(B) requires the 
Secretary to establish appropriate case 
mix adjustment factors for home health 
services in a manner that explains a 
significant amount of the variation in 
cost among different units of services. In 
the CY 2019 HH PPS proposed rule (83 
FR 32415), we proposed an alternative 
case-mix adjustment methodology to 
better align payment with patient care 
needs. The proposed alternative case- 


mix adjustment methodology places 
patients into meaningful payment 
categories based on patient 
characteristics (principal diagnosis, 
functional level, comorbid conditions, 
referral source and timing). As outlined 
in previous sections of this final rule 
with comment period, we are finalizing 
this alternative case-mix adjustment 
methodology, called the PDGM. This 
new methodology results in 432 unique 
case-mix groups. These 432 unique 
case-mix payment groups are called 


Home Health Resource Groups 
(HHRGs). 


To generate PDGM case-mix weights, 
we utilized a data file based on home 
health 30-day periods of care, as 
reported in Medicare home health 
claims linked to OASIS assessment data 
to obtain patient characteristics. The 
claims data provides visit-level data and 
data on whether non-routine supplies 
(NRS) was provided during the period 
and the total charges for NRS. We 
determined the case-mix weight for each 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00098 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2 E
R


13
N


O
18


.0
48


<
/G


P
H


>


am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2







56503 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


of the different PDGM payment groups 
by regressing resource use on a series of 
indicator variables for each of the 
categories using a fixed effects model. 
The regression measures resource use 
with the Cost per Minute (CPM) + NRS 
approach outlined in section III.F.2 of 
this final rule with comment period. 
The model used in the PDGM payment 
regression generates outcomes that are 
statistically significant. 


After best fitting the model on CY 
2017 home health data, we used the 
estimated coefficients of the model to 
predict the expected average resource 


use of each 30-day period based on the 
five PDGM categories. In order to 
normalize the results, we divided the 
regression predicted resource use of 
each 30-day period by the overall 
average resource use used to estimate 
the model in order to calculate the case 
mix weight of all periods within a 
particular payment group, where each 
payment group is defined as the unique 
combination of the subgroups within 
the five PDGM categories (admission 
source, timing of the 30-day period, 
clinical grouping, functional 
impairment level, and comorbidity 


adjustment). The case-mix weight is 
then used to adjust the base payment 
rate to determine each period’s 
payment. Table 48 shows the 
coefficients of the payment regression 
used to generate the weights, and the 
coefficients divided by average resource 
use. Information can be found in section 
III.F.6 of this rule for the clinical groups, 
section III.F.7 of this rule for the 
functional impairment levels, section 
III.F.5 for admission source, section 
III.F.4 for timing, and section III.F.8 for 
the comorbidity adjustment. 
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Table 34 presents the case-mix weight 
for each Home Health Resource Group 
(HHRG) in the regression model. LUPA 
episodes, outlier episodes, and episodes 


with PEP adjustments were excluded. 
Weights are determined by first 
calculating the predicted resource use 
for episodes with a particular 


combination of admission source, 
episode timing, clinical grouping, 
functional impairment level, and 
comorbidity adjustment. This 
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TABLE 33- COEFFICIENT OF PAYMENT REGRESSION AND COEFFICIENT 
DIVIDED BY AVERAGE RESOURACE USE FOR PDGM PAYMENT GROUP 


Coefficient 


Variable Coefficient 
Divided by 


Average 
Resource Use 


Clinical Group and Functional Impairment Level (MMTA- Other- Low is excluded) 
MMTA- Other- Medium Functional Impairment $220.79 0.1400 
MMTA- Other- High Functional Impairment $418.85 0.2656 
MMTA- Surgical Aftercare- Low Functional Impairment -$175.69 -0.1114 
MMTA- Surgical Aftercare- Medium Functional Impairment $83.62 0.0530 
MMTA- Surgical Aftercare- High Functional Impairment $329.50 0.2089 
MMTA- Cardiac and Circulatory- Low Functional Impairment -$34.25 -0.0217 
MMTA- Cardiac and Circulatory- Medium Functional Impairment $207.73 0.1317 
MMTA- Cardiac and Circulatory- High Functional Impairment $388.49 0.2463 
MMTA- Endocrine- Low Functional Impairment $153.49 0.0973 
MMTA- Endocrine- Medium Functional Impairment $413.53 0.2622 
MMTA- Endocrine- High Functional Impairment $606.21 0.3843 
MMTA- Gastrointestinal tract and Genitourinary system- Low Functional Impairment -$97.99 -0.0621 
MMTA- Gastrointestinal tract and Genitourinary system- Medium Functional Impairment $159.99 0.1014 
MMTA- Gastrointestinal tract and Genitourinary system- High Functional Impairment $307.84 0.1952 
MMTA- Infectious Disease, Neoplasms, and Blood-Forming Diseases- Low Functional Impairment -$46.85 -0.0297 
MMTA- Infectious Disease, Neoplasms, and Blood-Forming Diseases- Medium Functional Impairment $166.31 0.1054 
MMTA- Infectious Disease, Neoplasms, and Blood-Forming Diseases- High Functional Impairment $341.89 0.2168 
MMTA- Respiratory- Low Functional Impairment -$70.73 -0.0448 
MMTA- Respiratory- Medium Functional Impairment $156.22 0.0990 
MMTA- Respiratory- High Functional Impairment $328.24 0.2081 
Behavioral Health - Low Functional Impairment -$139.38 -0.0884 
Behavioral Health - Medium Functional Impairment $140.70 0.0892 
Behavioral Health - High Functional Impairment $280.07 0.1776 
Complex - Low Functional Impairment -$66.09 -0.0419 
Complex - Medium Functional Impairment $260.06 0.1649 
Complex - High Functional Impairment $319.72 0.2027 
MS Rehab - Low Functional Impairment $128.07 0.0812 
MS Rehab - Medium Functional Impairment $329.00 0.2086 
MS Rehab - High Functional Impairment $554.71 0.3517 
Neuro- Low Functional Impairment $303.21 0.1922 
Neuro- Medium Functional Impairment $572.80 0.3632 
Neuro- High Functional Impairment $729.03 0.4622 
Wound - Low Functional Impairment $356.42 0.2260 
Wound - Medium Functional Impairment $596.96 0.3785 
Wound- High Functional Impairment $785.46 0.4980 


Admission Source with Timing (Community- Early is excluded) 
Community - Late -$637.39 -0.4041 
Institutional - Early $287.01 0.1820 
Institutional - Late $67.51 0.0428 


Comorbidity Adjustment (No Comorbidity Ad.iustment- is excluded) 
Comorbidity Adjustment - Has at least one comorbidity from comorbidity list, no interaction from 


$94.05 0.0596 
interaction list 
Comorbidity Adjustment - Has at least one interaction from interaction list $291.27 0.1847 


Constant $1,567.71 0.9939 
Average Resource Use $1,577.26 
N 8,851,924 
Adj. R-Squared 0.2937 


Source: CY 2017 Medicare claims data for episodes endmg on or before December 31,2017 (as of June 30, 2018) for which we had a lmked 
OASIS assessment. LUPA episodes, outlier episodes, and episodes with PEP adjustments were excluded. 
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combination specific calculation is then 
divided by the average resource use of 
all the episodes that were used to 
estimate the standard 30-day payment 
rate. The resulting ratio represents the 
case-mix weight for that particular 
combination of a HHRG payment group. 
The adjusted R-squared value provides 
a measure of how well observed 


outcomes are replicated by the model, 
based on the proportion of total 
variation of outcomes explained by the 
model. 


Similar to the annual recalibration of 
the case-mix weights under the current 
HH PPS, we proposed to annually 
recalibrate the PDGM case-mix weights. 
We note that this includes a re- 


calculation of the proposed PDGM case- 
mix weights for CY 2020 in the CY 2020 
HH PPS proposed rule using CY 2018 
home health claims data linked with 
OASIS assessment data since we will 
implement the PDGM for 30-day periods 
of care beginning on or after January 1, 
2020. 
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TABLE 34- CASE MIX WEIGHTS FOR EACH HHRG PAYMENT GROUP 


Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
IAAII MMTA - Other - Low Early - Community 0 0.9939 
IAA21 MMTA - Other - Low Early - Community I 1.0536 
IAA31 MMTA - Other - Low Early - Community 2 1.1786 
IAB11 MMTA - Other - Medium Early - Community 0 1.1339 
1AB21 MMTA - Other - Medium Early - Community 1 1.1936 
1AB31 MMTA - Other - Medium Early - Community 2 1.3186 
1AC11 MMTA - Other - High Early - Community 0 1.2595 
1AC21 MMTA - Other - High Early - Community 1 1.3191 
1AC31 MMTA - Other - High Early - Community 2 1.4442 
1BA11 Neuro- Low Early - Community 0 1.1862 
1BA21 Neuro- Low Early - Community 1 1.2458 
1BA31 Neuro- Low Early - Community 2 1.3708 
1BB11 N euro - Medium Early - Community 0 1.3571 
1BB21 N euro - Medium Early - Community 1 1.4167 
1BB31 N euro - Medium Early - Community 2 1.5418 
lBCll Neuro- High Early - Community 0 1.4562 
1BC21 Neuro- High Early - Community 1 1.5158 
1BC31 Neuro- High Early - Community 2 1.6408 
1CA11 Wound-Low Early - Community 0 1.2199 
1CA21 Wound-Low Early - Community 1 1.2795 
1CA31 Wound-Low Early - Community 2 1.4046 
1CB11 Wound- Medium Early - Community 0 1.3724 
1CB21 Wound- Medium Early - Community 1 1.4321 
1CB31 Wound- Medium Early - Community 2 1.5571 
1CC11 Wound-High Early - Community 0 1.4919 
1CC21 Wound-High Early - Community 1 1.5516 
1CC31 Wound-High Early - Community 2 1.6766 
1DA11 Complex - Low Early - Community 0 0.9520 
1DA21 Complex - Low Early - Community 1 1.0117 
1DA31 Complex - Low Early - Community 2 1.1367 
1DB11 Complex - Medium Early - Community 0 1.1588 
1DB21 Complex - Medium Early - Community 1 1.2185 
1DB31 Complex - Medium Early - Community 2 1.3435 
lDCll Complex - High Early - Community 0 1.1966 
1DC21 Complex - High Early - Community 1 1.2563 
1DC31 Complex - High Early - Community 2 1.3813 
lEAll MS Rehab - Low Early - Community 0 1.0751 
1EA21 MS Rehab - Low Early - Community 1 1.1348 
1EA31 MS Rehab - Low Early - Community 2 1.2598 
lEBll MS Rehab - Medium Early - Community 0 1.2025 
1EB21 MS Rehab - Medium Early - Community 1 1.2622 
1EB31 MS Rehab - Medium Early - Community 2 1.3872 
lECll MS Rehab - High Early - Community 0 1.3456 
1EC21 MS Rehab - High Early - Community 1 1.4053 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
1EC31 MS Rehab - High Early - Community 2 1.5303 
lFAll Behavioral Health - Low Early - Community 0 0.9056 
1FA21 Behavioral Health - Low Early - Community 1 0.9652 
1FA31 Behavioral Health - Low Early - Community 2 1.0902 
lFBll Behavioral Health - Medium Early - Community 0 1.0832 
1FB21 Behavioral Health - Medium Early - Community 1 1.1428 
1FB31 Behavioral Health - Medium Early - Community 2 1.2678 
lFCll Behavioral Health - High Early - Community 0 1.1715 
lFC2l Behavioral Health - High Early - Community l 1.2311 
1FC31 Behavioral Health - High Early - Community 2 1.3562 
lGAll MMTA- Surgical Aftercare- Low Early - Community 0 0.8826 
lGA21 MMTA- Surgical Aftercare- Low Early - Community 1 0.9422 
lGA3l MMTA- Surgical Aftercare- Low Early - Community 2 1.0672 
lGBll MMTA- Surgical Aftercare- Medium Early - Community 0 1.0470 
lGB21 MMTA- Surgical Aftercare- Medium Early - Community l 1.1066 
1GB31 MMTA- Surgical Aftercare- Medium Early - Community 2 1.2316 
1GC11 MMT A - Surgical Aftercare - High Early - Community 0 1.2029 
1GC21 MMTA- Surgical Aftercare- High Early - Community 1 1.2625 
1GC31 MMTA- Surgical Aftercare- High Early - Community 2 1.3875 
lHAll MMTA - Cardiac - Low Early - Community 0 0.9722 
1HA21 MMTA - Cardiac - Low Early - Community 1 1.0319 
1HA31 MMTA - Cardiac - Low Early - Community 2 1.1569 
lHBll MMTA - Cardiac - Medium Early - Community 0 1.1256 
1HB21 MMTA - Cardiac - Medium Early - Community 1 1.1853 
1HB31 MMTA - Cardiac - Medium Early - Community 2 1.3103 
lHCll MMTA - Cardiac - High Early - Community 0 1.2403 
1HC21 MMTA - Cardiac - High Early - Community 1 1.2999 
1HC31 MMTA - Cardiac - High Early - Community 2 1.4249 
liAll MMTA - Endocrine - Low Early - Community 0 1.0913 
1IA21 MMTA - Endocrine - Low Early - Community 1 1.1509 
1IA31 MMTA - Endocrine - Low Early - Community 2 1.2759 
liBll MMTA - Endocrine - Medium Early - Community 0 1.2561 
1IB21 MMTA - Endocrine - Medium Early - Community 1 1.3158 
1IB31 MMTA - Endocrine - Medium Early - Community 2 1.4408 
liCll MMTA - Endocrine - High Early - Community 0 1.3783 
1IC21 MMTA - Endocrine - High Early - Community 1 1.4379 
1IC31 MMTA - Endocrine - High Early - Community 2 1.5630 
lJAll MMTA- GI/GU- Low Early - Community 0 0.9318 
1JA21 MMTA- GI/GU- Low Early - Community 1 0.9914 
1JA31 MMTA- GI/GU- Low Early - Community 2 1.1165 
lJBll MMTA- GI/GU- Medium Early - Community 0 1.0954 
1JB21 MMTA- GI/GU- Medium Early - Community 1 1.1550 
1JB31 MMTA- GI/GU- Medium Early - Community 2 1.2800 
lJCll MMTA- GI/GU- High Early - Community 0 1.1891 
1JC21 MMTA- GI/GU- High Early - Community 1 1.2487 
1JC31 MMTA- GI/GU- High Early - Community 2 1.3738 
lKAll MMTA - Infectious - Low Early - Community 0 0.9642 
1KA21 MMTA - Infectious - Low Early - Community 1 1.0239 
1KA31 MMTA - Infectious - Low Early - Community 2 1.1489 
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Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
lKBll MMTA - Infectious - Medium Early - Community 0 1.0994 
1KB21 MMTA - Infectious - Medium Early - Community 1 1.1590 
1KB31 MMTA - Infectious - Medium Early - Community 2 1.2841 
lKCll MMTA - Infectious - High Early - Community 0 1.2107 
1KC21 MMTA - Infectious - High Early - Community 1 1.2703 
1KC31 MMTA - Infectious - High Early - Community 2 1.3954 
lLAll MMTA - Respiratory - Low Early - Community 0 0.9491 
1LA21 MMTA - Respiratory - Low Early - Community 1 1.0087 
lLA3l MMTA - Respiratory - Low Early - Community 2 1.1338 
lLBll MMTA - Respiratory - Medium Early - Community 0 1.0930 
lLB2l MMTA - Respiratory - Medium Early - Community l 1.1526 
1LB31 MMTA - Respiratory - Medium Early - Community 2 1.2777 
lLCll MMTA - Respiratory - High Early - Community 0 1.2021 
1LC21 MMTA - Respiratory - High Early - Community 1 1.2617 
lLC3l MMTA - Respiratory - High Early - Community 2 1.3867 
2AA11 MMTA - Other- Low Early - Institutional 0 1.1759 
2AA21 MMT A - Other - Low Early - Institutional 1 1.2355 
2AA31 MMTA - Other - Low Early - Institutional 2 1.3606 
2AB11 MMTA - Other - Medium Early - Institutional 0 1.3159 
2AB21 MMTA - Other - Medium Early - Institutional 1 1.3755 
2AB31 MMTA - Other - Medium Early - Institutional 2 1.5006 
2AC11 MMTA - Other - High Early - Institutional 0 1.4415 
2AC21 MMTA - Other - High Early - Institutional 1 1.5011 
2AC31 MMTA - Other - High Early - Institutional 2 1.6261 
2BA11 Neuro- Low Early - Institutional 0 1.3681 
2BA21 Neuro- Low Early - Institutional 1 1.4278 
2BA31 Neuro- Low Early - Institutional 2 1.5528 
2BB11 N euro - Medium Early - Institutional 0 1.5391 
2BB21 N euro - Medium Early - Institutional 1 1.5987 
2BB31 N euro - Medium Early - Institutional 2 1.7237 
2BC11 Neuro- High Early - Institutional 0 1.6381 
2BC21 Neuro- High Early - Institutional 1 1.6978 
2BC31 Neuro- High Early - Institutional 2 1.8228 
2CA11 Wound-Low Early - Institutional 0 1.4019 
2CA21 Wound-Low Early - Institutional 1 1.4615 
2CA31 Wound-Low Early - Institutional 2 1.5865 
2CB11 Wound - Medium Early - Institutional 0 1.5544 
2CB21 Wound - Medium Early - Institutional 1 1.6140 
2CB31 Wound - Medium Early - Institutional 2 1.7391 
2CC11 Wound- High Early - Institutional 0 1.6739 
2CC21 Wound- High Early - Institutional 1 1.7335 
2CC31 Wound- High Early - Institutional 2 1.8586 
2DA11 Complex - Low Early - Institutional 0 1.1340 
2DA21 Complex - Low Early - Institutional 1 1.1936 
2DA31 Complex - Low Early - Institutional 2 1.3187 
2DB11 Complex - Medium Early - Institutional 0 1.3408 
2DB21 Complex - Medium Early - Institutional 1 1.4004 
2DB31 Complex - Medium Early - Institutional 2 1.5255 
2DC11 Complex - High Early - Institutional 0 1.3786 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
2DC21 Complex - High Early - Institutional 1 1.4382 
2DC31 Complex - High Early - Institutional 2 1.5633 
2EA11 MS Rehab - Low Early - Institutional 0 1.2571 
2EA21 MS Rehab - Low Early - Institutional 1 1.3167 
2EA31 MS Rehab - Low Early - Institutional 2 1.4418 
2EB11 MS Rehab - Medium Early - Institutional 0 1.3845 
2EB21 MS Rehab - Medium Early - Institutional 1 1.4441 
2EB31 MS Rehab - Medium Early - Institutional 2 1.5692 
2EC11 MS Rehab - High Early - Institutional 0 1.5276 
2EC21 MS Rehab - High Early - Institutional 1 1.5872 
2EC31 MS Rehab - High Early - Institutional 2 1.7123 
2FA11 Behavioral Health - Low Early - Institutional 0 1.0875 
2FA21 Behavioral Health - Low Early - Institutional 1 1.1472 
2FA31 Behavioral Health - Low Early - Institutional 2 1.2722 
2FB11 Behavioral Health - Medium Early - Institutional 0 1.2651 
2FB21 Behavioral Health - Medium Early - Institutional 1 1.3247 
2FB31 Behavioral Health - Medium Early - Institutional 2 1.4498 
2FC11 Behavioral Health - High Early - Institutional 0 1.3535 
2FC21 Behavioral Health - High Early - Institutional 1 1.4131 
2FC31 Behavioral Health - High Early - Institutional 2 1.5381 
2GA11 MMTA- Surgical Aftercare- Low Early - Institutional 0 1.0645 
2GA21 MMTA- Surgical Aftercare- Low Early - Institutional 1 1.1241 
2GA31 MMTA- Surgical Aftercare- Low Early - Institutional 2 1.2492 
2GB11 MMTA- Surgical Aftercare- Medium Early - Institutional 0 1.2289 
2GB21 MMTA- Surgical Aftercare- Medium Early - Institutional 1 1.2886 
2GB31 MMTA- Surgical Aftercare- Medium Early - Institutional 2 1.4136 
2GC11 MMTA- Surgical Aftercare- High Early - Institutional 0 1.3848 
2GC21 MMTA- Surgical Aftercare- High Early - Institutional 1 1.4444 
2GC31 MMTA- Surgical Aftercare- High Early - Institutional 2 1.5695 
2HA11 MMTA - Cardiac - Low Early - Institutional 0 1.1542 
2HA21 MMTA - Cardiac - Low Early - Institutional 1 1.2138 
2HA31 MMTA - Cardiac - Low Early - Institutional 2 1.3389 
2HB11 MMTA - Cardiac - Medium Early - Institutional 0 1.3076 
2HB21 MMTA - Cardiac - Medium Early - Institutional 1 1.3672 
2HB31 MMTA - Cardiac - Medium Early - Institutional 2 1.4923 
2HC11 MMTA - Cardiac - High Early - Institutional 0 1.4222 
2HC21 MMTA - Cardiac - High Early - Institutional 1 1.4818 
2HC31 MMTA - Cardiac - High Early - Institutional 2 1.6069 
2IA11 MMTA - Endocrine - Low Early - Institutional 0 1.2732 
2IA21 MMTA - Endocrine - Low Early - Institutional 1 1.3329 
2IA31 MMTA - Endocrine - Low Early - Institutional 2 1.4579 
2IB11 MMTA - Endocrine - Medium Early - Institutional 0 1.4381 
2IB21 MMTA - Endocrine - Medium Early - Institutional 1 1.4977 
2IB31 MMTA - Endocrine - Medium Early - Institutional 2 1.6228 
2IC11 MMTA - Endocrine - High Early - Institutional 0 1.5603 
2IC21 MMTA - Endocrine - High Early - Institutional 1 1.6199 
2IC31 MMTA - Endocrine - High Early - Institutional 2 1.7449 
2JA11 MMTA- GI/GU- Low Early - Institutional 0 1.1138 
2JA21 MMTA- GI/GU- Low Early - Institutional 1 1.1734 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
2JA31 MMTA- GI/GU- Low Early - Institutional 2 1.2985 
2JB11 MMTA- GI/GU- Medium Early - Institutional 0 1.2773 
2JB21 MMTA- GI/GU- Medium Early - Institutional 1 1.3370 
2JB31 MMTA- GI/GU- Medium Early - Institutional 2 1.4620 
2JC11 MMTA- GI/GU- High Early - Institutional 0 1.3711 
2JC21 MMTA- GI/GU- High Early - Institutional 1 1.4307 
2JC31 MMTA- GI/GU- High Early - Institutional 2 1.5558 
2KA11 MMTA - Infectious - Low Early - Institutional 0 1.1462 
2KA21 MMTA - Infectious - Low Early - Institutional 1 1.2058 
2KA31 MMTA - Infectious - Low Early - Institutional 2 1.3309 
2KB11 MMTA - Infectious - Medium Early - Institutional 0 1.2814 
2KB21 MMTA - Infectious - Medium Early - Institutional 1 1.3410 
2KB31 MMTA - Infectious - Medium Early - Institutional 2 1.4660 
2KC11 MMTA - Infectious - High Early - Institutional 0 1.3927 
2KC21 MMTA - Infectious - High Early - Institutional 1 1.4523 
2KC31 MMTA - Infectious - High Early - Institutional 2 1.5773 
2LA11 MMT A - Respiratory - Low Early - Institutional 0 1.1311 
2LA21 MMTA - Respiratory - Low Early - Institutional 1 1.1907 
2LA31 MMTA - Respiratory - Low Early - Institutional 2 1.3157 
2LB11 MMTA - Respiratory - Medium Early - Institutional 0 1.2750 
2LB21 MMTA - Respiratory - Medium Early - Institutional 1 1.3346 
2LB31 MMTA - Respiratory - Medium Early - Institutional 2 1.4596 
2LC11 MMTA - Respiratory - High Early - Institutional 0 1.3840 
2LC21 MMTA - Respiratory - High Early - Institutional 1 1.4436 
2LC31 MMTA - Respiratory - High Early - Institutional 2 1.5687 
3AA11 MMTA - Other - Low Late - Community 0 0.5898 
3AA21 MMTA - Other - Low Late - Community 1 0.6495 
3AA31 MMTA - Other - Low Late - Community 2 0.7745 
3AB11 MMTA - Other - Medium Late - Community 0 0.7298 
3AB21 MMTA - Other - Medium Late - Community 1 0.7894 
3AB31 MMTA - Other - Medium Late - Community 2 0.9145 
3AC11 MMTA - Other - High Late - Community 0 0.8554 
3AC21 MMTA - Other - High Late - Community 1 0.9150 
3AC31 MMTA - Other - High Late - Community 2 1.0401 
3BA11 Neuro- Low Late - Community 0 0.7821 
3BA21 Neuro- Low Late - Community 1 0.8417 
3BA31 Neuro- Low Late - Community 2 0.9667 
3BB11 N euro - Medium Late - Community 0 0.9530 
3BB21 N euro - Medium Late - Community 1 1.0126 
3BB31 N euro - Medium Late - Community 2 1.1377 
3BC11 Neuro- High Late - Community 0 1.0520 
3BC21 Neuro- High Late - Community 1 1.1117 
3BC31 Neuro- High Late - Community 2 1.2367 
3CA11 Wound-Low Late - Community 0 0.8158 
3CA21 Wound-Low Late - Community 1 0.8754 
3CA31 Wound-Low Late - Community 2 1.0005 
3CB11 Wound - Medium Late - Community 0 0.9683 
3CB21 Wound - Medium Late - Community 1 1.0279 
3CB31 Wound - Medium Late - Community 2 1.1530 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
3CC11 Wound- High Late - Community 0 1.0878 
3CC21 Wound- High Late - Community 1 1.1475 
3CC31 Wound- High Late - Community 2 1.2725 
3D All Complex - Low Late - Community 0 0.5479 
3DA21 Complex - Low Late - Community 1 0.6076 
3DA31 Complex - Low Late - Community 2 0.7326 
3DB11 Complex - Medium Late - Community 0 0.7547 
3DB21 Complex - Medium Late - Community 1 0.8143 
3DB31 Complex - Medium Late - Community 2 0.9394 
3DC11 Complex - High Late - Community 0 0.7925 
3DC21 Complex - High Late - Community 1 0.8522 
3DC31 Complex - High Late - Community 2 0.9772 
3EA11 MS Rehab - Low Late - Community 0 0.6710 
3EA21 MS Rehab - Low Late - Community 1 0.7307 
3EA31 MS Rehab - Low Late - Community 2 0.8557 
3EB11 MS Rehab - Medium Late - Community 0 0.7984 
3EB21 MS Rehab - Medium Late- Community 1 0.8581 
3EB31 MS Rehab - Medium Late - Community 2 0.9831 
3EC11 MS Rehab - High Late - Community 0 0.9415 
3EC21 MS Rehab - High Late - Community 1 1.0012 
3EC31 MS Rehab - High Late - Community 2 1.1262 
3FA11 Behavioral Health - Low Late - Community 0 0.5015 
3FA21 Behavioral Health - Low Late - Community 1 0.5611 
3FA31 Behavioral Health - Low Late - Community 2 0.6861 
3FB11 Behavioral Health - Medium Late - Community 0 0.6790 
3FB21 Behavioral Health - Medium Late - Community 1 0.7387 
3FB31 Behavioral Health - Medium Late - Community 2 0.8637 
3FC11 Behavioral Health - High Late - Community 0 0.7674 
3FC21 Behavioral Health - High Late - Community 1 0.8270 
3FC31 Behavioral Health - High Late - Community 2 0.9521 
3GA11 MMTA- Surgical Aftercare- Low Late - Community 0 0.4784 
3GA21 MMTA- Surgical Aftercare- Low Late - Community 1 0.5381 
3GA31 MMTA- Surgical Aftercare- Low Late - Community 2 0.6631 
3GB11 MMTA- Surgical Aftercare- Medium Late - Community 0 0.6429 
3GB21 MMTA- Surgical Aftercare- Medium Late - Community 1 0.7025 
3GB31 MMTA- Surgical Aftercare- Medium Late - Community 2 0.8275 
3GC11 MMTA- Surgical Aftercare- High Late - Community 0 0.7987 
3GC21 MMTA- Surgical Aftercare- High Late - Community 1 0.8584 
3GC31 MMTA- Surgical Aftercare- High Late - Community 2 0.9834 
3HA11 MMTA - Cardiac - Low Late - Community 0 0.5681 
3HA21 MMTA - Cardiac - Low Late - Community 1 0.6277 
3HA31 MMTA - Cardiac - Low Late - Community 2 0.7528 
3HB11 MMTA - Cardiac - Medium Late - Community 0 0.7215 
3HB21 MMTA - Cardiac - Medium Late - Community 1 0.7812 
3HB31 MMTA - Cardiac - Medium Late - Community 2 0.9062 
3HC11 MMTA - Cardiac - High Late - Community 0 0.8361 
3HC21 MMTA - Cardiac - High Late - Community 1 0.8958 
3HC31 MMTA - Cardiac - High Late - Community 2 1.0208 
3IA11 MMTA - Endocrine - Low Late - Community 0 0.6871 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
3IA21 MMTA - Endocrine - Low Late - Community 1 0.7468 
3IA31 MMTA - Endocrine - Low Late - Community 2 0.8718 
3IB11 MMTA - Endocrine - Medium Late - Community 0 0.8520 
3IB21 MMTA - Endocrine - Medium Late - Community 1 0.9116 
3IB31 MMTA - Endocrine - Medium Late - Community 2 1.0367 
3IC11 MMTA - Endocrine - High Late - Community 0 0.9742 
3IC21 MMTA - Endocrine - High Late - Community 1 1.0338 
3IC31 MMTA - Endocrine - High Late - Community 2 1.1588 
3JA11 MMTA- GI/GU- Low Late - Community 0 0.5277 
3JA21 MMTA- GI/GU- Low Late - Community 1 0.5873 
3JA31 MMTA- GI/GU- Low Late - Community 2 0.7124 
3JB11 MMTA- GI/GU- Medium Late - Community 0 0.6913 
3JB21 MMTA- GI/GU- Medium Late - Community 1 0.7509 
3JB31 MMTA- GI/GU- Medium Late - Community 2 0.8759 
3JC11 MMTA- GI/GU- High Late - Community 0 0.7850 
3JC21 MMTA- GI/GU- High Late - Community 1 0.8446 
3JC31 MMT A - GI/GU - High Late- Community 2 0.9697 
3KA11 MMTA - Infectious - Low Late - Community 0 0.5601 
3KA21 MMTA - Infectious - Low Late - Community 1 0.6198 
3KA31 MMTA - Infectious - Low Late - Community 2 0.7448 
3KB11 MMTA - Infectious - Medium Late - Community 0 0.6953 
3KB21 MMTA - Infectious - Medium Late - Community 1 0.7549 
3KB31 MMTA - Infectious - Medium Late - Community 2 0.8799 
3KC11 MMTA - Infectious - High Late - Community 0 0.8066 
3KC21 MMTA - Infectious - High Late - Community 1 0.8662 
3KC31 MMTA - Infectious - High Late - Community 2 0.9913 
3LA11 MMTA - Respiratory - Low Late - Community 0 0.5450 
3LA21 MMTA - Respiratory - Low Late - Community 1 0.6046 
3LA31 MMTA - Respiratory - Low Late - Community 2 0.7297 
3LB11 MMTA - Respiratory - Medium Late - Community 0 0.6889 
3LB21 MMTA - Respiratory - Medium Late - Community 1 0.7485 
3LB31 MMTA - Respiratory - Medium Late - Community 2 0.8735 
3LC11 MMTA - Respiratory - High Late - Community 0 0.7979 
3LC21 MMTA - Respiratory - High Late - Community 1 0.8576 
3LC31 MMTA - Respiratory - High Late - Community 2 0.9826 
4AA11 MMTA - Other - Low Late - Institutional 0 1.0367 
4AA21 MMTA - Other- Low Late - Institutional 1 1.0964 
4AA31 MMTA - Other - Low Late - Institutional 2 1.2214 
4AB11 MMTA - Other - Medium Late - Institutional 0 1.1767 
4AB21 MMTA - Other - Medium Late - Institutional 1 1.2364 
4AB31 MMTA - Other - Medium Late - Institutional 2 1.3614 
4AC11 MMTA - Other - High Late - Institutional 0 1.3023 
4AC21 MMTA - Other - High Late - Institutional 1 1.3619 
4AC31 MMTA - Other - High Late - Institutional 2 1.4870 
4BA11 Neuro- Low Late - Institutional 0 1.2290 
4BA21 Neuro- Low Late - Institutional 1 1.2886 
4BA31 Neuro- Low Late - Institutional 2 1.4136 
4BB11 N euro - Medium Late - Institutional 0 1.3999 
4BB21 N euro - Medium Late - Institutional 1 1.4595 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
4BB31 N euro - Medium Late - Institutional 2 1.5846 
4BC11 Neuro- High Late - Institutional 0 1.4990 
4BC21 Neuro- High Late - Institutional 1 1.5586 
4BC31 Neuro- High Late - Institutional 2 1.6836 
4CA11 Wound-Low Late - Institutional 0 1.2627 
4CA21 Wound-Low Late - Institutional 1 1.3223 
4CA31 Wound-Low Late - Institutional 2 1.4474 
4CB11 Wound - Medium Late - Institutional 0 1.4152 
4CB21 Wound - Medium Late - Institutional 1 1.4749 
4CB31 Wound - Medium Late - Institutional 2 1.5999 
4CC11 Wound- High Late - Institutional 0 1.5347 
4CC21 Wound- High Late - Institutional 1 1.5944 
4CC31 Wound- High Late - Institutional 2 1.7194 
4DA11 Complex - Low Late - Institutional 0 0.9948 
4DA21 Complex - Low Late - Institutional 1 1.0545 
4DA31 Complex - Low Late - Institutional 2 1.1795 
4DB11 Complex- Medium Late - Institutional 0 1.2016 
4DB21 Complex - Medium Late - Institutional 1 1.2613 
4DB31 Complex - Medium Late - Institutional 2 1.3863 
4DC11 Complex - High Late - Institutional 0 1.2395 
4DC21 Complex - High Late - Institutional 1 1.2991 
4DC31 Complex - High Late - Institutional 2 1.4241 
4EA11 MS Rehab - Low Late - Institutional 0 1.1179 
4EA21 MS Rehab - Low Late - Institutional 1 1.1776 
4EA31 MS Rehab - Low Late - Institutional 2 1.3026 
4EB11 MS Rehab - Medium Late - Institutional 0 1.2453 
4EB21 MS Rehab - Medium Late - Institutional 1 1.3050 
4EB31 MS Rehab - Medium Late - Institutional 2 1.4300 
4EC11 MS Rehab - High Late - Institutional 0 1.3884 
4EC21 MS Rehab - High Late - Institutional 1 1.4481 
4EC31 MS Rehab - High Late - Institutional 2 1.5731 
4FA11 Behavioral Health - Low Late - Institutional 0 0.9484 
4FA21 Behavioral Health - Low Late - Institutional 1 1.0080 
4FA31 Behavioral Health - Low Late - Institutional 2 1.1330 
4FB11 Behavioral Health - Medium Late - Institutional 0 1.1260 
4FB21 Behavioral Health - Medium Late - Institutional 1 1.1856 
4FB31 Behavioral Health - Medium Late - Institutional 2 1.3106 
4FC11 Behavioral Health - High Late - Institutional 0 1.2143 
4FC21 Behavioral Health - High Late - Institutional 1 1.2739 
4FC31 Behavioral Health - High Late - Institutional 2 1.3990 
4GA11 MMTA- Surgical Aftercare- Low Late - Institutional 0 0.9254 
4GA21 MMTA- Surgical Aftercare- Low Late - Institutional 1 0.9850 
4GA31 MMTA- Surgical Aftercare- Low Late - Institutional 2 1.1100 
4GB11 MMTA- Surgical Aftercare- Medium Late - Institutional 0 1.0898 
4GB21 MMTA- Surgical Aftercare- Medium Late - Institutional 1 1.1494 
4GB31 MMTA- Surgical Aftercare- Medium Late - Institutional 2 1.2744 
4GC11 MMTA- Surgical Aftercare- High Late - Institutional 0 1.2457 
4GC21 MMTA- Surgical Aftercare- High Late - Institutional 1 1.3053 
4GC31 MMTA- Surgical Aftercare- High Late - Institutional 2 1.4303 
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In conjunction with the 
implementation of the PDGM, in the CY 
2019 HH PPS proposed rule (83 FR 
32420) we proposed to revise the 


frequency with which we update the 
HH PPS Grouper software used to assign 
the appropriate HIPPS code used for 
case-mix adjustment onto the claim. 


Since CY 2004 when the HH PPS moved 
from a fiscal year to a calendar year 
basis, we have updated the Grouper 
software twice a year. We provide an 
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Comorbidity 
Adjustment 


(0 = none, 1 = single CY 
Timing and comorbidity, 2019 


HIPPS Clinical Group and Functional Level Admission Source 2 = interaction) Weight 
4HA11 MMTA - Cardiac - Low Late - Institutional 0 1.0150 
4HA21 MMTA - Cardiac - Low Late - Institutional 1 1.0747 
4HA31 MMTA - Cardiac - Low Late - Institutional 2 1.1997 
4HB11 MMTA - Cardiac - Medium Late - Institutional 0 1.1684 
4HB21 MMTA - Cardiac - Medium Late - Institutional 1 1.2281 
4HB31 MMTA - Cardiac - Medium Late - Institutional 2 1.3531 
4HC11 MMTA - Cardiac - High Late - Institutional 0 1.2831 
4HC21 MMTA - Cardiac - High Late - Institutional 1 1.3427 
4HC31 MMTA - Cardiac - High Late - Institutional 2 1.4677 
4IA11 MMTA - Endocrine - Low Late - Institutional 0 1.1341 
4IA21 MMTA - Endocrine - Low Late - Institutional 1 1.1937 
4IA31 MMTA - Endocrine - Low Late - Institutional 2 1.3187 
41Bll MMTA - Endocrine - Medium Late - Institutional 0 1.2989 
4IB21 MMTA - Endocrine - Medium Late - Institutional 1 1.3586 
4IB31 MMTA - Endocrine - Medium Late - Institutional 2 1.4836 
41Cll MMTA - Endocrine - High Late - Institutional 0 1.4211 
4IC21 MMTA - Endocrine - High Late - Institutional 1 1.4807 
4IC31 MMTA - Endocrine - High Late - Institutional 2 1.6058 
4JA11 MMTA- GIIGU- Low Late - Institutional 0 0.9746 
4JA21 MMTA- GIIGU- Low Late - Institutional 1 1.0342 
4JA31 MMTA- GIIGU- Low Late - Institutional 2 1.1593 
4JB11 MMTA- GIIGU- Medium Late - Institutional 0 1.1382 
4JB21 MMTA- GIIGU- Medium Late - Institutional 1 1.1978 
4JB31 MMTA- GIIGU- Medium Late - Institutional 2 1.3228 
4JC11 MMTA- GIIGU- High Late - Institutional 0 1.2319 
4JC21 MMTA- GIIGU- High Late - Institutional 1 1.2916 
4JC31 MMTA- GIIGU- High Late - Institutional 2 1.4166 
4KA11 MMTA- Infectious- Low Late - Institutional 0 1.0070 
4KA21 MMTA- Infectious- Low Late - Institutional 1 1.0667 
4KA31 MMTA- Infectious- Low Late - Institutional 2 1.1917 
4KB11 MMTA- Infectious- Medium Late - Institutional 0 1.1422 
4KB21 MMTA- Infectious- Medium Late - Institutional 1 1.2018 
4KB31 MMTA- Infectious- Medium Late - Institutional 2 1.3269 
4KC11 MMTA- Infectious- High Late - Institutional 0 1.2535 
4KC21 MMTA- Infectious- High Late - Institutional 1 1.3131 
4KC31 MMTA- Infectious- High Late - Institutional 2 1.4382 
4LA11 MMTA - Respiratory - Low Late - Institutional 0 0.9919 
4LA21 MMTA - Respiratory - Low Late - Institutional 1 1.0515 
4LA31 MMTA - Respiratory - Low Late - Institutional 2 1.1766 
4LB11 MMTA - Respiratory - Medium Late - Institutional 0 1.1358 
4LB21 MMTA - Respiratory - Medium Late - Institutional 1 1.1954 
4LB31 MMTA - Respiratory - Medium Late - Institutional 2 1.3205 
4LC11 MMTA - Respiratory - High Late - Institutional 0 1.2449 
4LC21 MMTA - Respiratory - High Late - Institutional 1 1.3045 
4LC31 MMTA - Respiratory - High Late - Institutional 2 1.4295 


Source: CY 2017 Medicare claims data for episodes endmg on or before December 31,2017 (as of June 30, 2018) for which we had a hnked 
OASIS assessment. LUPA episodes, outlier episodes, and episodes with PEP adjustments were excluded. 
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updated version of the Grouper software 
effective every October 1 in order to 
address ICD coding revisions, which are 
effective on October 1. We also provide 
an updated version of the HH PPS 
Grouper software effective on January 1 
in order to capture the new or revised 
HH PPS policies that become effective 
on January 1. In an effort to reduce 
provider burden associated with testing 
and installing two software releases, we 
proposed to discontinue the October 
release of the HH PPS Grouper software 
and provide a single HH PPS Grouper 
software release effective January 1 of 
each calendar year. We proposed that 
the January release of the HH PPS 
Grouper software would include the 
most recent revisions to the ICD coding 
system as well as the payment policy 
updates contained in the HH PPS final 
rule. 


We solicited public comments on the 
proposed PDGM case-mix weights, case- 
mix weight methodology and proposed 
annual recalibration of the case-mix 
weights, updates to the HH PPS Grouper 
software, and the associated regulations 
text changes in section III.F.13 of this 
proposed rule. The following is a 
summary of the public comments on the 
case mix weight methodology under 
PDGM and the updates to the HH PPS 
Grouper Software and our responses: 


Comment: A few commenters urged 
CMS to formalize a transparent process 
and timeline to refine the case-mix 
weights soon after implementation of 
the PDGM, to assess whether various 
factors will influence the ability of the 
model to better predict resource use, 
such as additional secondary diagnoses 
or interactions between such diagnoses. 
The commenters noted that it is 
imperative that the case-mix weights 
reflect current care protocols and 
resource needs. A few commenters 
suggested that CMS provide further 
explanation of how the new model 
addresses the concerns for those 
patients with complex, chronic care 
needs (for example, an ALS patient is 
referenced). Another commenter 
questioned how the PDGM could 
address issues of access, since 
beneficiaries without access to home 
health are by definition not included in 
the analysis (which was done based on 
prior utilization records). 


Response: As noted in the CY 2019 
HH PPS proposed rule (83 FR 32416), 
we proposed to annually recalibrate the 
PDGM case-mix weights to reflect the 
most recent utilization data available at 
the time of rulemaking. Once the PDGM 
is finalized, we will also continue to 
analyze all of the components of the 
case-mix adjustment, and make 
refinements as necessary to ensure that 


payment for home health periods are in 
alignment with costs. We note that we 
provide a clinical example in section 
III.F.12 of this final rule with comment 
period, specifically relating to ALS, that 
shows how high cost periods of care 
could receive outlier payments under 
the PDGM. 


Comment: Numerous commenters 
agreed that the October release of the 
Grouper should be discontinued (and 
only the January release be retained) as 
long as HHAs would not be at risk for 
violating HIPAA rules, if the agency 
were to potentially use an incorrect 
diagnosis code in the last quarter of the 
year (incorrect in the sense that the 
coding was made obsolete by ICD–10 
refinements that were not reflected in 
the Grouper until the following 
January). A commenter expressed 
approval at this effort to reduce burdens 
on HHAs (although also expressed 
concern over the issue with HIPAA 
rules). Another commenter questioned 
how this would impact other Medicare 
claims and coding, noting that many 
agencies also operate hospice 
businesses, and the situation can be 
confusing if hospice still operates under 
the Fiscal Year guidance whereas Home 
Health operates under the Calendar Year 
guidance. 


Response: We thank commenters for 
their support in findings ways to reduce 
regulatory burden and potentially 
streamlining the HH PPS Grouper into 
one annual release. However, upon 
further examination of this proposal, we 
recognize that this could lead to 
potential Health Insurance Portability 
and Accountability Act (HIPAA) 
violations for HHAs. HIPAA requires 
that covered entities use the current 
adopted code set (45 CFR 162.1000). If 
the ICD–10–CM code set is 
implemented in October then that 
would be the current code set and using 
outdated codes from October through 
the following January would be non- 
compliant with HIPAA requirements. 
However, in an effort to reduce provider 
burden associated with the release of 
two Groupers, we will continue to 
examine ways to minimize this burden. 
For example, if we do not update the 
functional impairment level points and 
thresholds on an annual basis, we could 
eliminate the need for a second Grouper 
release in January and instead update 
the Grouper for October 1 when ICD– 
10–CM code changes become effective. 
While we would continue to annually 
recalibrate the PDGM case-mix weights, 
we may not need to update the points 
and thresholds annually. Any changes 
to the Grouper releases or the updates 
to the functional points and thresholds 


would be proposed in future 
rulemaking. 


Final Decision: We are finalizing the 
PDGM, with the modifications 
previously discussed, effective for 30- 
day periods of care that start on or after 
January 1, 2020. Additionally, we are 
finalizing our proposal to generate 
PDGM case-mix weights for each of the 
different PDGM payment groups by 
regressing resource use on a series of 
indicator variables for each of the five 
categories previously listed (timing, 
admission source, clinical grouping, 
functional level, and comorbidity) using 
a fixed effects model and annually 
recalibrating the PDGM case-mix 
weights to ensure that the case-mix 
weights reflect the most recent 
utilization data available at the time of 
annual rulemaking. We are not 
finalizing the discontinuation of the 
October release of the HH PPS Grouper 
software update given the potential for 
HIPAA violations. Therefore, we will 
continue to release Grouper software in 
both October and January of each year. 
Any proposals to discontinue any one of 
the Grouper software releases would be 
included in future rulemaking for public 
comment. 


11. Low-Utilization Payment 
Adjustment (LUPA) Add-On Payments 
and Partial Payment Adjustments Under 
PDGM 


Currently, LUPA episodes qualify for 
an add-on payment when the episode is 
the first or only episode in a sequence 
of adjacent episodes. As stated in the CY 
2008 HH PPS final rule, LUPA add-on 
payments are made because the national 
per-visit payment rates do not 
adequately account for the front-loading 
of costs for the first LUPA episode of 
care as the average visit lengths in these 
initial LUPAs are 16 to 18 percent 
higher than the average visit lengths in 
initial non-LUPA episodes (72 FR 
49848). LUPA episodes that occur as the 
only episode or as an initial episode in 
a sequence of adjacent episodes are 
adjusted by applying an additional 
amount to the LUPA payment before 
adjusting for area wage differences. 
Under the PDGM, we proposed that the 
LUPA add-on factors will remain the 
same as the current payment system, 
described in the CY 2019 HH PPS 
proposed rule (83 FR 32372). We 
proposed to multiply the per-visit 
payment amount for the first SN, PT, or 
SLP visit in LUPA 30-day periods that 
occur as the only 30-day period or an 
initial 30-day period in a sequence of 
adjacent periods of care by the 
appropriate factor (1.8451 for SN, 
1.6700 for PT, and 1.6266 for SLP) to 
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determine the LUPA add-on payment 
amount. 


The current partial episode payment 
(PEP) adjustment is a proportion of the 
episode payment and is based on the 
span of days including the start-of-care 
date (the date of the first billable 
service) through and including the last 
billable service date under the original 
plan of care before an intervening event 
in a home health beneficiary’s care 
defined as: 


• A beneficiary elected transfer, or 
• A discharge and return to home 


health that would warrant, for purposes 
of payment, a new OASIS assessment, 
physician certification of eligibility, and 
a new plan of care. 


For 30-day periods of care, we 
proposed that the process for partial 
payment adjustments would remain the 
same as the existing policies pertaining 
to partial episode payments. When a 
new 30-day period begins due to the 
intervening event of a beneficiary 
elected transfer or there was a discharge 
and return to home health during the 
30-day period, we proposed that the 
original 30-day period would be 
proportionally adjusted to reflect the 
length of time the beneficiary remained 
under the agency’s care prior to the 
intervening event. The proportional 
payment is the partial payment 
adjustment. The partial payment 
adjustment would be calculated by 
using the span of days (first billable 
service date through and including the 
last billable service date) under the 
original plan of care as a proportion of 
30. The proportion would then be 
multiplied by the original case-mix and 
wage index to produce the 30-day 
payment. 


We solicited public comments on the 
LUPA add-on payments and partial 
payment adjustments proposed for the 
PDGM and the associated changes in the 
regulations text. The following is a 
summary of the public comments and 
our responses: 


Comment: Another commenter 
requested clarification on the use of the 
word ‘‘episode’ in the CY 2019 HH PPS 
proposed rule (83 FR 32421) and 
whether the first two 30-day periods 
(the former 60-day episode timeframe) 
would both receive the LUPA add-on 
payment or only the initial 30-day 
period. The commenter’s expectation 
was that the add-on payment would 
only be paid to the initial 30-day period. 


Response: The commenter’s 
assumption was correct; the LUPA add- 
on payment amount under the PDGM 
will only be paid to LUPA periods that 
occur as the only period of care or the 
initial 30-day period of care in a 


sequence of additional periods of care 
by the appropriate add-on factor. 


Final Decision: We are finalizing our 
proposal to continue to multiply the 
per-visit payment amount for the first 
skilled nursing, physical therapy, or 
speech-language pathology visit in 
LUPA periods that occur as the only 
period of care or the initial 30-day 
period of care in a sequence of adjacent 
30-day periods of care by the 
appropriate add-on factor (1.8451 for 
SN, 1.6700 for PT, and 1.6266 for SLP) 
to determine the LUPA add-on payment 
amount for 30-day periods of care under 
the PDGM. We are also finalizing our 
proposal to retain the current PEP 
policy and apply such policy to 30-day 
periods of care under the PDGM. 


12. Payments for High-Cost Outliers 
Under the PGDM 


As described in section III.E. of the 
CY 2019 HH PPS proposed rule (83 FR 
32375), section 1895(b)(5) of the Act 
allows for the provision of an addition 
or adjustment to the home health 
payment amount in the case of outliers 
because of unusual variations in the 
type or amount of medically necessary 
care. The history of and current 
methodology for payment of high-cost 
outliers under the HH PPS is described 
in detail in section III.E. of the CY 2019 
HH PPS proposed rule (83 FR 32375). 
We proposed that we would maintain 
the current methodology for payment of 
high-cost outliers upon implementation 
of the PGDM and that we would 
calculate payment for high-cost outliers 
based upon 30-day periods of care. 


As discussed in the CY 2019 HH PPS 
proposed rule (83 FR 32421), we 
updated our outlier estimates for this 
final rule with comment period. 
Simulating payments using preliminary 
CY 2017 claims data and the CY 2019 
payment rates, we estimated that outlier 
payments under the PGDM with 30-day 
periods of care would comprise 
approximately 4.77 percent of total HH 
PPS payments in CY 2019. Given the 
statutory requirement that estimated 
total outlier payments do not exceed the 
2.5 percent of total payments (as 
required by section 1895(b)(5)(A) of the 
Act), we estimated that the FDL ratio 
under the PGDM would need to change 
to 0.71 to maintain compliance with 
statute. However, given the 
implementation of the PGDM for 30-day 
periods of care beginning on or after 
January 1, 2020, we will update our 
estimate of outlier payments as a 
percent of total HH PPS payments using 
the most current and complete 
utilization data available at the time of 
CY 2020 rate setting and would propose 


a change in the FDL ratio for CY 2020, 
if needed. 


We solicited public comments on 
maintaining the current outlier payment 
methodology for the PGDM and the 
associated changes in the regulations 
text. The following is a summary of the 
public comments and our responses: 


Comment: Several commenters 
indicated their support for the proposal 
to continue outlier payments under the 
PDGM. 


Response: We thank the commenters 
for the support of this continued 
payment policy. 


Comment: Several commenters 
suggested that we develop an outlier 
policy under the PGDM that is 
comparable to the existing system but 
modified to reflect the change to the 30- 
day payment period and also consider 
further refinement to ensure a smooth 
transition within the framework of the 
PGDM. Another commenter expressed 
concern regarding the potential for more 
providers to exceed the 10 percent 
outlier cap under a 30-day period of 
care and also suggested modification to 
the 8-hour cap on the amount of time 
per day that is permitted to be counted 
toward the estimation of a period’s costs 
for outlier calculation purposes. A few 
commenters stated that they believed 
that the cap on outlier payments would 
prevent necessary care and cause 
providers to seek beneficiaries with 
profiles that could help maximize 
profits. 


Response: We believe that our 
proposal to maintain the existing outlier 
policy under the PGDM, except that 
outlier payments would be determined 
on a 30-day basis to align with the 30- 
day unit of payment under the PGDM, 
is comparable to the existing system and 
would ensure a smooth transition 
within the framework on the PGDM. We 
plan to closely evaluate and model 
projected outlier payments within the 
framework of the PGDM and consider 
modifications to the outlier policy as 
appropriate. We note that the maximum 
of 2.5 percent of outlier payments to 
total payments and the 10 percent cap 
on outlier payments at the home health 
agency level are statutory requirements, 
as described in section 1895(b)(5) of the 
Act. Therefore, we do not have the 
authority to adjust or eliminate the 10- 
percent cap or increase the 2.5 percent 
maximum amount. 


Regarding the 8-hour limit on the 
amount of time per day counted toward 
the estimation of a period’s costs, as 
noted in the CY2017 HH PPS final rule 
(81 FR 76729), where a patient is 
eligible for coverage of home health 
services, Medicare statute limits the 
amount of part-time or intermittent 
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home health aide services and skilled 
nursing services covered during a home 
health episode. Section 1861(m)(7)(B) of 
the Act states that the term ‘‘part-time or 
intermittent services’’ means skilled 
nursing and home health aide services 
furnished any number of days per week 
as long as they are furnished (combined) 
less than 8 hours each day and 28 or 
fewer hours each week (or, subject to 
review on a case-by-case basis as to the 
need for care, less than 8 hours each day 
and 35 or fewer hours per week).’’ 
Therefore, the daily and weekly cap on 
the amount of skilled nursing and home 
health aide services combined is a limit 
defined within the statute. As we 
further noted in the CY2018 HH PPS 
final rule (81 FR 76729), because outlier 
payments are predominately driven by 
the provision of skilled nursing services, 
the 8-hour daily cap on services aligns 
with the statute, which requires that 
skilled nursing and home health aide 
services be furnished less than 8 hours 
each day. Therefore, we believe that 
maintaining the 8-hour per day cap is 
appropriate under the new PGDM. 
However, we plan to monitor for any 
unintended results of this policy as data 
become available. 


Comment: Another commenter 
expressed concern regarding the change 
to 30-day payment periods and its 
impact to the outlier payment policy. 
The commenter believes that the 30-day 
periods and resultant adjustment to the 
fixed dollar loss ratio would then make 
it harder for beneficiaries to obtain 
outlier services. 


Response: As described in detail in 
the CY 2019 HH PPS proposed rule (83 
FR 32340), for a given level of outlier 
payments, there is a trade-off between 
the values selected for the FDL ratio and 
the loss-sharing ratio. A higher FDL 
ratio reduces the number of episodes 
that can receive outlier payments, but 
makes it possible to select a higher loss- 
sharing ratio, and therefore, increase 
outlier payments for qualifying outlier 
episodes. Alternatively, a lower FDL 
ratio means that more episodes can 
qualify for outlier payments, but outlier 
payments per episode must then be 
lower. As we evaluate the final features 
of the PDGM for implementation in CY 
2020, we will evaluate and consider the 
potential for impacts of a modified FDL. 
While a higher FDL value would 


potentially lessen the number of home 
health periods that qualify for an outlier 
payment, those periods that did qualify 
for an outlier payment could potentially 
receive a proportionally higher outlier 
payment amount. Additionally, we note 
that the 2.5 percent target of outlier 
payments to total payments and the 10 
percent cap on outlier payments at the 
home health agency level are statutory 
requirements, as described in section 
1895(b)(5) of the Act. Moreover, the 
forthcoming change to the 30-day 
payment period is also statutory in that 
it is required by the BBA of 2018. We 
plan to closely evaluate and model 
projected outlier payments within the 
framework of the PDGM and consider 
modifications to the outlier policy as 
appropriate. 


Comment: Several commenters 
suggested that eligibility for an outlier 
payment be updated to include NRS 
costs incurred and not just imputed 
costs of service visits. Commenters 
asserted that the outlier policy under 
the PDGM may not adequately cover the 
costs of wound care products necessary 
to achieve excellent patient outcomes 
and recommended that we design a 
more specific model that accurately 
pays for NRS separately and establish an 
outlier payment model for very complex 
wound-care patients. 


Response: We appreciate the 
commenters’ suggestion regarding the 
inclusion of supplies in the outlier 
calculation under the PDGM. In order to 
incorporate supply costs into the outlier 
calculation, significant claims payment 
systems modifications would be 
required. However, we will consider 
whether to add supply costs to the 
outlier calculations and evaluate 
whether such a policy change is 
appropriate for future rulemaking, 
potentially in conjunction with the 
implementation of the PDGM for CY 
2020. 


Comments: Commenters requested 
that we develop clinical examples 
illustrating how outliers would be paid 
under the proposed PDGM, similar to 
the examples provided for an ALS 
patient under the current payment 
system in the CY 2019 HH PPS 
proposed rule. 


Response: In section III.D. of the CY 
2019 HH PPS proposed rule (83 FR 
32340), we described a clinical example 


of how care for a patient with 
amyotrophic lateral sclerosis (ALS), 
could qualify for an additional outlier 
payment, which would serve to offset 
unusually high costs associated with 
providing home health to a patient with 
unusual variations in the amount of 
medically necessary care. Using the 
same clinical scenario, in this final rule 
with comment period we provide an 
example of how the provision of 
services per the home health plan of 
care could emerge for a beneficiary with 
ALS who qualifies for the Medicare 
home health benefit for the first two 30- 
day periods of care under the PDGM. 
We note that this example is provided 
for illustrative purposes only and does 
not constitute a specific Medicare 
payment scenario. 


Example One: First 30-day Period 
under the PDGM: 


An ALS beneficiary may be assessed 
by a physician in the community and 
subsequently be deemed to require 
home health services for skilled nursing, 
physical therapy, occupational therapy, 
and a home health aide. The beneficiary 
could receive skilled nursing twice a 
week for 45 minutes to assess dyspnea 
when transferring to a bedside 
commode, stage two pressure ulcer of 
the sacrum, and pain status. In addition, 
a home health aide could provide 
services for three hours in the morning 
and three hours on Monday, Wednesday 
and Friday and two and a half hours in 
the morning and two and half hours in 
the afternoon on Tuesday and 
Thursdays to assist with bathing, 
dressing and transferring. Physical 
therapy services twice a week for 45 
minutes could be provided for adaptive 
transfer techniques, and occupational 
therapy services could be supplied 
twice a week for 45 minutes for 
assessment and teaching of assistive 
devices for activities of daily living to 
prevent or slow deterioration of the 
beneficiary’s condition. Because of the 
patient’s condition, the first 30-day 
period of care would be placed into the 
community early, neuro rehabilitation, 
high functional impairment, and low 
comorbidity group (1BC21). For the 
purposes of this example, we assume 
that services are rendered per week for 
a total of 4 weeks per 30-day period of 
care. 
BILLING CODE 4120–01–P 
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TABLE 35: CLINICAL SCENARIO CALCULATION TABLE: FIRST 30-DAY 
PERIOD 


HH Outlier CY 2019 30-Day Illustrative Values Value Operation Ad.iuster Equals Output 
National, Standardized 30-day Period Payment Rate $1 ,753.68 
Case-Mix Adjustment for Payment Group 1.5158 
Case-Mix Adjusted Period Payment Amount $1 ,753.68 * 1.5158 = $2,658.23 
Labor Portion of the Case-Mix Adjusted Period Payment Amount $2,658.23 * 0.761 = $2,022 .91 
Non-Labor Portion of the Case-Mix Adjusted Period Payment Amount $2,658.23 * 0.239 = $635.32 
Wage Index Value (Beneficiary resides in 31084, Los Angeles-Long Beach-
Glendale, CA) 1.3055 
Wage-Adjusted Labor Portion of the Case-Mix Adjusted Period Payment 
Amount 1.3055 * $2,022.91 = $2,640.91 
Total Case-Mix and Wage-Adjusted Period Payment Amount (Wage-
Adjusted Labor Portion plus Non-Labor Portion of the Case-Mix Adjusted 
Period Payment Amount plus the NRS Amount) $3 ,276.23 
Total Wage-Adjusted Fixed Dollar Loss Amount 
Fixed Dollar Loss Amount (National, Standardized 30-day Period Payment 
Rate*FDL Ratio) $1 ,753.68 * 0.71 = $1 ,245.11 
Labor Portion of the Fixed Dollar Loss Amount $1 ,245. 11 * 0.761 = $947.53 
Non-Labor Amount of the Fixed Dollar Loss Amount $1 ,245.11 * 0.239 = $297.58 
Wage-Adjusted Amount of the Fixed Dollar Loss Amount $947.S3 * 1.3055 = $1 ,237.00 
Total Wage-Adjusted Fixed Dollar Loss Amount (Wage-Adjusted Labor 
Portion plus Non-Labor Portion of the Case-Mix Adjusted Fixed Dollar Loss 
Amount) $1 ,237.00 + $297.58 = $1 ,534.S8 
Total Wage-Adjusted Imputed Cost Amount 
National Per-Unit Payment Amount- Skilled Nursing $49.05 
Number of 15-minute units (45 minutes= 3 units twice per week for 4 
weeks) 24 
Imputed Skilled Nursing Visit Costs (National Per-Unit Payment Amount * 
Number of Units) $49.05 * 24 = $1 ,177.20 
National Per-Unit Payment Amount - Home Health Aide $15.80 
Number of IS-minute units (28 hours per week = 112 units per week for 4 
weeks) 448 
Imputed Home Health Aide Costs (National Per-Unit Payment Amount * 
Number of Units) $15.80 * 448 = $7,078.40 
National Per-Unit Payment Amount- Occupational Therapy (OT) $51.35 
Number of IS-minute units (45 minutes = 3 units twice per week for 4 
weeks) 24 
Imputed OT Visit Costs (National Per-Unit Payment Amount* Number of 
Units) $51.35 * 24 = $1 ,232.40 
National Per-Unit Payment Amount- PT $51.55 
Number of 15-minute units (45 minutes = 3 units twice per week for 4 
weeks) 24 
Imputed PT Visit Costs (National Per-Unit Payment Amount* Number of 
Units) $51.55 * 24 = $1 ,237.20 
Total Imputed Costs for all Disciplines $10,725.20 
Labor Portion of the Imputed Costs for All Disciplines $10,725.20 * 0.761 = $8, 161.88 
Non-Labor Portion of Imputed Cost Amount for All Disciplines $10,725.20 * 0.239 = $2,563.32 
CBSA Wage Index (Beneficiary resides in 31084, Los Angeles-Long Beach-
Glendale, CA) 1.30S5 
Wage-Adjusted Labor Portion of the Imputed Cost Amount for All 
Disciplines $8,161.88 * 1.305S = $10,655.33 
Total Wage-Adjusted Imputed Cost Amount (Wage-Adjusted Labor Portion 
of the Imputed Cost Amount plus Non-Labor Portion of the Imputed Cost 
Amount) $10,655.33 + $2,S63 .32 = $13,218.65 


"'"Tota!Pa~ for30.:0ay Period"""'' ' """""' 
,..,.., 
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For the first 30-day period of this 
clinical scenario under the PDGM, the 
preceding calculation illustrates how 
HHAs would be paid by Medicare for 
providing care to patients with higher 
resource use in their homes. 


Example Two: Second 30-day Period 
under the PDGM: 


For the second 30-day period under 
the PDGM, the ALS beneficiary 
continues to require the home health 
services of skilled nursing, physical 
therapy, occupational therapy and a 
nurse’s aide. The beneficiary continues 


to receive skilled nursing twice a week 
to assess dyspnea when transferring to 
a bedside commode, stage two pressure 
ulcer at the sacrum, and pain status. A 
home health aide could provide services 
for three hours in the morning and three 
hours on Monday, Wednesday, and 
Friday and two and a half hours in the 
morning and two and half hours in the 
afternoon on Tuesday and Thursdays to 
assist with bathing, dressing, and 
transferring. Physical therapy services 
twice a week for 45 minutes could be 


provided for adaptive transfer 
techniques, and occupational therapy 
services could be supplied twice a week 
for 45 minutes for assessment and 
teaching of assistive devices for 
activities of daily living to prevent or 
slow deterioration of the beneficiary’s 
condition. Given the beneficiary’s 
condition the second 30-day period of 
care would fall into the community late, 
neuro rehabilitation, high functional 
impairment, and low comorbidity group 
(3BC21). 
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TABLE 36: CLINICAL SCENARIO CALCULATION TABLE: SECOND 30-DA Y 
PERIOD 


- li;U.!:Outli.ei;::CY-21):t,9.30#Q3y-I11 \lstr.ati:v,e::V.'alues!!!!!!==!!!!!!1 l==!!!!lValu~l!!!!!!b l!!!;Q'ber.ati.ob 1 -!!!!l!t,\.d.iU:~J.~t.=. m:E:~ual~!!1, =.Q!jtp.utJ!!!!!!! 
National, Standardized 30-day Period Pay ment Rate $1,753.68 
Case-Mix Adjustment for Payment Group 1.1117 
Case-Mix Adjusted Period Payment Amount $1,753.68 * 1.1117 = $1 ,949.57 
Labor Portion of the Case-Mix Adjusted Period Payment 
Amount $1,949.57 * 0.761 = $1 ,483.62 
Non-Labor Portion of the Case-Mix Adjusted Period 
Payment Amount $1,949.57 • 0.239 = $465.95 
Wage Index Value (Beneficiary resides in 31084, Los 
Angeles-Long Beach-Glendale, CA) 1.3055 
Wage-Adjusted Labor Portion of the Case-Mix Adjusted 
Period Payment Amount 1.3055 * $1,483.62 = $1 ,936.87 
Total Case-Mix and Wage-Adjusted Period Payment 
Amount (Wage-Adjusted Labor Portion plus Non-Labor 
Portion of the Case-Mix Adjusted Period Payment Amount 
plus the NRS Amount) $2,402.81 
T:O'ial Wag'~Jj\djus!ep Fi,;eq !Po ll~riiU,oss ~mountillllllll ;!1!1!11 !!!!!!!If 111111111 111111111 1!!!!!!!1 I!!!!!!!!; '11111111, !1111111 '1!1!11· !!!!!!!~ '1111111 
Fixed Dollar Loss Amount (National, Standardized 30-day 
Period Payment Rate*FDL Ratio) $1,753.68 * 0.71 = $1 ,245.11 
Labor Portion of the Fixed Dollar Loss Amount $ 1,245.11 * 0.761 = $947.53 
Non-Labor Amount of the Fixed Dollar Loss Amount $1,245. II * 0.239 = $297.58 
Wage-Adjusted Amount of the Fixed Dollar Loss Amount $947.53 • 1.3055 - $1 ,237.00 
Total Wage-Adjusted Fixed Dollar Loss Amowlt 
(Wage-Adjusted Labor Portion plus Non-Labor Portion of 
the Case-Mix Adjusted Fixed Dollar Loss Amount) $ 1,237.00 + $297.58 = $1 ,534.58 


Fffi!itliil:;wliii:ll¥.~aili~te.&Jnm:iire.EI~Gll~Il~moilin:tl--mnn--mnn =1mm--mmn""' ~mmn--mnn=: ~mnm-mnm-
. . 


--mm~--mm~ nnnn-mm: 
National Per-Unit Payment Amount- Skilled Nursing $49.05 
Number of 15-minute units (45 minutes- 3 units twice per 
week for 8 weeks) 24 
Imputed Skilled Nursing Visit Costs (National Per-Unit 
Payment Amount* Number of Units) $49.05 * 24 = $1 ,177.20 
National Per-Unit Payment Amount- Home Health Aide $I5.80 
Number of IS-minute units (28 hours per week = 112 units 
per week for 8 weeks) 448 
Imputed Home Health Aide Costs (National Per-Unit 
Payment Amount* Number of Units) $I5.80 * 448 = $7,078.40 
National Per-Unit Payment Amount - Occupational 
Therapy (OT) $51.35 
Number of IS-minute units (45 minutes = 3 units twice per 
week for 8 weeks) 24 
Imputed OT Visit Costs (National Per-Unit Payment 
Amount* Number of Units) $51.35 * 24 = $1,232.40 
National Per-Unit Payment Amount- PT $51.55 
Number of 15-minute units ( 45 minutes= 3 units twice per 
week for 8 weeks) 24 
Imputed PT Visit Costs (National Per-Unit Payment 
Amount • Number of Units) $51.55 * 24 = $1 ,237.20 
Total Imputed Costs for all Disciplines $10,725.20 
Labor Portion of the Imputed Costs for All Disciplines $ 10,725.20 * 0.761 = $8,161.88 
Non-Labor Portion of Imputed Cost Amount for All 
Disciplines $10,725.20 * 0.239 = $2,563.32 
CBSA Wage Index (Beneficiary resides in 31084, Los 
Angeles-Long Beach-Glendale, CA) 1.3055 
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BILLING CODE 4120–01–C 


For the second 30-day period of this 
clinical scenario, the previous 
calculation demonstrates how outlier 
payments could be made for patients 
with chronic, complex conditions under 
the PDGM. We note that this example is 
presented for illustrative purposes only, 
and is not intended to suggest that all 
diagnoses of ALS should receive the 
grouping assignment or number of 
periods described here. The CMS 
Grouper would assign these groups 
based on information in the OASIS. In 
general, we expect that outlier payments 
for unusually high cost periods in 
PDGM will be comparable to those 
under the current system, but there may 
be a small increase or decrease in rates 
depending on each beneficiary’s specific 
situation. We reiterate that outlier 
payments could provide payment to 
HHAs for those patients with higher 
resource use and that the patient’s 
condition does not need to improve for 
home health services to be covered by 
Medicare. We appreciate the feedback 
we have received from the public on the 
outlier policy under the HH PPS and 
look forward to ongoing collaboration 
with stakeholders on any further 
refinements that may be warranted, 
including the proposed outlier 
methodology under the PDGM. 


Final Decision: We are finalizing our 
proposal to maintain the current 
methodology for payment of high-cost 
outliers upon implementation of the 
PGDM and that we would calculate 
payment for high-cost outliers based 
upon 30-day periods of care. 


13. Conforming Regulations Text 
Revisions for the Implementation of the 
PDGM in CY 2020 


We are finalizing a number of 
revisions to the regulations to 
implement the PDGM for periods of care 


beginning on or after January 1, 2020, as 
outlined in sections through III.F.1 
through III.F.12 of this final rule with 
comment period. We are finalizing to 
make conforming changes in § 409.43 
and part 484 Subpart E to revise the unit 
of service from a 60-day episode to a 30- 
day period. In addition, we are 
finalizing to restructure § 484.205. 
These revisions would be effective on 
January 1, 2020. Specifically, we are- 
doing the following: 


• Revising § 409.43, which outlines 
plan of care requirements. We are 
revising several paragraphs to phase out 
the unit of service from a 60-day 
episode for claims beginning on or 
before December 31, 2019, and to 
implement a 30-day period as the new 
unit of service for claims beginning on 
or after January 1, 2020 under the 
PDGM. We are moving and revising 
paragraph (c)(2) to § 484.205 as 
paragraph (c)(2) aligns more closely 
with the regulations addressing the 
basis of payment. 


• Revising the definitions of rural 
area and urban area in § 484.202 to 
remove ‘‘with respect to home health 
episodes ending on or after January 1, 
2006’’ from each definition as this 
verbiage is no longer necessary. 


• Restructuring § 484.205 to provide 
more logical organization and revise to 
account for the change in the unit of 
payment under the HH PPS for CY 2020. 
The PDGM uses 30-day periods rather 
than the 60-day episode used in the 
current payment system. Therefore, we 
are to revising § 484.205 to remove 
references to ‘‘60-day episode’’ and to 
refer more generally to the ‘‘national, 
standardized prospective payment’’. We 
are also revising § 484.205 as follows: 


++ Adding paragraphs to paragraph 
(b) to define the unit of payment. 


++ Moving language which addresses 
the requirement for OASIS submission 


from § 484.210 and inserting it into 
§ 484.205 as new paragraph (c). 


++ Moving paragraph (c)(2) from 
§ 409.43 to § 484.205 as new paragraph 
(g) in order to better align with the 
regulations detailing the basis of 
payment. 


++ Adding paragraph (h) to discuss 
split percentage payments under the 
current model and the PDGM. 


We are not changing the requirements 
or policies relating to durable medical 
equipment or furnishing negative 
pressure wound therapy using a 
disposable device. 


• Removing § 484.210 which 
discusses data used for the calculation 
of the national prospective 60-day 
episode payment as we believe that this 
information is duplicative and already 
incorporated in other sections of part 
484, subpart E. 


• Revising the section heading of 
§ 484.215 from ‘‘Initial establishment of 
the calculation of the national 60-day 
episode payment’’ to ‘‘Initial 
establishment of the calculation of the 
national, standardized prospective 60- 
day episode payment and 30-day 
payment rates.’’ Also, we are adding 
paragraph (f) to this section to describe 
when the national, standardized 
prospective 30-day payment rate 
applies. 


• Revising the section heading of 
§ 484.220 from ‘‘Calculation of the 
adjusted national prospective 60-day 
episode payment rate for case-mix and 
area wage levels’’ to ‘‘Calculation of the 
case-mix and wage area adjusted 
prospective payment rates.’’ We are 
removing the reference to ‘‘national 60- 
day episode payment rate’’ and 
replacing it with ‘‘national, 
standardized prospective payment’’. 


• Revising the section heading in 
§ 484.225 from ‘‘Annual update of the 
unadjusted national prospective 60-day 
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31 https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/downloads/ 
bp102c07.pdf. 


32 https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Downloads/ 
pim83c06.pdf. 


episode payment rate’’ to ‘‘Annual 
update of the unadjusted national, 
standardized prospective 60-day 
episode and 30-day payment rates’’. 
Also, we are revising § 484.225 to 
remove references to ‘‘60-day episode’’ 
and to refer more generally to the 
‘‘national, standardized prospective 
payment’’. In addition, we are adding 
paragraph (d) to describe the annual 
update for CY 2020 and subsequent 
calendar years. 


• Revising the section heading of 
§ 484.230 from ‘‘Methodology used for 
the calculation of low-utilization 
payment adjustment’’ to ‘‘Low 
utilization payment adjustment’’. Also, 
we are designating the current text to 
paragraph (a) and inserting language 
such that paragraph (a) applies to claims 
beginning on or before December 31, 
2019, using the current payment system. 
We are adding paragraph (b) to describe 
how low utilization payment 
adjustments are determined for claims 
beginning on or after January 1, 2020, 
using the PDGM. 


• Revising the section heading of 
§ 484.235 from ‘‘Methodology used for 
the calculation of partial episode 
payment adjustments’’ to ‘‘Partial 
payment adjustments’’. We are 
removing paragraphs (a), (b), and (c). We 
are removing paragraphs (1), (2), and (3) 
which describe partial payment 
adjustments from paragraph (d) in 
§ 484.205 and incorporating them into 
§ 484.235. We are adding paragraph (a) 
to describe partial payment adjustments 
under the current system, that is, for 
claims beginning on or before December 
31, 2019, and paragraph (b) to describe 
partial payment adjustments under the 
PDGM, that is, for claims beginning on 
or after January 1, 2020. 


• Revising the section heading for 
§ 484.240 from ‘‘Methodology used for 
the calculation of the outlier payment’’ 
to ‘‘Outlier payments.’’ In addition, we 
are removing language at paragraph (b) 
and appending it to paragraph (a). We 
are adding language to revised 
paragraph (a) such that paragraph (a) 
will apply to payments under the 
current system, that is, for claims 
beginning on or before December 31, 
2019. We are revising paragraph (b) to 
describe payments under the PDGM, 
that is, for claims beginning on or after 
January 1, 2020. In paragraph (c), we are 
replacing the ‘‘estimated’’ cost with 
‘‘imputed’’ cost. Lastly, we are revising 
paragraph (d) to reflect the per-15 
minute unit approach to imputing the 
cost for each claim. 


We did not receive any comments on 
the corresponding regulations text 
changes regarding the PDGM; therefore, 
we are finalizing regulations text 


changes as proposed without 
modification. 


G. Changes Regarding Certifying and 
Recertifying Patient Eligibility for 
Medicare Home Health Services 


1. Regulations Text Changes Regarding 
Information Used To Satisfy 
Documentation of Medicare Eligibility 
for Home Health Services 


Section 51002 of the BBA of 2018 
amended sections 1814(a) and 1835(a) 
of the Act to provide that, effective for 
physician certifications and 
recertifications made on or after January 
1, 2019, in addition to using the 
documentation in the medical record of 
the certifying physician or of the acute 
or post-acute care facility (where home 
health services were furnished to an 
individual who was directly admitted to 
the HHA from such facility), the 
Secretary may use documentation in the 
medical record of the HHA as 
supporting material, as appropriate to 
the case involved. We believe the BBA 
of 2018 provisions are consistent with 
our existing policy in this area, which 
is currently reflected in sub-regulatory 
guidance in the Medicare Benefit Policy 
Manual (Pub. 100–02, chapter 7, section 
30.5.1.2),31 and the Medicare Program 
Integrity Manual (Pub. 100–08, chapter 
6 section 6.2.3).32 The subregulatory 
guidance describes the circumstances in 
which HHA documentation can be used 
along with the certifying physician and/ 
or acute/post-acute care facility medical 
record to support the patient’s 
homebound status and skilled need. 
Specifically, we state that information 
from the HHA, such as the plan of care 
required in accordance with § 409.43, 
and/or the initial and/or comprehensive 
assessment of the patient required in 
accordance with § 484.55, can be 
incorporated into the certifying 
physician’s medical record for the 
patient and used to support the patient’s 
homebound status and need for skilled 
care. 


In the CY 2019 HH PPS proposed 
rule, we proposed to amend the 
regulations text at § 424.22(c) to align 
the regulations text with current sub- 
regulatory guidance that allows medical 
record documentation from the HHA to 
be used to support the basis for 
certification and/or recertification of 
home health eligibility, if the following 
requirements are met: 


• The documentation from the HHA 
can be corroborated by other medical 
record entries in the certifying 
physician’s and/or the acute/post-acute 
care facility’s medical record for the 
patient, thereby creating a clinically 
consistent picture that the patient is 
eligible for Medicare home health 
services as specified in § 424.22(a)(1) 
and (b). 


• The certifying physician signs and 
dates the HHA documentation 
demonstrating that the documentation 
from the HHA was considered when 
certifying patient eligibility for 
Medicare home health services. HHA 
documentation can include, but is not 
limited to, the patient’s plan of care 
required in accordance with § 409.43 
and/or the initial and/or comprehensive 
assessment of the patient required in 
accordance with § 484.55. 


HHAs have the discretion to 
determine the type and format of any 
documentation used to support home 
health eligibility. Anecdotally, we have 
received reports from HHAs that they 
typically include this supporting 
information on the plan of care. In 
accordance with § 409.43(c)(3), the plan 
of care must be signed by the physician 
before the HHA submits its final claim 
for payment. In the CY 2019 HH PPS 
proposed rule, we stated that because 
existing sub-regulatory guidance allows 
HHA-generated documentation to be 
used as supporting material for the 
physician’s determination of eligibility 
for home health services, we expect that 
most HHAs already have a process in 
place to provide this information to the 
certifying physician or the acute/post- 
acute care facility. We solicited 
comments on the proposal to amend the 
regulations at § 424.22(c) to align the 
regulations text with current sub- 
regulatory guidance to allow medical 
record documentation from the HHA to 
be used to support the basis for 
certification and/or recertification of 
home health eligibility under certain 
conditions and the comments received 
are summarized in this final rule with 
comment period. 


Comment: Overall, commenters were 
supportive of incorporating existing 
sub-regulatory guidance into regulations 
text as it provides them with 
reassurance that HHA-generated 
documentation can play an important 
role in confirming eligibility for 
Medicare home health services. 


Response: We appreciate commenter 
support about aligning regulations text 
with existing regulatory guidance. The 
goal of this proposal is to be flexible to 
allow HHA-generated documentation to 
support eligibility for home health 
services given that the home health 
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CoPs at § 484.55 require that the HHA 
must verify the patient’s eligibility for 
the Medicare home health benefit, 
including homebound status, both at the 
time of the initial assessment visit and 
at the time of the comprehensive 
assessment. We agree that this proposal 
incorporates existing subregulatory 
flexibilities into the regulations text that 
allow HHA medical record 
documentation to support the basis of 
home health eligibility. By 
incorporating the existing sub- 
regulatory guidance into regulation, 
HHAs are assured that HHA-generated 
documentation can be used as 
supporting material for the basis of 
home health eligibility, as long as all 
conditions are met. However, we 
remind commenters that the certifying 
physician’s and/or the acute/post-acute 
care facility’s medical record (if the 
patient was directly admitted to home 
health from such setting) for the patient 
must contain sufficient documentation 
of the patient’s medical condition(s) to 
substantiate eligibility for home health 
services. The information may include, 
but is not limited to, such factors as the 
patient’s diagnosis, duration of the 
patient’s condition, clinical course 
(worsening or improvement), prognosis, 
nature and extent of functional 
limitations, other therapeutic 
interventions and results, etc. The 
certifying physician’s and/or the acute/ 
post-acute care facility’s medical 
records can always stand alone in 
substantiating eligibility for home 
health services. Similarly, the certifying 
physician’s/acute/post-acute care 
facility’s medical record, in conjunction 
with appropriately incorporated HHA 
documentation (for example, plan of 
care, OASIS, etc.), may also substantiate 
the patient’s eligibility for home health 
services. However, HHA-generated 
medical record documentation for the 
patient, by itself, is not sufficient in 
demonstrating the patient’s eligibility 
for Medicare home health services. As 
noted earlier, in accordance with 
§ 424.22(a) and (c), it is the patient’s 
medical record held by the certifying 
physician and/or the acute/post-acute 
care facility that must support the 
patient’s eligibility for home health 
services. Therefore, any documentation 
used to support certification that was 
generated by the HHA must be signed 
off by the certifying physician and 
incorporated into his/her medical 
record. The information provided to the 
certifying physician by the HHA and 
incorporated into the patient’s medical 
record must be corroborated by the rest 
of the patient’s medical record. This 
means that the HHA information, along 


with the certifying physician’s and/or 
the acute/post-acute care facility’s 
medical record, creates a clinically 
consistent picture that the patient is 
eligible for Medicare home health 
services. This could include, but is not 
limited to, the plan of care required in 
accordance with § 409.43, the initial 
and/or the comprehensive assessment of 
the patient required in accordance with 
§ 484.55, the inpatient discharge 
summary, or multi-disciplinary clinical 
notes, etc., which must correspond to 
the dates of service being billed and not 
contradict the certifying physician’s 
and/or the acute/post-acute care 
facility’s own documentation or medical 
record entries. Once incorporated into 
the certifying physician’s medical 
record for the patient, the HHA 
information can be used to support the 
patient’s homebound status and need 
for skilled care. 


Comment: A commenter expressed 
concern that this proposal would allow 
HHAs to have too much control over 
Medicare coverage decisions and 
provides an opportunity for the HHA to 
override the physician’s opinion. This 
commenter went on to state that there 
may be a physician’s order for care that 
subsequently has been reduced or 
discontinued by the HHA and that 
beneficiaries are forced to settle for less 
care for fear that the HHA will not 
provide any services at all. This same 
commenter stated that certifying 
physicians are busy and do not have the 
time to read hundreds of detailed home 
health agency records. This commenter 
recommended that the HHA-generated 
documentation should be used only to 
confirm eligibility and not to deny 
coverage for patients that home health 
agencies no longer want to serve. 


Response: We note that coverage of 
Medicare home health services is 
dependent upon beneficiary eligibility 
for Medicare home health services as set 
forth at § 409.42. We remind 
commenters that the HHA-generated 
documentation may only be used to 
support the certifying physician and/or 
the acute/post-acute care facility’s 
medical record documentation for 
eligibility for Medicare home health 
services. As such, the HHA-generated 
documentation is not meant to 
supersede, override or negate the 
physician’s opinion or any physician 
orders in the established home health 
plan of care. The HHA-generated 
documentation is only meant to 
augment, as necessary, the certifying 
physician’s and/or acute/post-acute care 
facility’s medical documentation to 
create a clinically consistent picture that 
the patient is eligible for home health 
services. Any HHA-generated 


information provided to the certifying 
physician by the HHA and incorporated 
into the patient’s medical record held by 
the certifying physician and/or the 
acute/post-acute care facility’s medical 
record (if the patient was directly 
admitted to home health for such 
setting) must be corroborated by the rest 
of the patient’s medical record. As such, 
we do not expect that HHAs would need 
to send voluminous clinical records to 
a certifying physician for his/her review 
when certifying a patient for home 
health eligibility as the certifying 
physician’s and/or the acute/post-acute 
care facility’s medical records are 
required to have sufficient information 
to serve as the basis for home health 
eligibility. Additionally, the certifying 
physician is responsible for establishing 
and periodically reviewing the home 
health plan of care in accordance with 
the home health CoPs at 42 CFR 
484.60(a)(1). While the HHA is 
responsible for coordinating with the 
certifying physician regarding any 
revisions to the home health plan of 
care, drugs, services, and treatments are 
administered only as ordered by a 
physician. Therefore, it would be a 
violation of the home health CoPs for a 
HHA to revise the plan of care, 
including reducing or discontinuing any 
items or services identified on the plan 
of care, without specific orders from the 
certifying physician. Finally, the 
purpose of the supporting 
documentation is to confirm eligibility 
for Medicare home health services. 
However, if the certifying physician’s 
and/or acute/post-acute care facility’s 
documentation and the HHA-generated 
incorporated supporting documentation 
do not create a clinically consistent 
picture that the individual is eligible for 
Medicare home health services (for 
example, the individual is homebound 
and requires skilled services), this 
would not meet the requirements for 
coverage. 


Comment: Another commenter asked 
if the certifying physician is required to 
sign every page of HHA-generated 
supporting documentation to 
demonstrate that the documentation 
from the HHA was considered when 
certifying patient eligibility for 
Medicare home health services. 


Response: There are no specific 
regulations regarding physician 
signature on a document with multiple 
pages. In accordance with § 484.110(b) 
of our regulations, all patient medical 
record entries must be legible, complete, 
dated, timed, and authenticated in 
written or electronic form by the person 
responsible for providing or evaluating 
the service provided. Only when it is 
clear that an individual document 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00119 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2







56524 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


33 See, https://med.noridianmedicare.com/web/ 
jfb/cert-reviews/signature-requirement-q-a. 


extends to multiple pages (for example, 
a notation on a multi-page document 
that identifies pagination—‘‘page 2 of 
4’’), and that the entire document is 
then authenticated, would a signature 
on a single page suffice for other pages 
as well.33 However, we recognize that 
there may be multiple variations in the 
way HHA documentation is 
incorporated into the certifying 
physician’s and/or acute/post-acute care 
facility’s medical records. As such, we 
will provide future sub-regulatory 
guidance to address any identified 
variations. We believe this will provide 
additional clarity for HHAs and 
decrease the likelihood that inconsistent 
decisions would be made by appeals 
adjudicators regarding certification of 
patient eligibility for home health 
services. 


Comment: A commenter suggested 
that CMS should clarify that the 
patient’s plan of care, with sufficient 
information to support eligibility and 
signed by the certifying physician, may 
be used as documentation from the 
physician’s medical record to support 
eligibility for home health services. This 
commenter stated that CMS might 
consider revising the regulatory text at 
42 CFR 424.22(c) to read: 
‘‘. . . . documentation can include, but 
is not limited to, the patient’s plan of 
care and/or the initial or the 
comprehensive assessment’’. 


Response: We agree with this 
commenter’s suggestion given we stated 
in the preamble of the CY 2019 HH PPS 
proposed rule that information from the 
HHA, such as the plan of care required 
in accordance with § 409.43 and/or the 
initial and/or comprehensive 
assessment of the patient required in 
accordance with § 484.55, can be 
incorporated into the certifying 
physician’s medical record for the 
patient and used to support the patient’s 
homebound status and need for skilled 
care. We also agree the patient’s plan of 
care could be the sole HHA 
documentation that is incorporated into 
the certifying physician’s and/or the 
acute/post-acute care facility’s medical 
record for the patient and used to 
support the basis for certification of 
home health eligibility if the plan of 
care provides sufficient information to 
support eligibility. We remind 
commenters that the CoPs at § 484.60 
provide the content requirements for the 
plan of care including all pertinent 
diagnoses and functional limitations. 
Likewise, we remind commenters that 
the certifying physician’s and/or the 
acute/post-acute care facility’s medical 


documentation shall be used as the 
basis for home health eligibility. The 
documentation from the HHA serves 
only as supporting documentation for 
the purposes of certification if 
incorporated into the certifying 
physician’s and/or the acute/post-acute 
care facility’s medical record for the 
patient. We will revise the regulatory 
text at § 424.22(c) accordingly to reflect 
commenters’ concerns. 


Final Decision: We are finalizing the 
proposal to amend the regulations text 
at § 424.22(c) to align with current 
subregulatory guidance to allow medical 
record documentation from the HHA to 
be used to support the basis for 
certification and/or recertification of 
home health eligibility, if the certain 
requirements are met as previously 
described. 


2. Elimination of Recertification 
Requirement To Estimate How Much 
Longer Home Health Services Will Be 
Required 


In the CY 2018 HH PPS proposed rule 
(82 FR 35378), we invited public 
comments about improvements that can 
be made to the health care delivery 
system that reduce unnecessary burdens 
for clinicians, other providers, and 
patients and their families. Specifically, 
we asked the public to submit their 
ideas for regulatory, sub-regulatory, 
policy, practice, and procedural changes 
to reduce burdens for hospitals, 
physicians, and patients, improve the 
quality of care, decrease costs, and 
ensure that patients and their providers 
and physicians are making the best 
health care choices possible. 


Several commenters requested that 
CMS consider eliminating the 
requirement that the certifying 
physician include an estimate of how 
much longer skilled services will be 
required at each home health 
recertification, as set forth at 
§ 424.22(b)(2) and in sub- regulatory 
guidance in the Medicare Benefit Policy 
Manual (Chapter 7, Section 30.5.2). 
Commenters stated that this estimate is 
duplicative of the Home Health CoP 
requirements for the content of the 
home health plan of care, set out at 
§ 484.60(a)(2). 


We determined that the estimate of 
how much longer skilled care will be 
required at each recertification is not 
currently used for quality, payment, or 
program integrity purposes. Given this 
consideration and the existing home 
health CoP requirements for the content 
of the home health plan of care, in the 
CY 2019 HH PPS proposed rule we 
proposed to eliminate the regulatory 
requirement, as set forth at 
§ 424.22(b)(2), that the certifying 


physician, as part of the recertification 
statement, provide an estimate of how 
much longer skilled services will be 
required (83 FR 32424). All other 
recertification content requirements 
under § 424.22(b)(2) would remain 
unchanged. We noted that the 
elimination of this recertification 
requirement would result in a reduction 
of burden for certifying physicians by 
reducing the amount of time physicians 
spend on the recertification process, 
resulting in an overall cost savings of 
$14.2 million. We provide a description 
of this burden reduction in section 
X.C.1.c. of this final rule with comment 
period. 


We solicited comments regarding the 
proposed elimination of the requirement 
that the certifying physician include an 
estimate of how much longer skilled 
services will be required at each home 
health recertification, as well as the 
corresponding regulations text changes 
at § 424.22(b)(2). 


Comment: Commenters 
overwhelmingly supported this 
proposal. Commenters stated that the 
elimination of this requirement would 
help to streamline documentation and 
make it easier for agencies to obtain 
necessary information from supervising 
physicians in a timely manner. 
Commenters also remarked that 
removing this requirement will also be 
consistent with the ‘‘Patients over 
Paperwork’’ initiative. Other 
commenters remarked that this would 
allow certifying physicians to focus 
more time on patient care. 


Response: We appreciate commenter 
support on this proposal and we agree 
that elimination of this recertification 
requirement would reduce the amount 
of time certifying physicians would 
spend reviewing medical 
documentation. This change would 
reduce the time spent by physicians for 
recertification without diminishing 
existing documentation requirements 
and will allow greater emphasis to be 
placed on patient care. 


Final Decision: Effective for 
recertifications made on and after 
January 1, 2019, we are finalizing our 
proposal to eliminate the regulatory 
requirement set forth at § 424.22(b)(2) 
that requires the certifying physician, as 
part of the recertification process, to 
provide an estimate of how much longer 
skilled services will be required. All 
other recertification content 
requirements under § 424.22(b)(2) 
would remain unchanged. 
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H. Change Regarding Remote Patient 
Monitoring Under the Medicare Home 
Health Benefit 


In the CY 2019 HH PPS proposed rule 
(83 FR 32425), we acknowledged the 
potential benefit of the use of remote 
patient monitoring to augment the home 
health plan of care. We discussed how 
remote patient monitoring could enable 
the HHA to more quickly identify any 
changes in the patient’s clinical 
condition, prompting physician review 
of, and potential changes to, the plan of 
care. For example, in cases where the 
home health patient is admitted for 
skilled observation and assessment of 
the patient’s condition due to a 
reasonable potential for complications 
or an acute episode, remote patient 
monitoring could augment home health 
visits until the patient’s clinical 
condition stabilized. Fluctuating or 
abnormal vital signs could be monitored 
between visits, potentially leading to 
quicker interventions and updates to the 
treatment plan. Additionally, we 
discussed findings of our literature 
review that revealed that remote patient 
monitoring may improve patients’ 
ability to maintain independence, 
improving their quality of life. 
Particularly for patients with chronic 
obstructive pulmonary disease (COPD) 
and congestive heart failure (CHF), 
research indicates that remote patient 
monitoring has been successful in 
reducing readmissions and long-term 
acute care utilization.34 Other benefits 
included fewer complications and 
decreased costs. 


We explained that although section 
1895(e)(1)(A) of the Act prohibits 
payment for services furnished via a 
telecommunications system if such 
services substitute for in-person home 
health services ordered as part of a plan 
of care, the statute does not define the 
term ‘‘telecommunications system’’ as it 
relates to the provision of home health 
care. While a service using a form of 
telecommunications, remote patient 
monitoring is not considered a Medicare 
telehealth service as defined under 
section 1834(m) of the Act. 
Additionally, there is no direct 
interaction between the patient and the 
practitioner. Remote monitoring, rather 
uses digital technology to relay 
information captured by the patient to 
the practitioner for review, and to 
potentially prompt changes to the plan 
of care. We explained that for these 


reasons it would not be subject to the 
telehealth restrictions on originating site 
and interactive telecommunications 
systems technology under section 
1834(m) of the Act. 


Therefore, because the statute does 
not define the term 
‘‘telecommunications system’’ as it 
relates to the provision of home health 
care, we proposed to define remote 
patient monitoring in regulation under 
the Medicare home health benefit as 
‘‘the collection of physiologic data (for 
example, ECG, blood pressure, glucose 
monitoring) digitally stored and/or 
transmitted by the patient and/or 
caregiver to the HHA.’’ This definition 
aligns with the description for CPT code 
99091, which allows physicians and 
other healthcare professionals to bill for 
the collection and interpretation of 
physiologic data digitally stored and/or 
transmitted by the patient and/or 
caregiver to the physician or other 
qualified health care professional (82 
CFR 53013). We recognized that HHAs 
cannot bill for this code (CPT code 
99091); however, we believe the code’s 
description accurately describes remote 
monitoring services. We also noted that 
CPT code 99091 includes the 
interpretation of the physiologic data, 
whereas the HHA would only be 
responsible for the collection of the 
data. 


Currently home health costs 
associated with remote patient 
monitoring are reported on line 23.20 on 
Worksheet A as direct costs associated 
with telemedicine. For 2016, 
approximately 3 percent of HHAs 
reported telemedicine costs that 
accounted for roughly 1 percent of their 
total agency costs on the HHA cost 
report. However, these costs are not 
allocated to the costs per visit. Allowing 
HHAs to report the costs of remote 
patient monitoring on the HHA cost 
report as part of their operating 
expenses, which are factored into the 
costs per visit, would have important 
implications for assessing home health 
costs relevant to payment, including 
HHA Medicare margin calculations. 
Therefore, we proposed to amend the 
regulations at 42 CFR 409.46 to include 
the costs of remote patient monitoring 
as an allowable administrative cost (that 
is, operating expense), if remote patient 
monitoring is used by the HHA to 
augment the care planning process. 


We solicited comments on the 
proposed regulatory definition of remote 
patient monitoring under the HH PPS to 
describe telecommunication services 
used to augment the plan of care during 
a home health episode. Additionally, we 
welcomed comments regarding 
additional utilization of 


telecommunications technologies for 
consideration in future rulemaking. We 
also solicited comments on the 
proposed changes to the regulations at 
42 CFR 409.46, to include the costs of 
remote patient monitoring as allowable 
administrative costs (that is, operating 
expenses) on the HHA cost report. The 
following is a summary of the public 
comments received and our responses. 


Comment: Comments regarding the 
proposal to define remote patient 
monitoring in regulation for the 
Medicare home health benefit and to 
include the costs of remote patient 
monitoring as an allowable expense on 
the HHA cost report were 
overwhelmingly positive. Commenters 
stated that there are multiple benefits to 
integrating the costs of remote patient 
monitoring into home health, including 
providing clinicians with real-time 
updates on patient condition and 
providing patients with timely feedback, 
thereby encouraging patient 
engagement. Additionally, commenters 
stated that it allows for greater 
involvement with nurses and 
physicians, while decreasing travel, 
which may be advantageous not only in 
rural areas, but urban areas as well. 


Response: We thank commenters for 
their positive feedback regarding these 
proposals. We agree that there are many 
benefits to remote patient monitoring 
and anticipate that defining it in 
regulation and allowing for more clear 
analysis of the associated costs through 
the cost report will encourage its use in 
home health and have a positive effect 
on patient outcomes. 


Comment: Several commenters 
encouraged CMS to monitor utilization 
patterns to ensure that remote patient 
monitoring is not being used as a 
substitute for face-to-face visits. A 
commenter suggested that CMS require 
information about the frequency and 
duration of the use of remote patient 
monitoring services; specifically, that 
the HHA be required to report on the 
Medicare claim whether an episode 
included the use of remote patient 
monitoring. 


Response: We agree with the 
recommendation to monitor utilization 
patterns to ensure appropriate use of the 
service under the home health benefit. 
We also agree that data concerning 
whether individuals received remote 
patient monitoring during the 30-day 
period of care could be informative. We 
will consider ways to obtain this 
information in the future. 


Comment: Another commenter 
suggested that CMS clarify that if the 
remote monitoring service is a nursing 
service, it can help satisfy the skilled 
nursing requirement to trigger Medicare 
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coverage for other covered home health 
services such as home health aides and 
occupational therapy. 


Response: In accordance with section 
1861(m) of the Act, home health 
services must be furnished in the 
beneficiary’s home. Additionally, 
§ 409.48 defines a visit as an episode of 
personal contact with the beneficiary by 
staff of the HHA or others under 
arrangements with the HHA, for the 
purpose of providing a covered service. 
Finally, section 1895(e)(1)(B) of the Act 
states that services furnished via a 
telecommunications systems are not 
considered home health visits for 
purposes of eligibility or payment. 
Therefore, we do not consider the use of 
remote patient monitoring alone and/or 
a visit solely for the purpose of setting 
up and/or training the patient on remote 
monitoring equipment to meet the 
criteria for prompting coverage of home 
health services under the Medicare 
home health benefit. 


Comment: Several commenters 
suggested adding the descriptions of 
two new proposed Physician Fee 
Schedule CPT codes: CPT codes 990X0, 
set-up and patient education on use of 
equipment and 990X1, device supply 
with daily recordings or programmed 
alerts transmission, to the proposed 
home health definition in order to allow 
for a more appropriate and complete 
description of allowable costs for remote 
patient monitoring services in the home 
health setting. Commenters suggested 
this would also help to establish 
consistency regarding remote patient 
monitoring across Medicare sites of 
service. 


Response: We recognize that the 
descriptors for these two codes allows 
for greater specificity of the process of 
remote patient monitoring, which in 
turn would lead to more accurate 
analysis of the associated costs. While 
the proposed home health regulations 
text at § 409.46(e) would permit the cost 
and service of the equipment to be 
allowable administrative costs, we agree 
that set-up and patient education should 
be allowable expenses reported on the 
cost report. However, we wish to clarify 
that a visit to set up and/or train the 
patient on the equipment would not be 
allowed on the HHA claim when no 
other skilled service is provided. In 
other words, a visit cannot be reported 
when the sole reason is to set up and/ 
or train the patient on the use of the 
remote monitoring equipment. 
Therefore, we are adding language to the 
regulations text to ensure a more 
complete description of remote patient 
monitoring services, with the 
qualification that such set-up and 
patient education services cannot be 


reported as a visit without the provision 
of another skilled service. 


Comment: A commenter 
recommended that CMS describe how it 
plans to account for the adoption of new 
remote patient monitoring services as 
the agency monitors and evaluates the 
impact of previous or future rebasing 
adjustments made to the home health 
prospective payment rates since 2014. 
Another commenter stated that in order 
to implement in an effective and 
consistent manner, CMS needs to 
develop an appropriate corresponding 
payment methodology. Other 
commenters suggested CMS set up a 
demonstration project where HHAs 
have an incentive to make an 
investment in technologies, or 
incorporate telehealth waivers into all 
demonstration projects. Other 
commenters stated that CMS should 
have a more broad approach to 
telehealth and telemedicine to include 
virtual visits as a potential strategy to 
address workforce challenges. Others 
stated CMS should directly reimburse 
for remote patient monitoring, perhaps 
as a non-routine supply for agencies 
who are actually providing the service, 
as the proposal will indirectly provide 
increased reimbursement for all 
agencies, not specifically for those 
providing the service. 


Response: We appreciate the 
commenters’ suggestions. While we 
understand that these comments 
indicate that some commenters would 
like to see additional activities in 
incentivizing the use of remote patient 
monitoring in home health, we believe 
that allowing the costs associated with 
remote patient monitoring to be 
reported on the cost report is a 
necessary first step in determining the 
cost and frequency in which HHAs are 
currently utilizing this technology and 
whether the use of such technology 
improves health outcomes for home 
health patients. Additionally, we 
reiterate that section 1895(e)(1)(A) of the 
Act prohibits payment for services 
furnished via a telecommunications 
system if such services substitute for in- 
person home health services ordered as 
part of a plan of care certified by a 
physician. Thus virtual home health 
visits would not qualify for payment 
under the home health benefit. We plan 
to closely monitor remote patient 
monitoring costs and the impact that 
such technology may have on patient 
outcomes under the traditional 
Medicare home health benefit and we 
will consider ways to more broadly 
support such technology as part of home 
health. 


Comment: A commenter suggested 
that rather than allowing the costs of 


remote patient monitoring to be 
included on the home health cost 
report, remote patient monitoring 
should be excluded from the home 
health episode and provided as a 
distinct and separately reimbursed 
service. The commenter stated that this 
would recognize the value of remote 
patient monitoring services while also 
recognizing home health agencies as 
providers of these services. Home health 
agencies would then be able to provide 
these services to patients within home 
health but also to those who do not 
qualify for home health but would 
benefit from RPM services, despite not 
having a mechanism for reimbursement. 
Similarly, another commenter suggested 
that a telehealth chronic care 
management program conceptualized as 
a ‘‘step down’’ program from an episode 
of care would benefit many patients 
greatly and may serve as an alternative 
to successive full episodes of care. 


Response: We thank the commenters 
for these suggestions; however, we 
believe that these comments suggest the 
implementation of a separate remote 
patient monitoring benefit under 
Medicare and are therefore outside of 
the scope of this rule. Additionally, we 
note that beginning in CY 2018, separate 
payment is made under the Physician 
Fee Schedule for CPT code 99091 
(Collection and interpretation of 
physiologic data (for example., ECG, 
blood pressure, glucose monitoring) 
digitally stored and/or transmitted by 
the patient and/or caregiver to the 
physician or other qualified health care 
professional). This code, billed directly 
by a practitioner, allow remote patient 
monitoring to be provided outside of the 
home health benefit for non-homebound 
patients. 


Comment: Several commenters 
requested that CMS clarify whether the 
agency intends that all qualified health 
professionals, specifically physical 
therapists, speech language pathologists, 
and occupational therapists, acting 
within their scope of practice, may use 
remote patient monitoring to augment 
the plan of care during a home health 
episode. 


Response: Our definition does not 
specify which skilled professionals may 
utilize remote patient monitoring under 
home health. As therapy goals must be 
established by a qualified therapist in 
conjunction with the physician when 
determining the plan of care, we believe 
therapists involved in care planning, as 
well as other skilled professionals acting 
within their scope of practice, may 
utilize remote patient monitoring to 
augment this process. 


Final decision: We are finalizing our 
proposal to define remote patient 
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monitoring under the Medicare home 
health benefit as ‘‘the collection of 
physiologic data (for example, ECG, 
blood pressure, glucose monitoring) 
digitally stored and/or transmitted by 
the patient or caregiver or both to the 
home health agency.’’ We are adding the 
following language to the regulations 
text to ensure a more complete 
description of remote patient 
monitoring services, while also ensuring 
that such services cannot be reported as 
a visit without the provision of another 
skilled service: Visits to a beneficiary’s 
home for the sole purpose of supplying, 
connecting, and/or training the patient 
on the remote patient monitoring 
equipment, without the provision of 
another skilled service are not 
separately billable. These services do 
constitute services included in the 
expense of providing remote patient 
monitoring allowed as administrative 
costs. 


Additionally, we are finalizing our 
proposal to amend the regulations at 42 
CFR 409.46 to include the costs of 
remote patient monitoring as an 
allowable administrative cost (that is, 
operating expense), if remote patient 
monitoring is used by the HHA to 
augment the care planning process. 


IV. Home Health Value-Based 
Purchasing (HHVBP) Model 


A. Background 


As authorized by section 1115A of the 
Act and finalized in the CY 2016 HH 
PPS final rule (80 FR 68624), we began 
testing the HHVBP Model on January 1, 
2016. The HHVBP Model has an overall 
purpose of improving the quality and 
delivery of home health care services to 
Medicare beneficiaries. The specific 
goals of the Model are to: (1) Provide 
incentives for better quality care with 
greater efficiency; (2) study new 
potential quality and efficiency 
measures for appropriateness in the 
home health setting; and (3) enhance the 
current public reporting process. 


Using the randomized selection 
methodology finalized in the CY 2016 
HH PPS final rule, we selected nine 
states for inclusion in the HHVBP 
Model, representing each geographic 
area across the nation. All Medicare- 
certified Home Health Agencies (HHAs) 
providing services in Arizona, Florida, 
Iowa, Maryland, Massachusetts, 
Nebraska, North Carolina, Tennessee, 
and Washington (competing HHAs) are 
required to compete in the Model. 
Requiring all Medicare-certified HHAs 
providing services in the selected states 
to participate in the Model ensures that: 
(1) There is no selection bias; (2) 
participating HHAs are representative of 


HHAs nationally; and (3) there is 
sufficient participation to generate 
meaningful results. 


As finalized in the CY 2016 HH PPS 
final rule, the HHVBP Model uses the 
waiver authority under section 
1115A(d)(1) of the Act to adjust 
Medicare payment rates under section 
1895(b) of the Act beginning in CY 2018 
based on the competing HHAs’ 
performance on applicable measures. 
Payment adjustments will be increased 
incrementally over the course of the 
HHVBP Model in the following manner: 
(1) A maximum payment adjustment of 
3 percent (upward or downward) in CY 
2018; (2) a maximum payment 
adjustment of 5 percent (upward or 
downward) in CY 2019; (3) a maximum 
payment adjustment of 6 percent 
(upward or downward) in CY 2020; (4) 
a maximum payment adjustment of 7 
percent (upward or downward) in CY 
2021; and (5) a maximum payment 
adjustment of 8 percent (upward or 
downward) in CY 2022. Payment 
adjustments are based on each HHA’s 
Total Performance Score (TPS) in a 
given performance year (PY) comprised 
of: (1) A set of measures already 
reported via the Outcome and 
Assessment Information Set (OASIS) 
and completed Home Health Consumer 
Assessment of Healthcare Providers and 
Systems (HHCAHPS) surveys for all 
patients serviced by the HHA and select 
claims data elements; and (2) three New 
Measures for which points are achieved 
for reporting data. 


For CY 2019 (83 FR 32426), we 
proposed to remove five measures and 
add two new proposed composite 
measures to the applicable measure set 
for the HHVBP model, revise our 
weighting methodology for the 
measures, and rescore the maximum 
number of improvement points. 


B. Quality Measures 


1. Removal of Two OASIS-Based 
Measures Beginning With Performance 
Year 4 (CY 2019) 


In the CY 2016 HH PPS final rule, we 
finalized a set of quality measures in 
Figure 4a: Final PY1 Measures and 
Figure 4b: Final PY1 New Measures (80 
FR 68671 through 68673) for the 
HHVBP Model to be used in PY1, 
referred to as the starter set. We also 
stated that this set of measures will be 
subject to change or retirement during 
subsequent model years and revised 
through the rulemaking process (80 FR 
68669). 


The measures were selected for the 
Model using the following guiding 
principles: (1) Use a broad measure set 
that captures the complexity of the 


services HHAs provide; (2) incorporate 
flexibility for future inclusion of the 
Improving Medicare Post-Acute Care 
Transformation Act of 2014 (IMPACT) 
measures that cut across post-acute care 
settings; (3) develop ‘second generation’ 
(of the HHVBP Model) measures of 
patient outcomes, health and functional 
status, shared decision making, and 
patient activation; (4) include a balance 
of process, outcome and patient 
experience measures; (5) advance the 
ability to measure cost and value; (6) 
add measures for appropriateness or 
overuse; and (7) promote infrastructure 
investments. This set of quality 
measures encompasses the multiple 
National Quality Strategy (NQS) 
domains 35 (80 FR 68668). The NQS 
domains include six priority areas 
identified in the CY 2016 HH PPS final 
rule (80 FR 68668) as the CMS 
Framework for Quality Measurement 
Mapping. These areas are: (1) Clinical 
quality of care; (2) Care coordination; (3) 
Population & community health; (4) 
Person- and Caregiver-centered 
experience and outcomes; (5) Safety; 
and (6) Efficiency and cost reduction. 
Figures 4a and 4b of the CY 2016 HH 
PPS final rule identified 15 outcome 
measures (five from the HHCAHPS, 
eight from OASIS, and two claims-based 
measures), and nine process measures 
(six from OASIS, and three New 
Measures, which were not previously 
reported in the home health setting) for 
use in the Model. 


In the CY 2017 HH PPS final rule, we 
removed four measures from the 
measure set for PY1 and subsequent 
performance years: (1) Care 
Management: Types and Sources of 
Assistance; (2) Prior Functioning ADL/ 
IADL; (3) Influenza Vaccine Data 
Collection Period: Does this episode of 
care include any dates on or between 
October 1 and March 31?; and (4) 
Reason Pneumococcal Vaccine Not 
Received, for the reasons discussed in 
that final rule (81 FR 76743 through 
76747). 


In the CY 2018 HH PPS final rule, we 
removed the OASIS-based measure, 
Drug Education on All Medications 
Provided to Patient/Caregiver during All 
Episodes of Care, from the set of 
applicable measures beginning with 
PY3 for the reasons discussed in that 
final rule (82 FR 51703 through 51704). 


For PY4 and subsequent performance 
years, we proposed (83 FR 32426 
through 32427) to remove two OASIS- 
based process measures, Influenza 
Immunization Received for Current Flu 
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36 The Advisory Committee on Immunization 
Practices was established under Section 222 of the 
Public Health Service Act (42 U.S.C. 217a), as 
amended, to assist states and their political 
subdivisions in the prevention and control of 
communicable diseases; to advise the states on 
matters relating to the preservation and 
improvement of the public’s health; and to make 
grants to states and, in consultation with the state 
health authorities, to agencies and political 
subdivisions of states to assist in meeting the costs 
of communicable disease control programs. (Charter 
of the Advisory Committee on Immunization 
Practices, filed April 1, 2018. https://www.cdc.gov/ 
vaccines/acip/committee/ACIP-Charter-2018.pdf). 


37 Prevention of Pneumococcal Disease: 
Recommendations of the Advisory Committee on 
Immunization Practices (ACIP), MMWR 1997;46:1– 
24. 


38 Tomczyk S, Bennett NM, Stoecker C, et al. Use 
of 13-valent pneumococcal conjugate vaccine and 
23-valent pneumococcal polysaccharide vaccine 
among adults aged ≥65 years: recommendations of 
the Advisory Committee on Immunization Practices 
(ACIP). MMWR 2014; 63: 822–5. 


Season and Pneumococcal 
Polysaccharide Vaccine Ever Received, 
from the set of applicable measures. We 
adopted the Influenza Immunization 
Received for Current Flu Season 
measure beginning PY1 of the model. 
Since that time, we have received input 
from both stakeholders and a Technical 
Expert Panel (TEP) convened by our 
contractor in 2017 that because the 
measure does not exclude HHA patients 
who were offered the vaccine but 
declined it and patients who were 
ineligible to receive it due to 
contraindications, the measure may not 
fully capture HHA performance in the 
administration of the influenza vaccine. 
In response to these concerns, we 
proposed to remove the measure from 
the applicable measure set beginning 
PY4. 


We also adopted the Pneumococcal 
Polysaccharide Vaccine Ever Received 
measure beginning PY1 of the model. 
This process measure reports the 
percentage of HH episodes during 
which patients were determined to have 
ever received the Pneumococcal 
Polysaccharide Vaccine. The measure is 
based on guidelines previously issued 
by the Advisory Committee on 
Immunization Practices (ACIP),36 which 
recommended use of a single dose of the 
23-valent pneumococcal polysaccharide 
vaccine (PPSV23) among all adults aged 
65 years and older and those adults aged 
19–64 years with underlying medical 
conditions that put them at greater risk 
for serious pneumococcal infection.37 In 
2014, the ACIP updated its guidelines to 
recommend that both vaccines, the 
PCV13 and the PPSV23, be given to all 
immunocompetent adults aged ≥65 
years.38 The recommended intervals for 
sequential administration of PCV13 and 
PPSV23 depend on several patient 
factors including: The current age of the 


adult, whether the adult had previously 
received PPSV23, and the age of the 
adult at the time of prior PPSV23 
vaccination (if applicable). Because the 
Pneumococcal Polysaccharide Vaccine 
Ever Received measure does not fully 
reflect the current ACIP guidelines, we 
proposed to remove this measure from 
the model beginning PY4. 


We invited public comment on our 
proposal to remove these two OASIS- 
based measures, Influenza 
Immunization Received for Current Flu 
Season and Pneumococcal 
Polysaccharide Vaccine Ever Received, 
from the set of applicable measures for 
PY4 and subsequent performance years. 


The following is a summary of the 
public comments received on these 
proposals and our responses: 


Comment: The majority of 
commenters supported removing both 
OASIS-based process measures, 
Influenza Immunization Received for 
Current Flu Season and Pneumococcal 
Polysaccharide Vaccine Ever Received, 
citing concerns that process measures 
may be burdensome on providers to 
report while yielding limited 
information to support clinical 
improvement. Commenters also noted 
that removal of the measures aligns with 
the Meaningful Measure Initiative. 
Several commenters opposed any 
changes to the HHVBP model’s 
applicable measure set and 
recommended that CMS complete 
testing of the HHVBP model prior to 
making any changes. A commenter 
opposed removal of the Pneumococcal 
Polysaccharide Vaccine Ever Received 
measure, stating that removal may lead 
to reductions in pneumococcal 
immunization rates. The commenter 
believes that CMS should retain this 
measure until it is updated to reflect the 
most current ACIP guidelines. The 
commenter noted that the measure 
aligned with Meaningful Measures 
criteria on high-impact conditions and 
patient-centered care, adding that 
retaining the measure would not be 
burdensome to HHAs, given their ability 
to establish standing orders to support 
immunization processes. Another 
commenter opposed removal of the 
Influenza Immunization Received for 
Current Flu Season measure as the 
commenter believes that it is an 
important safety measure that may be 
overlooked if it is no longer required to 
be reported. 


Response: With regard to those 
comments that opposed changes to the 
HHVBP Model’s applicable measure set 
until testing of the Model has 
concluded, we reiterate that one of the 
goals of the Model is to study new 
potential quality and efficiency 


measures for appropriateness in the 
home health setting. We indicated in the 
CY 2016 HH PPS final rule that the 
initial set of measures adopted for use 
in the Model would be subject to change 
during subsequent model years and, as 
summarized previously and in the 
proposed rule, we have finalized the 
removal of other measures included in 
the initial measure set in prior 
rulemaking. We continue to believe it is 
important to evaluate and consider 
changes to the measure set during the 
course of testing the Model because the 
relevance of certain quality measures 
may change over time (for example, a 
measure may become ‘‘topped out’’). We 
also note that we attempt to align with 
other CMS reporting programs, such as 
the Home Health Quality Reporting 
Program (HH QRP), to the extent 
possible, in order to minimize HHAs’ 
reporting burden, as well as to focus on 
outcome-based measures where possible 
and align to clinical or best practice. 


With respect to the commenter’s 
concern that removal of the ‘‘Influenza’’ 
measure from the HHVBP model’s 
applicable measure set would result in 
the vaccine not being given, we note 
that while the purpose of including 
these measures may be to drive certain 
outcomes or processes, such as 
administering a vaccine, removing the 
measure from the HHVBP Model’s 
applicable measure set does not mean 
that HHAs will avoid providing 
appropriate care when needed. 
Moreover, although the ‘‘Influenza’’ 
measure was removed from the Quality 
of Patient Care Star Rating effective 
April 2018, HHAs will continue to 
report the measure in the HH QRP and 
it will continue to be displayed on 
Home Health Compare (HHC). As 
discussed in the proposed rule, we 
proposed to remove this measure from 
the HHVBP model’s applicable measure 
set in response to concerns that it may 
not fully capture HHA performance in 
the administration of the influenza 
vaccine. However, we believe that 
HHAs will continue to have an 
incentive to provide the vaccine where 
appropriate. 


With respect to the removal of the 
Pneumococcal Polysaccharide Vaccine 
Ever Received measure, we note that 
CMS is finalizing in this final rule with 
comment period the removal of this 
measure for purposes of the HH QRP 
beginning with the CY 2021 HH QRP 
and will publicly report the measure on 
HHC until January 2021. As we discuss 
in response to comments in section V. 
of this final rule with comment period, 
while we understand that assessing and 
appropriately vaccinating patients are 
important components of the care 
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39 CDC: Pneumococcal Disease. Retrieved from: 
http://www.cdc.gov/pneumococcal/about/ 
prevention.html. 


40 2017 Measures under Consideration List. 
https://www.cms.gov/Medicare/Quality-Initiatives- 
Patient-Assessment-Instruments/QualityMeasures/ 
Downloads/2017-CMS-Measurement-Priorities-and- 
Needs.pdf. 


process, we also prioritize ensuring that 
quality measures can be used by 
practitioners to inform their clinical 
decision and care planning activities. 
The updated ACIP pneumococcal 
vaccination recommendations require 
information that is often not available to 
HHAs, including whether the patient 
has previously been vaccinated, the type 
of pneumococcal vaccine received by 
the patient, as well as the sequencing of 
vaccine administration. In addition, the 
physician issuing orders and 
responsible for the home health plan of 
care may not be the patient’s primary 
care practitioner or other health care 
professional responsible for providing 
care and services to the patient before 
and after discharge from the agency, and 
therefore may not be best able to 
provide the HHA with such 
information. Finally, even if the 
pneumococcal vaccination status of the 
patient is available, OASIS Items 
M1051, Pneumococcal Vaccine and 
M1056, Reason Pneumococcal Vaccine 
not received that are used in the 
calculation of this measure do not 
correspond to the updated ACIP 
pneumococcal vaccination 
recommendations and therefore may not 
accurately measure HHA performance 
in this area. However, we understand 
and value the role pneumococcal 
vaccines play in preventing 
pneumococcal disease 39 and we 
encourage that, whenever possible and 
as appropriate, HHAs provide 
pneumococcal vaccinations for their 
patients. As with the influenza 
vaccination measure, we do not believe 
that our removal of this measure from 
the HHVBP model will result in HHAs 
failing to provide appropriate care for 
beneficiaries. 


Final Decision: After considering 
public comments, we are finalizing as 
proposed the removal of the Influenza 
Immunization Received for Current Flu 
Season and Pneumococcal 
Polysaccharide Vaccine Ever Received 
measures from the set of applicable 
measures beginning with PY4 and 
subsequent years of the model. 


2. Replacement of Three OASIS-Based 
Measures With Two Composite 
Measures Beginning With Performance 
Year 4 


As previously noted, one of the goals 
of the HHVBP Model is to study new 
potential quality and efficiency 
measures for appropriateness in the 
home health setting. In the CY 2018 HH 
PPS Final Rule, we solicited comment 


on additional quality measures for 
future consideration in the HHVBP 
model, specifically a Total Change in 
ADL/IADL Peformance by HHA Patients 
Measure, a Composite Functional 
Decline Measure, and behavioral health 
measures (82 FR 51706 through 51711). 
For the reasons discussed in the 
proposed rule (83 FR 32427 through 
32429), we proposed to replace three 
individual OASIS measures 
(Improvement in Bathing, Improvement 
in Bed Transferring, and Improvement 
in Ambulation-Locomotion) with two 
composite measures: Total Normalized 
Composite Change in Self-Care and 
Total Normalized Composite Change in 
Mobility. As we discussed in the CY 
2019 HH PPS proposed rule, these 
proposed measures use several of the 
same ADLs as the composite measures 
discussed in the CY 2018 HH PPS final 
rule (82 FR 51707). Our contractor 
convened a TEP in November 2017, 
which supported the use of two 
composite measures in place of the 
three individual measures because HHA 
performance on the three individual 
measures would be combined with HHA 
performance on six additional ADL 
measures to create a more 
comprehensive assessment of HHA 
performance across a broader range of 
patient ADL outcomes. The TEP also 
noted that HHA performance is 
currently measured based on any 
change in improvement in patient 
status, while the composite measures 
would report the magnitude of patient 
change (either improvement or decline) 
across six self-care and three mobility 
patient outcomes. 


We indicated in the proposed rule 
that there are currently three ADL 
improvement measures in the HHVBP 
Model (Improvement in Bathing, 
Improvement in Bed Transferring, and 
Improvement in Ambulation- 
Locomotion). The maximum cumulative 
score across all three measures is 30. 
Because we proposed to replace these 
three measures with the two composite 
measures, we also proposed that each of 
the two composite measures would have 
a maximum score of 15 points, to ensure 
that the relative weighting of ADL-based 
measures would stay the same. That is, 
there would still be a maximum of 30 
points available for ADL-related 
measures. 


We stated that the proposed Total 
Normalized Composite Change in Self- 
Care and Total Normalized Composite 
Change in Mobility measures would 
represent a new direction in how 
quality of patient care is measured in 
home health. We stated that both of 
these proposed composite measures 
combine several existing and endorsed 


HH QRP outcome measures into focused 
composite measures to enhance quality 
reporting. These proposed composite 
measures fit within the Patient and 
Family Engagement 40 domain as 
functional status and functional decline 
are important to assess for residents in 
home health settings. Patients who 
receive care from an HHA may have 
functional limitations and may be at risk 
for further decline in function because 
of limited mobility and ambulation. 


The proposed Total Normalized 
Composite Change in Self-Care measure 
computes the magnitude of change, 
either positive or negative, based on a 
normalized amount of possible change 
on each of six OASIS-based quality 
outcomes. These six outcomes are as 
follows: 
• Improvement in Grooming (M1800) 
• Improvement in Upper Body Dressing 


(M1810) 
• Improvement in Lower Body Dressing 


(M1820) 
• Improvement in Bathing (M1830) 
• Improvement in Toileting Hygiene 


(M1845) 
• Improvement in Eating (M1870) 


The proposed Total Normalized 
Composite Change in Mobility measure 
computes the magnitude of change, 
either positive or negative, based on the 
normalized amount of possible change 
on each of three OASIS-based quality 
outcomes. These three outcomes are as 
follows: 
• Improvement in Toilet Transferring 


(M1840) 
• Improvement in Bed Transferring 


(M1850) 
• Improvement in Ambulation/ 


Locomotion (M1860) 
The magnitude of possible change for 


these OASIS items varies based on the 
number of response options. For 
example, M1800 (grooming) has four 
behaviorally-benchmarked response 
options (0 = most independent; 3 = least 
independent) while M1830 (bathing) 
has seven behaviorally-benchmarked 
response options (0 = most 
independent; 6 = least independent). 
The maximum possible change for a 
patient on item M1800 is 3, while the 
maximum possible change for a patient 
on item M1830 is 6. We indicated that 
both proposed composite measures 
would be computed and normalized at 
the episode level, then aggregated to the 
HHA level using the following steps: 


• Step 1: Calculate absolute change 
score for each OASIS item (based on 
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41 Data Specifications—https://www.cms.gov/ 
Medicare/Quality-Initiatives-Patient-Assessment- 
Instruments/OASIS/DataSpecifications.html. 


change between Start of Care (SOC)/ 
Resumption of Care (ROC) and 
discharge) used to compute the Total 
Normalized Composite Change in Self- 
Care (6 items) or Total Normalized 
Composite Change in Mobility (3 items) 
measures. 


• Step 2: Normalize scores based on 
maximum change possible for each 
OASIS item (which varies across 
different items). The normalized scores 
result in a maximum possible change for 
any single item equal to ‘‘1’’; this score 
is provided when a patient achieves the 
maximum possible change for the 
OASIS item. 


• Step 3: Total score for Total 
Normalized Composite Change in Self- 
Care or Total Normalized Composite 
Change in Mobility is calculated by 
summing the normalized scores for the 
items in the measure. Hence, the 
maximum possible range of normalized 
scores at the patient level for Total 
Normalized Composite Change in Self- 


Care is ¥6 to +6, and for Total 
Normalized Composite Change in 
Mobility is ¥3 to +3. 


We created two prediction models for 
the proposed Total Normalized 
Composite Change in Self-Care (TNC_
SC) and Total Normalized Composite 
Change in Mobility (TNC_MOB) 
measures using information from OASIS 
items and patient clinical condition 
categories (see Table 37 for details on 
the number of OASIS items and OASIS 
clinical categories used in the 
prediction models). We computed 
multiple ordinary least squares (OLS) 
analyses beginning with risk factors that 
were available from OASIS D items and 
patient condition groupings. Any single 
OASIS D item might have more than 
one risk factor because we create 
dichotomous risk factors for each 
response option on scaled (from 
dependence to independence) OASIS 
items. Those risk factors that were 
statistically significant at p<0.0001 level 


were kept in the prediction model. 
These two versions (CY 2014 and CY 
2015) of the prediction models were 
done as ‘‘proof of concept.’’ We 
proposed that the actual prediction 
models for the composite measures, if 
finalized, would use episodes of care 
that ended in CY 2017, which we 
proposed would be the baseline year for 
the quality outcome measures used to 
compute the two proposed composite 
measures, as listed previously. The 
baseline year for these two composite 
measures would be CY 2017. 


The following table (Table 37) 
provides an overview of results from the 
CY 2014 and CY 2015 prediction 
models for each proposed measure with 
estimated R-squared values comparing 
observed vs. predicted episode-level 
performance. This same information 
was included in Table 50 of the CY 2019 
HH PPS proposed rule (83 FR 32428 
through 32429). 


Table 37 presents the following 
summary information for the prediction 
models for the two proposed composite 
measures. 


• Prediction Model for: This column 
identifies the measure and year of data 
used for the two ‘‘proof of concept’’ 
prediction models created for each of 
the two proposed composite measures, 
Total Normalized Composite Change in 
Self-Care (TNC_SC) and Total 
Normalized Composite Change in 
Mobility (TNC_MOB). The development 
of the prediction models was identical 
in terms of the list of potential risk 
factors and clinical categories. The only 
difference was one set of prediction 
models used episodes of care that ended 
in CY 2014, while the other set of 
prediction models used episodes of care 
that ended in CY 2015. 


• Number of OASIS Items Used: This 
column indicates the number of OASIS 
items used as risk factors in the 
prediction model. For each prediction 
model, the number of OASIS items used 


is based on the number of risk factors 
that were statistically significant at 
p<0.0001 level in the prediction model. 


• Number of Clinical Categories: This 
column indicates the number of patient 
clinical categories (for example, 
diagnoses related to infections or 
neoplasms or endocrine disorders) that 
are used as risk factors in the prediction 
model. 


• R-squared Value: The R-squared 
values are a measure of the proportion 
of the variation in outcomes that is 
accounted for by the prediction model. 
The results show that the methodology 
that was used to create the prediction 
models produced very consistent 
models that predict at least 29 percent 
of the variability in the proposed 
composite measures. 


The prediction models are applied at 
the episode level to create a specific 
predicted value for the composite 
measure for each episode of care. These 
episode level predicted values are 
averaged to compute a national 


predicted value and an HHA predicted 
value. The episode level observed 
values are averaged to compute the 
HHA observed value. The HHA TNC_SC 
and TNC_MOB observed scores are risk 
adjusted based on the following 
formula: 
HHA Risk Adjusted = HHA Observed + 


National Predicted ¥ HHA 
Predicted 


We explained in the proposed rule 
that HHAs are not allowed to skip any 
of the OASIS items that are used to 
compute these proposed composite 
measures or the risk factors that 
comprise the prediction models for the 
two proposed composite measures. The 
OASIS items typically do not include 
‘‘not available (NA)’’ or ‘‘unknown 
(UK)’’ response options, and per 
HHQRP requirements,41 HHAs must 
provide responses to all OASIS items for 
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the OASIS assessment to be accepted 
into the CMS data repository. Therefore, 
while we believed the likelihood that a 
value for one of these items would be 
missing is extremely small, we proposed 
to impute a value of ‘‘0’’ if a value is 
‘‘missing.’’ Specifically, if for some 
reason the information on one or more 
OASIS items that are used to compute 
TNC_SC or TNC_MOB is missing, we 
impute the value of ‘‘0’’ (no change) for 
the missing value. Similarly, if for some 
reason the information on one or more 
OASIS items that are used as a risk 
factor is missing, we impute the value 
of ‘‘0’’ (no effect) for missing values that 
comprise the prediction models for the 
two proposed composite measures. We 
presented summary information for 
these two proposed composite measures 
in Table 51 of the proposed rule (83 FR 
32429 through 32431). We explained 
that because the proposed TNC_SC and 
TNC_MOB are composite measures 
rather than simple outcome measures, 
the terms ‘‘Numerator’’ and 
‘‘Denominator’’ do not apply to how 
these measures are calculated. 
Therefore, for these proposed composite 
measures, the ‘‘Numerator’’ and 
‘‘Denominator’’ columns in Table 51 of 
the proposed rule were replaced with 
columns describing ‘‘Measure 
Computation’’ and ‘‘Risk Adjustment.’’ 


We invited public comment on our 
proposals to replace three OASIS-based 
measures, Improvement in Ambulation- 
Locomotion, Improvement in Bed 
Transferring, and Improvement in 
Bathing, with two proposed composite 
measures, Total Normalized Composite 
Change in Self-Care and Total 
Normalized Composite Change in 
Mobility, for PY4 and subsequent 
performance years. 


Comment: Many commenters 
supported replacing the three OASIS- 
based measures, Improvement in 
Ambulation-Locomotion, Improvement 
in Bed Transferring, and Improvement 
in Bathing, with the two composite 
measures, Total Normalized Composite 
Change in Self-Care and Total 
Normalized Composite Change in 
Mobility. Some commenters, including 
MedPAC, expressed concerns with the 
composite measures, stating that such 
measures represent reporting elements 
completely within the control of HHAs 
and may incentivize them to change 
their coding practices in order to 
improve performance on such measures 
(and thus, positively affect risk- 
adjustment or payment adjustments in 
their favor). Another commenter 
questioned the methodology for the 
maximum possible change calculation, 
as each patient’s maximum score for a 
specific question would be based upon 


the total number of responses possible 
for that OASIS question. The 
commenter was concerned that this 
methodology does not create an equal 
ability for HHAs to improve outcomes 
for certain populations of patients, such 
as those who benefit from home health 
physical therapy but have limited 
ability to improve upon scores on 
certain OASIS items such as transferring 
due to chronic musculoskeletal or 
neurological conditions. This same 
commenter questioned the use of a CY 
2017 baseline year for these new 
composite measures, rather than the CY 
2015 baseline year used for the other 
measures in the measure set, which it 
believed added complexity to the 
model. Another commenter expressed 
concern about the proposed Total 
Normalized Composite Change in Self 
Care measure, citing that the proposed 
composite measure uses outcome 
measures that are not currently included 
in the HHVBP Model and have not been 
a priority focus for quality improvement 
for agencies participating in the HHVBP 
Model. 


Response: With regard to the concerns 
raised by MedPAC and others regarding 
the data elements that comprise the 
composite measures, we note that we 
are also finalizing our proposal (as 
discussed elsewhere in this final rule 
with comment period) to reduce the 
weight of the OASIS-based measures 
relative to the other measure areas 
(claims-based and HHCAHPS). 
Although we continue to believe that 
the OASIS-based measures yield reliable 
information for assessing HHAs’ quality 
performance and capture important 
information about beneficiaries’ 
function and improvement, our 
weighting methodology will increase 
the collective weight of the claims-based 
and HHCAHPS measures, which utilize 
data from claims and patient surveys 
and not self-reported data, relative to 
the OASIS-based measures. Regarding 
the commenter’s concerns with the 
composite measure methodology, as 
discussed previously, our methodology 
uses normalized scores that take into 
account the difference in measure 
response scales, and result in a 
maximum possible change for any 
single OASIS item that is equal to ‘‘1’’ 
regardless of the possible range of 
response options for that particular 
OASIS item. This methodology accounts 
for changes to the scores on individual 
OASIS items while also taking into 
account that not all patients are able to 
significantly improve on all aspects of 
each composite measure. In the case of 
patients with certain chronic conditions 
where there is limited ability to improve 


on some areas of mobility, as the 
commenter noted, such beneficiaries 
may still benefit from home health care 
services such as physical therapy. We 
believe that including the composite 
measure (versus including one or more 
individual OASIS items related to 
transfers, which would place more 
weight on those individual items) will 
encourage HHAs to focus on improving 
overall mobility without penalizing 
HHAs that are unable to improve on 
OASIS scores for certain patients on a 
particular item. Regarding the comment 
that CMS is adding complexity to the 
model by using CY 2017 as the baseline 
year for the composite measures rather 
than the CY 2015 baseline year used for 
the remainder of the measures in the 
measure set, we note that, as we 
indicated in the CY 2016 HH PPS final 
rule, for the starter set of quality 
measures used in the model, 2015 
would consistently be used as the 
baseline period in order to evaluate the 
degree of change that may occur over 
the multiple years of the model (80 FR 
68681). These new composite measures 
were not part of the model’s starter set. 
We believe that using more currently 
available calendar year data to assess 
HHA performance on these new 
composite measures will result in a 
more accurate performance score. 


Finally, while not all of the OASIS 
items that comprise the Total 
Normalized Composite Change in Self 
Care composite measure are currently 
included in the measure set for the 
HHVBP Model, the composite measure 
would use data on these OASIS items 
that are already collected from the 
participating HHAs. All HHAs must 
report such data in order to meet the 
requirements for certification as an 
HHA, per the Medicare Conditions of 
Participation (CoP) requirements at 
§ 484.55(c)(2). The individual OASIS 
items included in the Self-Care and 
Mobility composite measures focus on 
areas that target broad clinical goals 
related to therapy provided in the home 
setting: Improvement in ability to 
conduct activities of daily living for 
oneself (that is, dressing and bathing) 
and improvement in mobility (that is, 
ability to transfer). While not all of the 
individual OASIS items that comprise 
the composite measures are currently 
included in the HHVBP Model measure 
set, they reflect activities and goals that 
are consistent with the goals of the 
HHVBP Model: To encourage HHAs to 
improve the quality of care for 
beneficiaries. We expect that HHAs 
already focus on improvement in such 
areas not just because such items are 
included in the OASIS or are required 
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to be reported in order to become a 
Medicare-certified HHA, but also 
because self-care and mobility are areas 
of great importance to patients and 
families and improvement in such areas 
may allow beneficiaries to remain in the 
home setting (versus an institution) and 
contribute to beneficiaries’ quality of 
life. Furthermore, we note that the 
Conditions of Participation require 
OASIS accuracy and that monitoring 
and reviewing is done by CMS 
surveyors. CMS also conducts activities 
to validate the same self-reported OASIS 
data that is used for payment. 


Comment: Many commenters 
suggested that stabilization measures 
should be recognized in HHVBP as 
opposed to just focusing on 
improvement measures, given that 
stabilization is sometimes a more 
realistic goal than improvement for 
certain patients. 


Response: We previously discussed 
our analyses of existing measures 
relating to stabilization in the CY 2016 
HH PPS final rule. Specifically, we 
stated that while we considered using 
some of the stabilization measures for 
this model, we found that in contrast to 
the average HHA improvement measure 


scores which ranged from 56 to 65 
percent, the average HHA stabilization 
measure scores ranged from 94 to 96 
percent. Using measures where the 
average rates are nearly 100 percent 
would not allow for meaningful 
comparisons between competing HHAs 
on the quality of care delivered (80 FR 
68669 through 68670). While the 
commenters did not suggest specific 
stabilization measures for our 
consideration, we note that in the years 
since the CY 2016 HH PPS final rule 
was published, we have continued to 
explore whether the inclusion of 
stabilization measures may be 
appropriate for the HHVBP Model, 
however we have not identified any 
such measures that we believe would 
allow for meaningful comparison of 
HHA performance. Although we 
appreciate commenters’ concerns that 
some beneficiaries may have limited 
opportunity to improve and that 
stabilization may be a more realistic 
goal for such patients, based on these 
analyses, we do not believe these 
measures are appropriate for inclusion 
in the Model at this time. 


Final Decision: After consideration of 
the public comments we received and 


for the reasons we discussed previously, 
we are finalizing our proposal to replace 
three OASIS-based measures, 
Improvement in Ambulation- 
Locomotion, Improvement in Bed 
Transferring, and Improvement in 
Bathing, with two composite measures, 
Total Normalized Composite Change in 
Self-Care and Total Normalized 
Composite Change in Mobility, for PY4 
and subsequent performance years. 


Table 38 reflects our finalized polices 
to remove the Influenza Immunization 
Received for Current Flu Season and 
Pneumococcal Polysaccharide Vaccine 
Ever Received measures and to replace 
the Improvement in Ambulation- 
Locomotion, Improvement in Bed 
Transferring, and Improvement in 
Bathing measures with the new Total 
Normalized Composite Change in Self- 
Care and Total Normalized Composite 
Change in Mobility measures. Table 38 
identifies the applicable measures set 
for PY4 and each subsequent 
performance year until such time that 
another set of applicable measures, or 
changes to this measure set, are 
proposed and finalized in future 
rulemaking. 
BILLING CODE 4120–01–P 
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TABLE 38: MEASURE SET FOR THE HHVBP MODEL BEGINNING PY 4* 


Measure 
NQSDomains Measure Title Type Identifier Data Source Numerator Denominator 


Clinical Quality of Care Improvement in Outcome NA OASIS Number of home health episodes of care where the Number of home health episodes of 
Dyspnea (Ml400) discharge assessment indicates less dyspnea at care ending with a discharge during the 


discharge than at start (or resumption) of care. reporting period, other than those 
covered by generic or measure-specific 
exclusions. 


Communication & Care Discharged to Outcome NA OASIS Number of home health episodes where the Number of home health episodes of 
Coordination Community (M2420) assessment completed at the discharge indicates the care ending with discharge or transfer 


patient remained in the community after discharge. to inpatient facility during the 
reporting period, other than those 
covered by generic or measure-specific 
exclusions. 


Efficiency & Cost Acute Care Outcome NQF0171 CCW (Claims) Number of home health stays for patients who have Number of home health stays that 
Reduction Hospitalization: a Medicare claim for an unplanned admission to an begin during the 12-month observation 


Unplanned acute care hospital in the 60 days following the start period. A home health stay is a 
Hospitalization during of the home health stay. sequence of home health payment 
first 60 days of Home episodes separated from other home 
Health health payment episodes by at least 60 


days. 
Efficiency & Cost Emergency Department Outcome NQF0173 CCW (Claims) Number of home health stays for patients who have Number of home health stays that 
Reduction Use without a Medicare claim for outpatient emergency begin during the 12-month observation 


Hospitalization department use and no claims for acute care period. A home health stay is a 
hospitalization in the 60 days following the start of sequence of home health payment 
the home health stay. episodes separated from other home 


health payment episodes by at least 60 
days. 


Patient Safety Improvement in Pain Outcome NQF0177 OASIS Number of home health episodes of care where the Number of home health episodes of 
Interfering with (M1242) value recorded on the discharge assessment indicates care ending with a discharge during the 
Activity less frequent pain at discharge than at the start (or reporting period, other than those 


resumption) of care. covered by generic or measure-specific 
exclusions. 


Patient Safety Improvement in Outcome NQF0176 OASIS Number of home health episodes of care where the Number of home health episodes of 
Management of Oral (M2020) value recorded on the discharge assessment indicates care ending with a discharge during the 
Medications less impairment in taking oral medications correctly reporting period, other than those 


at discharge than at start (or resumption) of care. covered by generic or measure-specific 
exclusions. 


Patient & Caregiver- Care of Patients Outcome CARPS NA NA 
Centered Experience 
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Measure 
NQSDomains Measure Title Type Identifier Data Source Numerator Denominator 


Patient & Caregiver- Communications Outcome CAHPS NA NA 
Centered Experience between Providers and 


Patients 
Patient & Caregiver- Specific Care Issues Outcome CAHPS NA NA 
Centered Experience 
Patient& Overall rating of home Outcome CAHPS NA NA 
Caregiver-Centered health care 
Experience 
Patient& Willingness to Outcome CAHPS NA NA 
Caregiver-Centered recommend the agency 
Experience 
Population/Community Influenza Vaccination Process NQF043 1 Reported by Healthcare personnel in the denominator population Number of healthcare personnel who 
Health Coverage for Home (Used in HHAs through who during the time from October I (or when the are working in the healthcare facility 


Health Care Personnel other care Web Portal vaccine became available) through March 31 of the for at least I working day between 
settings, following year: (a) received an influenza vaccination October I and March 31 of the 
not Home administered at the healthcare facility, or reported in following year, regardless of clinical 
Health) writing or provided documentation that influenza responsibility or patient contact. 


vacc ination was received elsewhere: or b) were 
determined to have a medical 
contraindication/condition of severe a llergic reaction 
to eggs or to other components of the vaccine or 
history of Guillain-Barre Syndrome within 6 weeks 
after a previous influenza vaccination; or (c) 
declined influenza vaccination; or (d) persons with 
unknown vaccination status or who do not otherwise 
meet any of the definitions of the previously 
mentioned numerator categories. 


Population/Community Herpes zoster Process NA Reported by Total number of Medicare beneficiaries aged 60 Total number of Medicare 
Health (Shingles) vaccination: HHAs through years and over who report having ever received beneficiaries aged 60 years and over 


Has the patient ever Web Portal zoster vaccine (shingles vaccine). receiving services from the HHA. 
received the shingles 
vaccination? 


Communication & Care Advance Care Plan Process NQF0326 Reported by Patients who have an advance care plan or surrogate All patients aged 65 years and older. 
Coordination I-I HAs through decision maker documented in the medical record or 


Web Portal documentation in the medical record that an 
advanced care plan was discussed but the patient did 
not wish or was not ab le to name a surrogate 
decision maker or provide an advance care plan. 
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Measure 
NQSDomains Measure Title Type Identifier Data Source Numerator Denominator 


Patient and Family Total Normalized Composite NA OASIS The total normalized change in self-care functioning A prediction model is computed at the 
Engagement Composite Change in Outcome (M1800) across six OASIS items (grooming, bathing, upper & episode level. The predicted value for 


Self-Care** (MI8IO) lower body dress ing, toilet hygiene, and eating) the HHA and the national value of the 
(M1820) predicted values are calculated and are 
(M1830) used to calculate the risk-adjusted rate 
(M 1845) for the HHA, which is calculated using 
(M1870) this formula: HHA Risk Adjusted = 


HHA Observed + National Predicted -
HHA Predicted. 


Patient and Fami ly Total Normalized Composite NA OASIS The total normalized change in mobility functioning A prediction model is computed at the 
Engagement Composite Change in Outcome (MI840) across three OASIS items (toi let transferring, bed episode level. The predicted value for 


Mobility** (MI850) transferring, and ambulation/locomotion) the HHA and the national value of the 
(MI860) predicted values are calculated and are 


used to calculate the risk-adjusted rate 
for the HHA, which is calculated using 
this formula: HHA Risk Adjusted = 
HHA Observed + National Predicted -
HHA Predicted. 


*Notes: For more detailed information on the measures using OAS IS refer to the OASIS-C2 Gu idance Man ual effective January I, 2017 available at https:l/www.cms.gov/Medicare/Oualitv-lnitiatives
Patien t-Assessment-In strumcnts/Ho me Heal thOual ityl nits/Down loads/0 AS l S-C2-G u idance-Manual-6-2 9-16. pdf 
For NQF endorsed measures see The NQF Quality Positioning System available at http://www.qualitvforum.org/OPS. For non-NQF measures using OASIS see links for data tables related to OASIS 
measures at https:l/www.cms.gov/Medicare/Oualitv-lnitiatives-Patient-Assessment-lnstruments/HomeHealthOualitylnits/index.html. For information on HHCAHPS measures see 
https:l/homehealthcahps.org/SurveyandProtocols/SurveyMaterials.aspx. 
** Because the Total Normalized Composite Change in Self-Care and Mobility measures are composite measures rather than simply outcome measures, the terms "Numerator" and " Denominator" do 
not apply. 



https://www.cms.gov/Medicare/Quality-lnitiatives-Patient-Assessment-Instruments/HomeHealthQualitylnits/Downloads/0ASlS-C2-Guidance-Manual-6-29-16.pdf

https://www.cms.gov/Medicare/Quality-lnitiatives-Patient-Assessment-Instruments/HomeHealthQualitylnits/Downloads/0ASlS-C2-Guidance-Manual-6-29-16.pdf

http://www.qualityforum.org/QPS.

https://www.cms.gov/Medicare/Quality-lnitiatives-Patient-Assessment-lnstruments/HomeHealthQualitylnits/index.html.

https://homehealthcahps.org/SurveyandProtocols/SurveyMaterials.aspx
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3. Reweighting the OASIS-Based, 
Claims-Based, and HHCAHPS Measures 


In the CY 2016 HH PPS final rule, we 
finalized weighting measures within 
each of the HHVBP Model’s four 
classifications (Clinical Quality of Care, 
Care Coordination and Efficiency, 
Person and Caregiver-Centered 
Experience, and New Measures) the 
same for the purposes of payment 
adjustment. We finalized weighting 
each individual measure equally 
because we did not want any one 
measure within a classification to be 
more important than another measure, 
to encourage HHAs to approach quality 
improvement initiatives more broadly, 
and to address concerns where HHAs 
may be providing services to 
beneficiaries with different needs. 
Under this approach, a measure’s 
weight remains the same even if some 
of the measures within a classification 
group have no available data. We stated 
that in subsequent years of the Model, 
we would monitor the impact of equally 
weighting the individual measures and 
may consider changes to the weighting 
methodology after analysis and in 
rulemaking (80 FR 68679). 


For PY4 and subsequent performance 
years, we proposed to revise how we 
weight the individual measures and 
amend § 484.320(c) accordingly (83 FR 
32431). Specifically, we proposed to 
change our methodology for calculating 
the Total Performance Score (TPS) by 
weighting the measure categories so that 
the OASIS-based measure category and 
the claims-based measure category 
would each count for 35 percent and the 
HHCAHPS measure category would 
count for 30 percent of the 90 percent 
of the TPS that is based on performance 
of the Clinical Quality of Care, Care 
Coordination and Efficiency, and Person 
and Caregiver-Centered Experience 
measures. We noted that these measures 
and their proposed revised weights 


would continue to account for the 90 
percent of the TPS that is based on the 
Clinical Quality of Care, Care 
Coordination and Efficiency, and Person 
and Caregiver-Centered Experience 
measures. Data reporting for each New 
Measure would continue to have equal 
weight and account for the 10 percent 
of the TPS that is based on the New 
Measures collected as part of the Model. 
As discussed further in the proposed 
rule and in this final rule with comment 
period, we stated that we believe that 
this proposed reweighting, to allow 
more weight for the claims-based 
measures, would better support 
improvement in those measures. 


We explained in the proposed rule 
that weights would also be adjusted 
under our proposal for HHAs that are 
missing entire measure categories. For 
example, if an HHA is missing all 
HHCAHPS measures, the OASIS and 
claims-based measure categories would 
both have the same weight (50 percent 
each). We stated that we believe that 
this approach would also increase the 
weight given to the claims-based 
measures, and as a result give HHAs 
more incentive to focus on improving 
them. Additionally, if measures within 
a category are missing, the weights of 
the remaining measures within that 
measure category would be adjusted 
proportionally, while the weight of the 
category as a whole would remain 
consistent. We also proposed that the 
weight of the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure 
would be increased so that it has three 
times the weight of the Emergency 
Department Use without Hospitalization 
claims-based measure, based on our 
understanding that HHAs may have 
more control over the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 


Home Health claims-based measure. In 
addition, because inpatient 
hospitalizations generally cost more 
than ED visits, we stated that we believe 
improvement in the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure may 
have a greater impact on Medicare 
expenditures. 


We proposed to reweight the 
measures based on our ongoing 
monitoring and analysis of claims and 
OASIS-based measures, which shows 
that there has been a steady 
improvement in OASIS-based measures, 
while improvement in claims-based 
measures has been relatively flat. For 
example, Figures 1 and 2 (which were 
included as Figures 5 and 6 in the 
proposed rule) show the change in 
average performance for the claims- 
based and OASIS-based performance 
measures used in the Model. For both 
figures, we report the trends observed in 
Model and non-Model states. In both 
Model and non-Model states, there has 
been a slight increase (indicating worse 
performance) in the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health measure. For all OASIS- 
based measures, except the 
Improvement in Management of Oral 
Medications measure and the Discharge 
to Community measure, there has been 
substantial improvement in both Model 
and non-Model states. Given these 
results, we stated that we believe that 
increasing the weight given to the 
claims-based measures, and the Acute 
Care Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health measure in particular, may 
give HHAs greater incentive to focus on 
quality improvement in the claims- 
based measures. Increasing the weight 
of the claims-based measures was also 
supported by our contractor’s TEP. 
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Table 52 of the proposed rule (83 FR 
32434) showed the current weighting 
and the proposed revised weighting for 
each measure based on our proposal to 
change the weighting methodology from 
weighting each individual measure 
equally to weighting the OASIS, claims- 
based, and HHCAHPS measure 
categories at 35-percent, 35-percent and 
30-percent, respectively. Table 52 of the 
proposed rule also showed the proposed 
weighting methodology based on 
various scoring scenarios. This same 
information is presented in Table 39 of 
this final rule with comment period. For 
example, for HHAs that are exempt from 
their beneficiaries completing 
HHCAHPS surveys, the total weight 
given to OASIS-based measures scores 
would be 50 percent, with all OASIS- 
based measures (other than the two 
composite measures) accounting for an 
equal proportion of that 50 percent, and 
the total weight given to the claims- 
based measures scores would be 50 
percent, with the Acute Care 
Hospitalization: Unplanned 
Hospitalizations measure accounting for 
37.50 percent and the ED Use without 


Hospitalization measure accounting for 
12.50 percent. The OASIS- and claims- 
based measure categories would have 
equal weights in this scenario because 
the weight for each remaining category 
when one category is missing is based 
on the relative weight of the category 
when all three are present. Because both 
the OASIS- and claims-based categories 
would have a weight of 35% when 
HHCAHPS data is reported, each would 
have a 50% weight if HHCAHPS data is 
not available. However, if no claims- 
based measure data is available, the 
OASIS-based measures would have a 
higher weight than the HHCAHPS 
category, because their weights when all 
three categories are available are 35% 
and 30%, respectively. Finally, both 
Table 52 of the proposed rule and Table 
39 of this final rule with comment 
period show the change in the number 
of HHAs, by size, that would qualify for 
a TPS and payment adjustment under 
the current and proposed reweighting 
methodologies, using CY 2016 data. We 
noted in the proposed rule that Table 52 
only reflects the proposed changes to 
the weighting methodology, and not the 


other proposed changes to the HHVBP 
model for CY 2019 which, if finalized, 
would change the proposed weights as 
set forth in Table 52 (and Table 39 of 
this final rule with comment period). 
We referred readers to Table 65 of the 
proposed rule (83 FR 32506) which 
reflected the weighting that would 
apply if all of our proposed changes, 
including the proposed changes to the 
applicable measure set, were adopted 
for CY 2019. We indicated that as 
reflected in that table, the two proposed 
composite measures, if finalized, would 
have weights of 7.5 percent when all 
three measure categories are reported. 
For purposes of this final rule with 
comment period, we refer readers to 
Table 50 of this final rule with comment 
period, which reflects the weighting that 
will apply beginning in CY 2019 based 
on all of our finalized proposals, 
including the finalized reweighting and 
our finalized changes to the applicable 
measure set. As reflected in Table 50 of 
this final rule with comment period, the 
two finalized composite measures will 
have weights of 7.5 percent when all 
three measure categories are reported. 
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TABLE 39: CURRENT AND PROPOSED WEIGHTS FOR INDIVIDUAL PERFORMANCE MEASURES 


Current Wei2hts (Equal Weil!htinl!) Proposed Wei hts (OASIS 35%; Claims 35%; ImCAHPS 30%) 
No Claims No Claims 


All No No or or 
Measures ImCAHPS Claims HHCAHPS All Measures NoHHCAHPS No Claims HHCAHPS 
(n=l,026) (n=465) (n=20) (n=99) (n=l,026) (n=460) (n=20) (n=73) 


LargeHHAs 1023 382 20 49 1023 380 20 39 
SmallHHAs 3 83 0 50 3 80 0 34 


OASIS 
Flu vaccine ever received* 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Pneumococcal vaccine* 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Bathing** 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Bed Transfer** 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Ambulation** 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Oral Meds 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Dyspnea 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Improve Pain 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Discharge to Community 6.25% 9.09% 7.14% 11.11% 3.89% 5.56% 5.98% 11.11% 
Total wei~ht(or OASIS measures 56.25% 81.82% 64.26% 100.00% 35.00% 50.00% 53.85% 100.00% 


Claims 
Hospitalizations 6.25% 9.09% 0.00% 0.00% 26.25% 37.50% 0.00% 0.00% 
Outpatient ED 6.25% 9.09% 0.00% 0.00% 8.75% 12.50% 0.00% 0.00% 
Total wei~ht(or claims measures 12.50% 18.18% 0.00% 0.00% 35.00% 50.00% 0.00% 0.00% 


HHCAHPS 
Care of patients 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Communication between provider and patient 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Discussion of specific care issues 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Overall rating of care 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Willingness to recommend HHA to family or friends 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Total weightfor HHCAHPS measures 31.25% 0.00% 35.70% 0.00% 30.00% 0.00% 46.15% 0.00% 


Notes: *Measures proposed (and finalized) to be removed from the applicable measure set beginning CY 2019/PY 4. 
**Measures proposed (and finalized) to be removed from tbe applicable measure set and replaced with two new composite measures beginning CY 2019/PY 4. 
***The weights oftbe measure categories, when one category is removed, are based on the relative weight of each category when all measures are used. For example, ifthe two measure 
categories, Claims and OASIS, are expressed tben each category represents 50% because each oftbese categories has the same weight (35%) when all3 categories are represented. However, 
if only OASIS and HHCAHPS are expressed, OASIS represents 53.85% while HHCAHPS represents 46.15%, which represents the same relative proportion as 35% and 30%, the OASIS and 
HHCAHPS weights, respectively, when all three categories are present. 
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and Caregiver-Centered Experience 
classifications so that the OASIS-based 
measures account for 35-percent, the 
claims-based measures account for 35- 
percent, and the HHCAHPS account for 
30-percent of the 90 percent of the TPS 
that is based on performance on these 
measures, for PY4 and subsequent 
performance years. We also proposed to 
amend § 484.320 to reflect these 
proposed changes. Specifically, we 
proposed to amend § 484.320 to state 
that for performance years 4 and 5, CMS 
will sum all points awarded for each 
applicable measure within each 
category of measures (OASIS-based, 
claims-based, and HHCAHPS) excluding 
the New Measures, weighted at 35- 
percent for the OASIS-based measure 
category, 35-percent for the claims- 
based measure category, and 30-percent 
for the HHCAHPS measure category, to 
calculate a value worth 90-percent of 
the Total Performance Score. We also 
included a sample calculation in Table 
53 of the proposed rule (83 FR 32435) 
to show how this proposal, in 
connection with the proposed changes 
to the measure set, would affect scoring 
under the model as set forth in prior 
rulemaking (80 FR 68679 through 
68686) when all three measure 
categories are reported. 


The following is a summary of the 
public comments received on this 
proposal and our responses: 


Comment: Many commenters 
generally supported the reweighting of 
the measure categories for the purpose 
of encouraging additional focus on the 
claims-based measures, and also 
supported the proposed revised weights. 
Some commenters were concerned that 
reweighting the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure to 
be three times the weight of the 
Emergency Department Use without 
Hospitalization claims-based measure 
would make one measure too impactful 
for the overall TPS, and that significant 
weight on a single measure would 
encourage HHAs to focus on that one 
measure at the expense of other 
measures. A commenter suggested that 
the claims-based measure category 
should be reweighted higher, such as 60 
percent, because the commenter 
believed that claims-based measures 
were less likely to be subject to data 
manipulation than measures based on 
self-reported data. Another commenter 
recommended an increase in weighting 
for claims-based measures when 
HHCAHPS data are not available. 
MedPAC supported weighting claims 
measures more and recommended the 
OASIS measures be weighted less than 


the HHCAHPS measures because they 
believe that patient experience can be 
an important way to assess quality of 
care. 


Response: We appreciate the 
comments supporting reweighting in 
general as well as our proposed 
reweighting percentages. We proposed 
to weight the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure 
three times the weight of the Emergency 
Department Use without Hospitalization 
claims-based measure because of our 
belief that HHAs have greater ability to 
improve upon the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure 
than the ED measure, given that 
beneficiaries can self-refer to the ED but 
a hospitalization requires more direct 
clinician involvement (from either HHA 
staff or a community clinician with 
whom the HHA should be coordinating 
care) for an admission. As noted in the 
proposed rule, because inpatient 
hospitalizations generally cost more 
than ED visits, we also believe quality 
improvement in the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure may 
have a greater impact on reducing 
Medicare expenditures. We plan to 
monitor and evaluate the impact of 
weighting the Acute Care 
Hospitalization: Unplanned 
Hospitalization during first 60 days of 
Home Health claims-based measure 
three times the weight of the Emergency 
Department Use without Hospitalization 
claims-based measure. 


With regard to the commenter’s 
suggestion to reweight the claims-based 
measures to 60 percent, we are 
concerned that such an approach would 
encourage HHAs to focus on the claims- 
based measures (and particularly the 
Unplanned Hospitalization measure) at 
the expense of other quality 
improvement efforts, such as patient 
experience and mobility improvement, 
which are assessed through HHCAHPS 
and the OASIS measures. We are 
attempting to balance encouraging 
HHAs to focus on measures that may 
more heavily impact Medicare 
expenditures (such as the claims-based 
measures) with ensuring that HHAs 
focus on quality improvement across 
various focus areas, including those 
which are not directly measured 
through the claims-based measures, 
such as patient experience and mobility. 
As such, we do not believe we should 
increase the weight for claims-based 
measures above what we have proposed 


when HHCAHPS data are not available; 
rather, we believe a more gradual 
approach is appropriate for increasing 
HHAs’ focus on claims-based measures. 
In addition, we continue to believe that 
OASIS-based measures provide 
important information about quality of 
care and want to continue to encourage 
HHAs to further improve on such 
measures. Finally, with regard to 
MedPAC’s suggestion to weight the 
HHCAHPS higher than the OASIS-based 
measures, we agree with MedPAC that 
measuring patient experience during 
home health episodes is important. As 
discussed in this section, while we 
proposed to weight the HHCAHPS 
category less than the other two 
categories, the overall change in the 
weight for the HHCAHPS is not 
significant. As Table 50 reflects, 
HHCAHPS were reduced from 31.25 
percent to 30.00 percent for the category 
and from 6.25 percent to 6.00 percent 
for each individual HHCAHPS measure 
under our proposal. A greater reduction 
actually occurs for the OASIS-based 
measures (as shown in Table 50, total 
weight for OASIS measures goes from 
56.25 percent to 35.00 percent for the 
category and 6.25 percent to 5.00 
percent for individual OASIS measures, 
other than the two new composite 
measures). This is because under 
current policy each HHCAHPS, OASIS- 
based, and claims-based measure is 
weighted equally and because the 
number of measures in each category 
differs. We believe the proposed 
reweighting balances our interest in 
encouraging focus on claims-based 
measures as well as on the patient 
experience and OASIS-based measures. 


Comment: Several commenters 
suggested the weight of the HHCAHPS 
measures category should not be 
reduced because they are concerned that 
HHAs may focus less on improving 
upon HHCAHPS. Another commenter 
suggested that the HHCAHPS measure 
category should not have a lower weight 
than the OASIS measures category 
because the commenter believes that a 
lower weight would suggest that patient 
experience is less important than the 
other measures. 


Response: We acknowledge the 
importance of the HHCAHPS measures 
and gave them serious consideration 
when proposing measure category 
reweighting. In considering revisions to 
the weights for HHCAHPS versus the 
other measures, we attempted to balance 
placing more emphasis on claims-based 
measures (which may have a greater 
impact on Medicare expenditures) with 
continuing to encourage HHAs to focus 
on patient experience. We note that 
while the OASIS measures category will 
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be reweighted from 56.25 percent to 
35.0 percent (a reduction of 21.25 
percent), the HHCAHPS measures 
category will be reweighted from 31.25 
percent to 30 percent (a reduction of 
only 1.25 percent). We believe this 
moderate reweighting of the HHCAHPS 
measures category is appropriate 
because smaller HHAs are not required 
to submit their HHCAHPS measure 
scores due to their limited episodes of 
care, and therefore we believe that more 
weight should be allotted to measure 
categories with broader HHVBP Model 
reporting across HHAs of all types. 
However, as noted, our proposal only 
reduces the HHCAHPS weights very 
slightly, which is consistent with our 
belief and the view expressed by several 
commenters that patient experience is a 
crucial component of quality 
measurement during home health 
episodes. Based on our examination of 
performance data, we proposed to 
increase the weight of the claims-based 
measures, while still seeking to 
encourage HHAs to focus on other 
measure categories. CMS will also 
monitor and evaluate the impact of the 
reweighting of the overall measure 
categories and determine if additional 
adjustments are necessary in future 
years through rulemaking. 


Comment: Some commenters 
suggested that CMS should delay 
measure category reweighting or 
maintain the current weighting 
methodology because they believe that 
HHAs need more time to adapt to the 
HHVBP Model, and that CMS should 
wait for information on behavioral 
impacts from the new PDGM prior to 
making additional changes to HHVBP. 
Other commenters suggested that 
making changes, such as reweighting, 
would make the HHVBP Model difficult 
to evaluate and create an unfair 
environment for HHAs. 


Response: We carefully considered 
the impact on HHAs of our proposed 
changes to reweight the measure 
categories, as well as the effects on 
quality improvement for beneficiaries. 
We proposed to reweight the measure 
categories to allow for more weight to 
the claims-based measures to encourage 
further improvement on those measures, 
and place increased focus on 
accountability for areas of significant 
Medicare spending, such as 
hospitalizations. Because these 
measures have been a part of the 
HHVBP model’s applicable measure set 
from the start of the model, we believe 
HHAs will have sufficient time to 
appropriately adjust business practices 
and care methods as needed in light of 
the proposed reweighting. The 
evaluation of the HHVBP model will 


take into account changes in the model 
methodology and in the corresponding 
HHA environment, such as changes to 
the Home Health Prospective Payment 
System. 


Comment: Some commenters believed 
that the proposed reweighting may 
disincentivize some HHAs from serving 
vulnerable populations that are at risk 
for hospitalizations. A commenter stated 
that the proposed reweighting may 
incentivize further hospital stays. 


Response: We believe that the 
reweighting will encourage HHAs to 
further enhance their service structures 
to appropriately address the needs of 
Medicare beneficiaries of all types by 
using quality improvement processes 
that support the Model’s quality 
measures, including processes intended 
to reduce hospitalizations. We do not 
believe that reweighting the measures 
would discourage HHAs from serving 
vulnerable populations or incentivize 
further hospital stays. Rather, we 
believe that reweighting the measures to 
increase the emphasis on the claims- 
based ED use and unplanned 
hospitalization measures would 
encourage HHAs to increase the 
coordination with other providers and 
suppliers such as physicians and 
inpatient facilities (hospitals and post- 
acute care (PAC) facilities) in order to 
reduce ED visits and hospital 
admissions. We note that the claims- 
based ED and hospitalization measures 
are included in the HH QRP and reflect 
goals consistent with other CMS 
initiatives that focus on reducing 
avoidable hospital admissions, such as 
the Hospital Readmissions Reduction 
Program. We expect the proposed 
increase in the weight of these ED and 
hospitalization measures to incentivize 
avoiding hospital stays, not additional 
hospitalizations. We also do not expect 
that the reweighting will cause HHAs to 
implement policies that do not serve 
vulnerable populations at risk of 
hospitalization, but will instead 
encourage care coordination between 
HHAs and other health care providers to 
avoid hospitalizations, which may 
result in improved care for all 
beneficiaries, including vulnerable 
populations. Moreover, in determining 
the reweighting percentages, we 
proposed a weight of 30 percent for 
HHCAHPS in order to ensure patient 
experience across all vulnerable 
populations is not negatively affected by 
the reweighting. Finally, we note that 
HHAs in the HHVBP Model have 
opportunities to share strategies for 
success under the model, including 
reducing hospitalizations, through 
specialized technical assistance and 


learning events provided through the 
Model. 


Comment: A commenter suggested 
that the proposed reweighting was 
arbitrary and that providers should be 
evaluated based on the most important 
aspects of care. 


Response: We disagree that the 
proposed reweighting was arbitrary. The 
HHVBP model examines a broad array 
of quality measures that address critical 
quality areas. The selected measures are 
intended to have a high impact on care 
delivery and support the combined 
priorities of HHS and CMS to improve 
health outcomes, quality, safety, 
efficiency, and experience of care for 
patients. As discussed in response to 
other comments, the claims-based ED 
and hospitalization measures are 
included in the HH QRP and reflect 
goals consistent with other CMS 
initiatives that focus on reducing 
avoidable hospital admissions, and we 
believe our proposed reweighting will 
encourage increased focus on 
accountability for areas of significant 
Medicare spending, such as 
hospitalizations. 


Final Decision: For the reasons stated 
and after consideration of the comments 
received, we are finalizing the measure 
category reweighting as proposed. 
Specifically, we are finalizing our 
proposal to change our methodology for 
calculating the Total Performance Score 
(TPS) by weighting the measure 
categories so that the OASIS-based 
measure category and the claims-based 
measure category will each count for 35 
percent and the HHCAHPS measure 
category will count for 30 percent of the 
90 percent of the TPS that is based on 
performance on the Clinical Quality of 
Care, Care Coordination and Efficiency, 
and Person and Caregiver-Centered 
Experience measures. We refer readers 
to Table 50 in section X. Regulatory 
Impact Analysis of this final rule with 
comment period, which reflects the 
weighting that will apply beginning in 
CY 2019 based on all of our finalized 
proposals, including the finalized 
reweighting and our finalized changes 
to the applicable measure set. We are 
also finalizing our proposed 
amendments to § 484.320 without 
change. Specifically, we are amending 
§ 484.320 to state that for performance 
years 4 and 5, CMS will sum all points 
awarded for each applicable measure 
within each category of measures 
(OASIS-based, claims-based, and 
HHCAHPS) excluding the New 
Measures, weighted at 35-percent for the 
OASIS-based measure category, 35- 
percent for the claims-based measure 
category, and 30-percent for the 
HHCAHPS measure category, to 
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calculate a value worth 90-percent of 
the Total Performance Score. Table 40 
(which is identical to Table 53 of the 
proposed rule) is a sample calculation to 


show how this finalized policy, in 
connection with the finalized changes to 
the measure set, will affect the scoring 
under the model, as set forth in prior 


rulemaking (80 FR 68679 through 
68686), when all three measure 
categories are reported. 


C. Performance Scoring Methodology 


1. Rescoring the Maximum Amount of 
Improvement Points 


In the CY 2016 HH PPS final rule, we 
finalized that an HHA could earn 0 to 
10 points based on how much its 
performance in the performance period 
improved from its performance on each 
measure in the Clinical Quality of Care, 
Care Coordination and Efficiency, and 
Person and Caregiver-Centered 
Experience classifications during the 
baseline period. We noted, in response 
to public comment about our scoring 
methodology for improvement points, 


that we will monitor and evaluate the 
impact of awarding an equal amount of 
points for both achievement and 
improvement and may consider changes 
to the weight of the improvement score 
relative to the achievement score in 
future years through rulemaking (80 FR 
68682). 


We proposed to reduce the maximum 
amount of improvement points, from 10 
points to 9 points, for PY4 and 
subsequent performance years for all 
measures except for the Total 
Normalized Composite Change in Self- 
Care and Total Normalized Composite 
Change in Mobility measures, for which 


we proposed the maximum 
improvement points would be 13.5 (83 
FR 32435). The maximum score of 13.5 
represents 90 percent of the maximum 
15 points that could be earned for each 
of the two composite measures. The 
HHVBP Model focuses on having all 
HHAs provide high quality care and we 
stated in the proposed rule that we 
believe that awarding more points for 
achievement than for improvement 
beginning with PY4 of the model would 
support this goal. We stated that we 
expect that at this point several years 
into participation in the Model, 
participating HHAs have had enough 
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42 We note that in the proposed rule (83 FR 
32436), we inadvertently stated that the HHA could 
receive a maximum improvement score of 15 for 


these composite measures. As explained elsewhere 
in the proposed rule (83 FR 32435), we proposed 


that the maximum improvement points for these 
composite measures would be 13.5. 


time to make the necessary investments 
in quality improvement efforts to 
support a higher level of care, 
warranting a slightly stronger focus on 
achievement over improvement on 
measure performance. Furthermore, we 
stated that we believe that reducing the 
maximum improvement points to 9 
would encourage HHAs to focus on 
achieving higher performance levels, 
and incentivizing in this manner would 
encourage HHAs to rely less on their 
improvement and more on their 
achievement. 


We also stated in the proposed rule 
that this proposal would be consistent 
with public comments from prior 
rulemaking, and suggestions provided 
by our contractor’s TEP. As summarized 
in the CY 2016 HH PPS final rule, we 
received comments encouraging us to 
focus on rewarding the achievement of 
specified quality scores, and reduce the 
emphasis on improvement scores after 
the initial 3 years of the HHVBP Model. 
Some commenters suggested measuring 
performance primarily based on 
achievement of specified quality scores 
with a declining emphasis over time on 
improvement versus achievement (80 
FR 68682). 


The TEP also agreed with reducing 
the maximum number of improvement 


points, which they believed would 
better encourage HHAs to pursue 
improved health outcomes for 
beneficiaries. We noted in the proposed 
rule that for the Hospital Value-Based 
Purchasing (HVBP) Program, CMS 
finalized a scoring methodology where 
hospitals could earn a maximum of 9 
improvement points if their 
improvement score falls between the 
improvement threshold and the 
benchmark (76 FR 26515). We proposed 
that HHVBP would employ a similar 
scoring methodology where HHAs could 
earn a maximum of 9 improvement 
points. 


We proposed that an HHA would earn 
0–9 points based on how much its 
performance during the performance 
period improved from its performance 
on each measure in the Clinical Quality 
of Care, Care Coordination and 
Efficiency, and Person and Caregiver- 
Centered Experience classifications 
during the baseline period. We stated 
that a unique improvement range for 
each measure would be established for 
each HHA that defines the difference 
between the HHA’s baseline period 
score and the same state level 
benchmark for the measure used in the 
achievement scoring calculation, 


according to the proposed improvement 
formula. If an HHA’s performance on 
the measure during the performance 
period was— 


• Equal to or higher than the 
benchmark score, the HHA could 
receive an improvement score of 9 
points, or 13.5 points for the Total 
Normalized Composite Change in Self- 
Care and Total Normalized Composite 
Change in Mobility measures (an HHA 
with performance equal to or higher 
than the benchmark score could still 
receive the maximum of 10 points for 
achievement (or 15 points, for the 
composite measures)); 


• Greater than its baseline period 
score but below the benchmark (within 
the improvement range), the HHA could 
receive an improvement score of 0–9 
based on the formula and as illustrated 
in the examples (except for the Total 
Normalized Composite Change in Self- 
Care and Total Normalized Composite 
Change in Mobility measures, for which 
the maximum improvement score 
would be 13.5, as noted previously); 42 
or, 


• Equal to or lower than its baseline 
period score on the measure, the HHA 
could receive zero points for 
improvement. 


We also presented examples of how 
the proposed changes to the 
performance scoring methodology 
would be applied in the context of the 
measures in the Clinical Quality of Care, 
Care Coordination and Efficiency, and 
Person and Caregiver Centered 
Experience classifications (83 FR 32426 
through 32438). We invited public 
comment on the proposal to reduce the 
maximum amount of improvement 
points, from 10 points to 9 points for PY 
4 and subsequent performance years. 
The following is a summary of the 
public comments received on this 
proposal and our responses: 


Comment: Many commenters 
supported rescoring in general and the 
proposed rescoring. A commenter 
suggested that HHVBP should reward 
agencies based on achievement only, 
and another commenter stated that the 


proposed rescoring did not go far 
enough and would still penalize high 
performing agencies. 


Response: We appreciate the positive 
feedback on our proposed methodology. 
We believe that removing improvement 
scores from the Model could 
disadvantage smaller HHAs and those 
HHAs with limited resources. Although 
we proposed to reduce the maximum 
improvement points, we believe that the 
improvement points continue to play a 
necessary role in promoting the 
consistent improvement of HHAs within 
the Model states that are not performing 
equal to or above the state benchmark. 
We will monitor and evaluate the 
impact of reducing the maximum 
improvement points from 10 to 9 to 
determine if additional rescoring is 
necessary in future years through 
rulemaking. 


Final Decision: For the reasons stated 
and after consideration of the comments 
received, we are finalizing the rescoring 
of the maximum amount of 
improvement points, as proposed. 
Specifically, we are finalizing the 
reduction of the maximum amount of 
improvement points, from 10 points to 
9 points, for PY4 and subsequent 
performance years for all measures 
except for the Total Normalized 
Composite Change in Self-Care and 
Total Normalized Composite Change in 
Mobility measures, for which the 
maximum improvement points will be 
13.5. 


2. Examples of Calculating Achievement 
and Improvement Scores 


For illustrative purposes we present 
the following examples of how the 
changes to the performance scoring 
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43 Achievement points are calculated as 9 * (HHA 
Performance Year Score ¥ Achievement 
Threshold)/(Benchmark ¥ Achievement threshold) 
+ 0.5. 


44 As finalized, the revised formula for calculating 
improvement points is 9 * (HHA Performance Year 
Score¥HHA Baseline Period Score)/(HHA 
Benchmark¥HHA Baseline Period Score) ¥ 0.5. 
We note that in the proposed rule (83 FR 32436), 
we inadvertently included the achievement 
threshold of 75.358 in the denominator of this 
equation rather than HHA B’s baseline period score 
of 52.168, however, the calculated figures were 
correct. 


methodology will be applied in the 
context of the measures in the Clinical 
Quality of Care, Care Coordination and 
Efficiency, and Person and Caregiver 
Centered Experience classifications. 
These HHA examples are based on data 
from 2015 (for the baseline period) and 
2016 (for the performance year). We 
note that the figures and examples 
presented in this final rule with 
comment period are the same figures 
and examples set forth in the proposed 
rule (83 FR 32436 through 32438). 
Figure 3 shows the scoring for HHA ‘A’ 
as an example. The benchmark 
calculated for the improvement in pain 
measure is 97.676 for HHA A (note that 
the benchmark is calculated as the mean 
of the top decile in the baseline period 
for the state). The achievement 
threshold was 75.358 (this is defined as 
the performance of the median or the 
50th percentile among HHAs in the 
baseline period for the state). HHA A’s 
Year 1 performance rate for the measure 
was 98.348, which exceeds the 
benchmark so the HHA earned the 


maximum 10 points based on its 
achievement score. Its improvement 
score is irrelevant in the calculation 
because measure performance exceeded 
the benchmark. 


Figure 3 also shows the scoring for 
HHA ‘B.’ HHA B’s performance on this 
measure went from 52.168 (which was 
below the achievement threshold) in the 
baseline period to 76.765 (which is 
above the achievement threshold) in the 
performance period. Applying the 
achievement scale, HHA B will earn 
1.067 points for achievement, calculated 
as follows: 9 * (76.765 ¥ 75.358)/ 
(97.676 ¥ 75.358) + 0.5 = 1.067.43 
Calculating HHA B’s improvement score 
yields the following result: based on 
HHA B’s period-to-period improvement, 
from 52.168 in the baseline year to 
76.765 in the performance year, HHA B 
will earn 4.364 points, calculated as 
follows: 9 * (76.765 ¥ 52.168)/(97.676 


¥ 52.168) ¥ 0.5 = 4.364.44 Because the 
higher of the achievement and 
improvement scores is used, HHA B 
will receive 4.364 points for this 
measure. 


In Figure 4, HHA ‘C’ yielded a decline 
in performance on the improvement in 
pain measure, falling from 70.266 to 
58.487. HHA C’s performance during 
the performance period was lower than 
the achievement threshold of 75.358 
and, as a result, the HHA will receive 
zero points based on achievement. It 
will also receive zero points for 
improvement, because its performance 
during the performance period was 
lower than its performance during the 
baseline period. 
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FIGURE 3: EXAMPLE OF AN HHA EARNING POINTS BY 
ACHIEVEMENT OR IMPROVEMENT SCORING 


Achievemen 
t 


HHAA 


HHA B Improvement 


Measure: Improvement in Pain 


Achievement Threshold Benchmark 


75.358 <E(~-----~) 97.676 


Achievement 
Range 


HHA A Score: 10 maximum points for achievement 


Baseline 
Year Score 


Performance 
Year Score 


52.168 <E(:--------~)~ 76.765 


HHA B Score: The greater of 1.067 points for 
achievement and 4.364 points for improvement. 


98.348 
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We will monitor and evaluate the 
impact of reducing the maximum 
improvement points to 9 and will 
consider whether to propose more 
changes to the weight of the 
improvement score relative to the 
achievement score in future years 
through rulemaking. 


D. Update on the Public Display of Total 
Performance Scores 


In the CY 2016 HH PPS final rule (80 
FR 68658), we stated that one of the 
three goals of the HHVBP Model is to 
enhance the current public reporting 
processes. We reiterated this goal and 
continued discussing the public display 
of HHAs’ Total Performance Scores 
(TPSs) in the CY 2017 HH PPS final rule 
(81 FR 76751 through 76752). We 
believe that publicly reporting a 
participating HHA’s TPS will encourage 
providers and patients to use this 
information when selecting an HHA to 
provide quality care. We stated in the 
proposed rule that we were encouraged 
by the previous stakeholder comments 
and support for public reporting that 
could assist patients, physicians, 
discharge planners, and other referral 
sources to choose higher-performing 
HHAs. 


In the CY 2017 HH PPS final rule, we 
noted that a commenter suggested that 
we not consider public display until 
after the Model was evaluated. Another 
commenter favored the public display of 
the TPS, but recommended that CMS 
use a transparent process and involve 
stakeholders in deciding what will be 
reported, and provide a review period 
with a process for review and appeal 
before reporting. 


As discussed in the CY 2017 HH PPS 
final rule, we are considering public 
reporting for the HHVBP Model after 
allowing analysis of at least eight 
quarters of performance data for the 
Model and the opportunity to compare 
how these results align with other 
publicly reported quality data (81 FR 
76751). While we did not make a 
specific proposal in the CY 2019 HH 
PPS proposed rule, we solicited further 
public comment on what information, 
specifically from the CY 2017 Annual 
Total Performance Score and Payment 
Adjustment Reports and subsequent 
annual reports, should be made publicly 
available. We noted that HHAs have the 
opportunity to review and appeal their 
Annual Total Performance Score and 
Payment Adjustment Reports as 
outlined in the appeals process finalized 


in the CY 2017 HH PPS final rule (81 
FR 76747 through 76750). Examples of 
the information included in the Annual 
Total Performance Score and Payment 
Adjustment Report include the agency: 
name, address, TPS, payment 
adjustment percentage, performance 
information for each measure used in 
the Model (for example, quality measure 
scores, achievement, and improvement 
points), state and cohort information, 
and percentile ranking. We stated that 
based on the public comments received, 
we will consider what information, 
specifically from the annual reports, we 
may consider proposing for public 
reporting in future rulemaking. 


Comment: Several commenters 
expressed support for publicly reporting 
information from the Annual Total 
Performance Score and Payment 
Adjustment Reports as they believe it 
would better inform consumers and 
allow for more meaningful and objective 
comparisons among HHAs. A 
commenter suggested that CMS consider 
providing an actual percentile ranking 
for HHAs along with their TPS as this 
would provide more information to both 
HHAs and the public. Another 
commenter expressed interest in 
publicly reporting all information 
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relevant to the HHVBP Model such as 
the agency’s performance on the 
individual measures, percentile 
rankings, and comparison by state and 
cohort. Several commenters expressed 
concern with publicly displaying HHAs’ 
TPSs citing that the methodology is still 
evolving and this data would only 
represent a subset of home health 
providers participating in the Model. 
Commenters also pointed out that 
consumers already have access to the 
quality measures in the Model as the 
measures themselves are already 
publicly reported on Home Health 
Compare. A commenter recommended 
not publicly reporting the data until all 
states are participating in the Model 
because it believes publicly reporting 
data for one state but not the other can 
be confusing for consumers. 


Response: We appreciate the 
comments on when and what to 
publicly report and will work to ensure 
any data that are publicly reported from 
the Annual Total Performance Score 
and Payment Adjustment Reports are 
thoroughly explained and gives 
patients, physicians, discharge planners, 
and other referral sources the 
knowledge they need to choose higher- 
performing HHAs. We intend, if 
appropriate, to propose what would be 
publicly reported and when in future 
rulemaking. 


We received a number of out-of-scope 
comments on policy areas not addressed 
by our proposals, including requests for 
us to expand the HHVBP Model to a 
national program. We thank the 
commenters for their input and would 
address any future changes through 
rulemaking. 


V. Home Health Quality Reporting 
Program (HH QRP) 


A. Background and Statutory Authority 


Section 1895(b)(3)(B)(v)(II) of the (the 
Act) requires that for 2007 and 
subsequent years, each HHA submit to 
the Secretary in a form and manner, and 
at a time, specified by the Secretary, 
such data that the Secretary determines 
are appropriate for the measurement of 
health care quality. To the extent that an 
HHA does not submit data with respect 
to a year in accordance with this clause, 
the Secretary is directed to reduce the 
HH market basket percentage increase 
applicable to the HHA for such year by 
2 percentage points. As provided at 
section 1895(b)(3)(B)(vi) of the Act, 
depending on the market basket 
percentage increase applicable for a 
particular year, for 2015 and each 
subsequent year (except 2018), the 
reduction of that increase by 2 
percentage points for failure to comply 


with the requirements of the HH QRP 
and further reduction of the increase by 
the productivity adjustment described 
in section 1886(b)(3)(B)(xi)(II) of the Act 
may result in the home health market 
basket percentage increase being less 
than 0.0 percent for a year, and may 
result in payment rates under the Home 
Health PPS for a year being less than 
payment rates for the preceding year. 


For more information on the policies 
we have adopted for the HH QRP, we 
refer readers to the CY 2007 HH PPS 
final rule (71 FR 65888 through 65891), 
the CY 2008 HH PPS final rule (72 FR 
49861 through 49864), the CY 2009 HH 
PPS update notice (73 FR 65356), the 
CY 2010 HH PPS final rule (74 FR 58096 
through 58098), the CY 2011 HH PPS 
final rule (75 FR 70400 through 70407), 
the CY 2012 HH PPS final rule (76 FR 
68574), the CY 2013 HH PPS final rule 
(77 FR 67092), the CY 2014 HH PPS 
final rule (78 FR 72297), the CY 2015 
HH PPS final rule (79 FR 66073 through 
66074), the CY 2016 HH PPS final rule 
(80 FR 68690 through 68695), the CY 
2017 HH PPS final rule (81 FR 76752), 
and the CY 2018 HH PPS final rule (82 
FR 51711 through 51712). 


Although we have historically used 
the preamble to the HH PPS proposed 
and final rules each year to remind 
stakeholders of all previously finalized 
program requirements, we have 
concluded that repeating the same 
discussion each year is not necessary for 
every requirement, especially if we have 
codified it in our regulations. 
Accordingly, the following discussion is 
limited as much as possible to a 
discussion of our proposals, the 
comments we received on those 
proposals and our responses to those 
comments, and policies we are 
finalizing for future years of the HH 
QRP after consideration of the 
comments. We intend to use this 
approach in our rulemakings for the HH 
QRP going forward. 


B. General Considerations Used for the 
Selection of Quality Measures for the 
HH QRP 


1. Background 


For a detailed discussion of the 
considerations we historically use for 
measure selection for the HH QRP 
quality, resource use, and others 
measures, we refer readers to the CY 
2016 HH PPS final rule (80 FR 68695 
through 68696). 


Comment: A few commenters 
provided input on several topics 
associated with measure adoption the 
HH QRP. Specifically, a commenter 
expressed that the pace of removing 
historical OASIS items has not matched 


the addition of new measures that meet 
IMPACT Act requirements. The same 
commenter also requested that as 
IMPACT Act measures are added, along 
with the burden of data collection, the 
applicability of the measures to different 
settings be taken into consideration. 
Another commenter recommended that 
measures account for patients who do 
not have a goal of improvement and be 
tested to ensure their reliability and 
validity in the home setting. 


Response: We appreciate the 
comments. The removal of historic 
OASIS items has been guided by our 
assessment regarding their continued 
need, as well as our goal to streamline 
reporting requirements for HHAs and 
minimize the reporting burden as much 
as possible. Adopting measures that 
meet IMPACT Act requirements at the 
same pace that we remove other OASIS 
items would not further our goal to 
reduce burden. 


We interpret the comment regarding 
the applicability of quality measures 
across the post-acute care settings to 
mean that we should take into 
consideration the appropriateness of 
measures that would be used in both 
institutional and home-based settings. 
While we believe there can be overlap 
in patient populations across the four 
post-acute care (PAC) providers for 
which we are required to adopt 
measures that meet requirements under 
section 1899B of the Act, we recognize 
that each PAC provider setting also has 
unique attributes, and we take these 
differences into consideration during 
our measure development and 
maintenance work. 


With regard to the comment that we 
should consider the adoption of 
measures that take into account patients 
who may not have goals for 
improvement, we agree that not all 
patients may have goals associated with 
improvement and we are interested in 
the utilization of such measures that 
address this population in the HH QRP 
and in post-acute care in general. 
Further, we agree that such measures 
should be tested to ensure their 
reliability and validity in the home 
setting. 


2. Accounting for Social Risk Factors in 
the HH QRP Program 


In the CY 2018 HH PPS final rule (82 
FR 51713 through 51714) we discussed 
the importance of improving beneficiary 
outcomes including reducing health 
disparities. We also discussed our 
commitment to ensuring that medically 
complex patients, as well as those with 
social risk factors, receive excellent 
care. We discussed how studies show 
that social risk factors, such as being 
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45 See United States Department of Health and 
Human Services. ‘‘Healthy People 2020: Disparities. 
2014.’’ Available at: http://www.healthypeople.gov/ 
2020/about/foundation-health-measures/ 
Disparities; or National Academies of Sciences, 
Engineering, and Medicine. Accounting for Social 
Risk Factors in Medicare Payment: Identifying 
Social Risk Factors. Washington, DC: National 
Academies of Sciences, Engineering, and Medicine 
2016. 


46 Department of Health and Human Services 
Office of the Assistant Secretary for Planning and 
Evaluation (ASPE), ‘‘Report to Congress: Social Risk 
Factors and Performance under Medicare’s Value- 
Based Purchasing Programs.’’ December 2016. 
Available at: https://aspe.hhs.gov/pdf-report/report- 
congress-social-risk-factors-and-performance- 
under-medicares-value-based-purchasing- 
programs. 


47 Available at: http://www.qualityforum.org/ 
WorkArea/linkit.aspx?LinkIdentifier=id&
ItemID=86357. 


near or below the poverty level as 
determined by HHS, belonging to a 
racial or ethnic minority group, or living 
with a disability, can be associated with 
poor health outcomes and how some of 
this disparity is related to the quality of 
health care.45 Among our core 
objectives, we aim to improve health 
outcomes, attain health equity for all 
beneficiaries, and ensure that complex 
patients as well as those with social risk 
factors receive excellent care. Within 
this context, reports by the Office of the 
Assistant Secretary for Planning and 
Evaluation (ASPE) and the National 
Academy of Medicine have examined 
the influence of social risk factors in our 
value-based purchasing programs.46 As 
we noted in the CY 2018 HH PPS final 
rule (82 FR 51713 through 51714), 
ASPE’s report to Congress, which was 
required by the IMPACT Act, found 
that, in the context of value based 
purchasing programs, dual eligibility 
was the most powerful predictor of poor 
health care outcomes among those 
social risk factors that they examined 
and tested. ASPE is continuing to 
examine this issue in its second report 
required by the IMPACT Act, which is 
due to Congress in the fall of 2019. In 
addition, as we noted in the FY 2018 
IPPS/LTCH PPS final rule (82 FR 38428 
through 38429), the National Quality 
Forum (NQF) undertook a 2-year trial 
period in which certain new measures 
and measures undergoing maintenance 
review have been assessed to determine 
if risk adjustment for social risk factors 
is appropriate for these measures. The 
trial period ended in April 2017 and a 
final report is available at: http://
www.qualityforum.org/SES_Trial_
Period.aspx. The trial concluded that 
‘‘measures with a conceptual basis for 
adjustment generally did not 
demonstrate an empirical relationship’’ 
between social risk factors and the 
outcomes measured. This discrepancy 
may be explained in part by the 
methods used for adjustment and the 
limited availability of robust data on 


social risk factors. NQF has extended 
the socioeconomic status (SES) trial,47 
allowing further examination of social 
risk factors in outcome measures. 


In the CY 2018/FY 2018 proposed 
rules for our quality reporting and 
value-based purchasing programs, we 
solicited feedback on which social risk 
factors provide the most valuable 
information to stakeholders and the 
methodology for illuminating 
differences in outcomes rates among 
patient groups within a provider that 
will also allow for a comparison of those 
differences, or disparities, across 
providers. 


Feedback we received across our 
quality reporting programs included 
encouraging CMS to explore whether 
factors could be used to stratify or risk 
adjust the measures (beyond dual 
eligibility), to consider the full range of 
differences in patient backgrounds that 
might affect outcomes, to explore risk 
adjustment approaches, and to offer 
careful consideration of what type of 
information display will be most useful 
to the public. 


We also sought public comment on 
confidential reporting and future public 
reporting of some of our measures 
stratified by patient dual eligibility. In 
general, commenters noted that 
stratified measures could serve as tools 
for hospitals to identify gaps in 
outcomes for different groups of 
patients, improve the quality of health 
care for all patients, and empower 
consumers to make informed decisions 
about health care. Commenters 
encouraged us to stratify measures by 
other social risk factors such as age, 
income, and educational attainment. 
With regard to value-based purchasing 
programs, commenters also cautioned 
CMS to balance fair and equitable 
payment while avoiding payment 
penalties that mask health disparities or 
discouraging the provision of care to 
more medically complex patients. 
Commenters also noted that value-based 
payment program measure selection, 
domain weighting, performance scoring, 
and payment methodology must 
account for social risk. 


As a next step, we are considering 
options to improve health disparities 
among patient groups within and across 
hospitals by increasing the transparency 
of disparities as shown by quality 
measures. We also are considering how 
this work applies to other CMS quality 
programs in the future. We refer readers 
to the FY 2018 IPPS/LTCH PPS final 
rule (82 FR 38403 through 38409) for 


more details, where we discuss the 
potential stratification of certain 
Hospital IQR Program outcome 
measures. Furthermore, we continue to 
consider options to address equity and 
disparities in our value-based 
purchasing programs. 


We plan to continue working with 
ASPE, the public, and other key 
stakeholders on this important issue to 
identify policy solutions that achieve 
the goals of attaining health equity for 
all beneficiaries and minimizing 
unintended consequences. 


Comment: Several comments 
supported continued investigation of 
ways that social risk factors can be 
applied to quality measures. These 
commenters also provided 
recommendations for possible social 
risk factors, including family caregiver 
presence and degree of involvement, the 
Area Deprivation Index, patient 
preference, needs of specialty 
populations and disproportionate 
percentage of Medicaid patients. A 
commenter recommended collaboration 
with Accountable Health Communities 
to measure and eventually mitigate 
issues for those with advanced illness. 
Another commenter noted that there are 
statistical methods that can adjust for 
socioeconomic status (SES) factors that 
are independent of quality of care and 
will not adjust away actual quality 
disparities. The commenter also 
suggested that we explore the influence 
of neighborhood factors that could be 
available from other data sources and 
linked to a patient using address 
information. MedPAC noted that CMS 
should account for social risk factors in 
quality programs by adjusting payment 
through peer grouping and targeting 
technical assistance to low-performing 
providers. A few commenters expressed 
support for rewarding better outcomes 
for beneficiaries with social risk factors. 
Commenters also expressed support for 
the reporting of stratified outcomes 
measures to providers. 


Response: We thank the commenters 
for their comments and will take them 
into account as we further consider how 
to appropriately account for social risk 
factors in the HH QRP. We also refer the 
reader to the CY 2018 HH PPS final rule 
(82 FR 51713 through 51714), where we 
discussed many of the issues raised by 
these commenters. 


C. Removal Factors for Previously 
Adopted HH QRP Measures 


As a part of our Meaningful Measures 
Initiative, discussed in section I.D.1 of 
this final rule with comment period and 
in the CY 2019 HH PPS proposed rule 
(83 FR 32440 through 32441), we strive 
to put patients first, ensuring that they, 
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along with their clinicians, are 
empowered to make decisions about 
their own healthcare using data-driven 
information that is increasingly aligned 
with a parsimonious set of meaningful 
quality measures. We stated that we 
began reviewing the HH QRP measure 
set in accordance with the Meaningful 
Measures Initiative discussed in section 
I.D.1 of this final rule with comment 
period and in the CY 2019 HH PPS 
proposed rule (83 FR 32440 through 
32441), and that we are working to 
identify how to move the HH QRP 
forward in the least burdensome manner 
possible, while continuing to prioritize 
and incentivize improvement in the 
quality of care provided to patients. 


Specifically, we stated our belief that 
the goals of the HH QRP and the 
measures used in the program overlap 
with the Meaningful Measures Initiative 
priorities, including making care safer, 
strengthening person and family 
engagement, promoting coordination of 
care, promoting effective prevention and 
treatment, and making care affordable. 


We also stated that we had evaluated 
the appropriateness and completeness 
of the HH QRP’s current measure 
removal factors. In the CY 2017 HH PPS 
final rule (81 FR 76754 through 76755), 
we noted that we had adopted a process 
for retaining, removing, and replacing 
previously adopted HH QRP measures. 
To be consistent with other established 
quality reporting programs, in the CY 
2019 HH PPS proposed rule (83 FR 
32440 through 32441), we proposed to 
replace the six criteria used when 
considering a quality measure for 
removal, finalized in the CY 2017 HH 
PPS final rule (81 FR 76754 through 
76755), with the following seven 
measure removal factors, finalized for 
the LTCH QRP in the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53614 
through 53615), for the SNF QRP in the 
FY 2016 SNF PPS final rule (80 FR 
46431 through 46432), and for the IRF 
QRP in the CY 2013 OPPS/ASC final 
rule (77 FR 68502 through 68503), for 
use in the HH QRP: 


• Factor 1. Measure performance 
among HHAs is so high and unvarying 
that meaningful distinctions in 
improvements in performance can no 
longer be made. 


• Factor 2. Performance or 
improvement on a measure does not 
result in better patient outcomes. 


• Factor 3. A measure does not align 
with current clinical guidelines or 
practice. 


• Factor 4. A more broadly applicable 
measure (across settings, populations, or 
conditions) for the particular topic is 
available. 


• Factor 5. A measure that is more 
proximal in time to desired patient 
outcomes for the particular topic is 
available. 


• Factor 6. A measure that is more 
strongly associated with desired patient 
outcomes for the particular topic is 
available. 


• Factor 7. Collection or public 
reporting of a measure leads to negative 
unintended consequences other than 
patient harm. 


As we stated in the proposed rule, we 
believe these measure removal factors 
are substantively consistent with the 
criteria we previously adopted (but 
noted that we would be changing the 
terminology to call them ‘‘factors’’) and 
appropriate for use in the HH QRP. 
However, we stated that even if one or 
more of the measure removal factors 
applies, we might nonetheless choose to 
retain the measure for certain specified 
reasons. We stated that examples of 
such instances could include when a 
particular measure addresses a gap in 
quality that is so significant that 
removing the measure could result in 
poor quality, or in the event that a given 
measure is statutorily required. 
Furthermore, we noted that consistent 
with other quality reporting programs, 
we would apply these factors on a case- 
by-case basis. 


We finalized in the CY 2017 HH PPS 
final rule (81 FR 76755) that removal of 
a HH QRP measure would take place 
through notice and comment 
rulemaking, unless we determined that 
a measure is causing concern for patient 
safety. Specifically, in the case of a HH 
QRP measure for which there is a reason 
to believe that the continued collection 
raised possible safety concerns, we 
stated that we would promptly remove 
the measure and publish the 
justification for the removal in the 
Federal Register during the next 
rulemaking cycle. In addition, we stated 
that we would immediately notify 
HHAs and the public through the usual 
communication channels, including 
listening sessions, memos, email 
notification, and Web postings. We 
stated that if we removed a measure 
from the HH QRP under these 
circumstances but also collected data on 
that measure under different statutory 
authority for a different purpose, we 
would notify stakeholders that we 
would also cease collecting the data 
under that alternative statutory 
authority. 


In the CY 2019 HH PPS proposed rule 
(83 FR 32440 through 32441), we also 
proposed to adopt an additional factor 
to consider when evaluating potential 
measures for removal from the HH QRP 
measure set: 


• Factor 8. The costs associated with 
a measure outweigh the benefit of its 
continued use in the program. 


As we discussed in the CY 2019 HH 
PPS proposed rule (83 FR 32344 
through 32345, 32440 through 32441), 
with respect to our new Meaningful 
Measures Initiative, we are engaging in 
efforts to ensure that the HH QRP 
measure set continues to promote 
improved health outcomes for 
beneficiaries while minimizing the 
overall costs associated with the 
program. We stated our belief that these 
costs are multifaceted and include not 
only the burden associated with 
reporting, but also the costs associated 
with implementing and maintaining the 
program. We also stated that we had 
identified several different types of 
costs, including, but not limited to the 
following: 


• Provider and clinician information 
collection burden and burden associated 
with the submitting/reporting of quality 
measures to CMS. 


• The provider and clinician cost 
associated with complying with other 
HH programmatic requirements. 


• The provider and clinician cost 
associated with participating in 
multiple quality programs, and tracking 
multiple similar or duplicative 
measures within or across those 
programs. 


• The cost to CMS associated with the 
program oversight of the measure, 
including measure maintenance and 
public display. 


• The provider and clinician cost 
associated with compliance with other 
federal and state regulations (if 
applicable). 


For example, we stated that it may be 
of limited benefit to retain or maintain 
a measure which our analyses show no 
longer meaningfully supports program 
objectives (for example, informing 
beneficiary choice). It may also be costly 
for HHAs to track confidential feedback, 
preview reports, and publicly reported 
information on a measure where we use 
the measure in more than one program. 
We may also have to expend resources 
to maintain the specifications for the 
measure, including the tools needed to 
collect, validate, analyze, and publicly 
report the measure data. 


When these costs outweigh the 
evidence supporting the continued use 
of a measure in the HH QRP, we stated 
our belief that it may be appropriate to 
remove the measure from the program. 
Although we recognize that one of the 
main goals of the HH QRP is to improve 
beneficiary outcomes by incentivizing 
health care providers to focus on 
specific care issues and making public 
data related to those issues, we also 
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48 In the CY 2019 HH PPS proposed rule (83 FR 
32441) we incorrectly stated that there are 31 
measures for the CY 2020 program year. The current 


recognize that those goals can have 
limited utility where, for example, the 
publicly reported data is of limited use 
because it cannot be easily interpreted 
by beneficiaries and used to influence 
their choice of providers. In these cases, 
removing the measure from the HH QRP 
may better accommodate the costs of 
program administration and compliance 
without sacrificing improved health 
outcomes and beneficiary choice. 


We proposed that we would remove 
measures based on Factor 8 on a case- 
by-case basis. For example, we may 
decide to retain a measure that is 
burdensome for HHAs to report if we 
conclude that the benefit to 
beneficiaries is so high that it justifies 
the reporting burden. We stated that our 
goal is to move the HH QRP program 
forward in the least burdensome manner 
possible, while maintaining a 
parsimonious set of meaningful quality 
measures and continuing to incentivize 
improvement in the quality of care 
provided to patients. 


We invited public comment on our 
proposals to replace the six criteria used 
when considering a quality measure for 
removal with the seven measure 
removal factors currently adopted in the 
LTCH QRP, IRF QRP, and SNF QRP. We 
also invited public comment on our 
proposal to adopt new measure removal 
Factor 8: The costs associated with a 
measure outweigh the benefit of its 
continued use in the program. 


Comment: The majority of 
commenters supported the proposal to 
replace the current six criteria with the 
seven factors to create alignment with 
the other PAC settings. The majority of 
commenters also supported the addition 
of Factor 8. A few commenters strongly 
agreed that quality measure reporting is 
important, but noted that the costs of 
such reporting can at times exceed the 
value of the data. 


Response: We thank these 
commenters for their support. 


Comment: With respect to Factor 1, a 
commenter noted support but added 
that automatically removing topped out 
measures creates a risk of decreased 
adherence to those evidence-based 
measures. The commenter urged CMS to 
consider continuing to require data 
reporting on topped out measures for a 
certain period time to ensure that 
performance in certain areas of quality, 
such as depression and fall risk, does 
not decline. Another commenter 
recommended that CMS periodically 
reassess any measure removed under 
Factor 1 to determine if there has been 
a decline in performance since the time 
the measure was removed. 


Response: We thank these commenter 
for their comments. We do not 


automatically remove topped out 
measures, and wish to reiterate that a 
topped out measure may be retained for 
specified reasons. We may retain a 
particular measure with high 
performance rates if the measure 
addresses a topic related to quality that 
is so significant that we do not want to 
risk a decline in quality that could 
result if we removed the measure, or if 
the measure addresses a topic that is 
statutorily required. In response to the 
commenters’ concern about a decline in 
performance that could result if a 
measure is removed based on Factor 1, 
we currently monitor for gaps in the 
quality of care related to the topic which 
a removed measure addressed, and we 
would consider whether to reintroduce 
a measure on that topic if we discovered 
such a gap. 


Comment: A commenter raised 
concerns about the rationale of 
removing relatively precise measures in 
favor of more broadly applicable ones, 
noting that broader applicability and 
reportability do not necessarily equate 
to better measures. This commenter 
recommended choosing measures on the 
basis of their clinical significance. 


Response: We agree that replacing a 
narrow measure with one that is more 
broadly applicable would be 
problematic if the more broadly 
applicable measure did not correlate 
with high quality outcomes. We intend 
to only consider measure replacement 
under Factor 4 if the more broadly 
applicable measure is at least 
comparable in terms of how well it 
addresses quality outcomes as the 
measure it is replacing. 


Comment: A commenter 
recommended that CMS change the 
wording of Factor 2 from ‘‘Performance 
or improvement on a measure does not 
result in better patient outcomes’’ to 
‘‘Performance or improvement on a 
measure is not associated with better 
patient outcomes’’ so that the factor 
does not suggest that causality. 


Response: We thank the commenter 
for its suggestion. We believe that there 
is a direct correlation between 
performance improvement on a measure 
and better patient outcomes. We would 
apply Factor 2 when our data analysis 
indicates that, despite performance 
improvement on a measure, there is no 
improvement in patient outcomes. 


Comment: A few commenters 
expressed specific support for the 
adoption of the new measure removal 
Factor 8: The costs associated with a 
measure outweigh the benefit of its 
continued use in the program for the HH 
QRP. Other commenters noted that 
Factor 8 was consistent with CMS’ 
Patients over Paperwork initiative. 


Response: We appreciate the support 
of the addition of this measure removal 
factor for the HH QRP. 


Comment: Another commenter 
recommended that Factor 8 be applied 
on a case-by-case basis, and another 
commenter recommended that CMS 
consider a variety of costs in Factor 8’s 
application, including costs to providers 
and clinicians participating in multiple 
quality programs. Another commenter 
opposed the adoption of Factor 8, citing 
the difficulty of measuring benefits to 
patients when comparing costs and 
benefits. 


Response: We note that there are 
challenges in weighing the overall 
benefits for patients against the 
associated costs. We also recognize that 
various stakeholders may have different 
perspectives on such benefits and costs. 
In light of these challenges, we intend 
to evaluate each measure on a case-by- 
case basis, taking into account the input 
from a variety of stakeholders, 
including, but not limited to: Patients, 
caregivers, patient and family advocates, 
providers, provider associations, 
healthcare researchers, data vendors, 
and other stakeholders with insight into 
the benefits and costs (financial and 
otherwise) of maintaining the specific 
measure in the HH QRP. Because for 
each measure the relative benefit to each 
stakeholder may vary, we believe that 
the benefits to be evaluated for each 
measure are specific to the measure and 
the original rationale for including the 
measure in the program. Therefore, 
when evaluating whether a measure 
should be removed under Factor 8, we 
intend to assess and take into 
consideration issues including the 
holistic balance of the costs, benefits, 
data, input from stakeholders, and our 
policy objectives. 


Final Decision: After consideration of 
the public comments, we are finalizing 
our proposal to replace the six criteria 
used when considering a quality 
measure for removal with the seven 
measure removal factors currently 
adopted in other CMS programs, 
including LTCH QRP, IRF QRP, and 
SNF QRP. We are also finalizing our 
proposal to add to the HH QRP measure 
removal Factor 8: The costs associated 
with a measure outweigh the benefit of 
its continued use in the program. 


D. Quality Measures Currently Adopted 
for the HH QRP 


The HH QRP currently has 30 48 
measures for the CY 2020 program year, 
as outlined in Table 41. 
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Pressure Ulcer/Injury measure, Percent of Residents 
or Patients with Pressure Ulcers That Are New or 


Worsened (Short Stay) (NQF #0678), will be 
replaced by a modified version of that measure, 


Changes in Skin Integrity Post-Acute Care: Pressure 
Ulcer/Injury, effective January 1, 2019. 


E. Removal of HH QRP Measures 
Beginning With the CY 2021 HH QRP 


To address the Meaningful Measures 
Initiative discussed in the CY 2019 HH 


PPS proposed rule in the CY 2019 HH 
PPS proposed rule (83 FR 32442 
through 32446) we proposed to remove 
seven measures from the HH QRP 
beginning with the CY 2021 HH QRP. 


We received a few general comments on 
the proposed removal of these measures. 


Comment: Most commenters, 
including MedPAC, supported CMS’ 
proposal to remove all seven measures. 
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TABLE 41: MEASURES CURRENTLY ADOPTED FOR THE CY 2020 HH QRP 


Diabetic Foot Care 
Conducted With Follow-Up for Identified Issues- Post Acute Care 


DRR 


DTC 
Use without Hospitalization During the First 60 Days ofHH 


ED Use 
Use without Hospital Readmission During the First 30 Days of 


ED Use without Readmission 


MSPB 
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49 Beekman AT, Deeg DJ, Braam AW, et al.: 
Consequences of major and minor depression in 
later life: a study of disability, well-being and 
service utilization. Psychological Medicine 
27:1397–1409, 1997. 


50 Schulz, R., Beach, S.R., Ives, D.G., Martire, 
L.M., Ariyo, A. A., & Kop, W.J. (2000). Association 
between depression and mortality in older adults— 
The Cardiovascular Health Study. Archives of 
Internal Medicine, 160(12), 1761–1768. 


51 Measure specifications can be found in the 
Home Health Process Measures Table on the Home 
Health Quality Measures website (https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/HomeHealthQualityInits/ 
Downloads/Home-Health-Process-Measures-Table_
OASIS-C2_4-11-18.pdf). 


52 The OASIS-based HH QRP outcome measures 
that use OASIS Item M1730 as a risk adjuster in the 
calculation of the measure are: Improvement in 
Bathing (NQF #0174), Improvement in Bed 
Transferring (NQF #0175), Improvement in 
Ambulation/Locomotion (NQF #0167), 
Improvement in Dyspnea, Improvement in Pain 
Interfering with Activity (NQF #0177), 
Improvement in Management of Oral Medications 
(NQF #0176), and Improvement in Status of 
Surgical Wounds (NQF #0178). 


53 The truncated coefficient of variation (TCV) is 
the ratio of the standard deviation to the mean of 
the distribution of all scores, excluding the 5 
percent most extreme scores. A small TCV (≤0.1) 
indicates that the distribution of individual scores 
is clustered tightly around the mean value, 
suggesting that it is not useful to draw distinctions 
between individual performance scores. 


54 The OASIS-based HH QRP outcome measures 
that use OASIS Item M1730 as a risk adjuster in the 
calculation of the measure are: Improvement in 
Bathing (NQF #0174), Improvement in Bed 
Transferring (NQF #0175), Improvement in 
Ambulation/Locomotion (NQF #0167), 
Improvement in Dyspnea, Improvement in Pain 
Interfering with Activity (NQF #0177), 
Improvement in Management of Oral Medications 
(NQF #0176), and Improvement in Status of 
Surgical Wounds (NQF #0178). 


Response: We thank the commenters 
for their support of all of our measure 
removal proposals. 


Comment: While supportive of the 
proposals to remove the seven 
measures, two commenters urged CMS 
to consider not waiting until the CY 
2021 HH QRP program year to remove 
them from the HH QRP. These 
commenters also noted that if CMS 
continues to collect data through the 
OASIS on process measures that have 
been removed from the HH QRP but still 
represent best practices, HHAs can 
continue to monitor their performance 
on those measures without being 
concerned about having to report them 
for the HH QRP. 


Response: We thank the commenters 
for their support of the measure removal 
proposals and note that we are 
finalizing all of them. We are unable to 
update the OASIS submission system 
before January 1, 2020, which is 
midway through the data collection 
period that we use for the HH QRP (see 
81 FR 76783). As a result, with respect 
to the five HH QRP measures that are 
calculated using OASIS data 
(Depression Assessment Conducted, 
Diabetic Foot Care and Patient/Caregiver 
Education Implemented During All 
Episodes of Care, Multifactor Fall Risk 
Assessment Conducted For All Patients 
Who Can Ambulate (NQF #0537), 
Pneumococcal Polysaccharide Vaccine 
Ever Received, and Improvement in the 
Status of Surgical Wounds), HHAs will 
be required to continue submitting data 
on those measures with respect to home 
health quality episodes that begin 
during the first two quarters of the CY 
2021 program year (that is, for home 
health episodes that occur during the 
3rd and 4th quarters of CY 2019). With 
respect to the two HH QRP measures we 
are removing that are calculated using 
claims data (Emergency Department Use 
without Hospital Readmission During 
the First 30 Days of HH (NQF #2505) 
and Rehospitalization During the First 
30 Days of HH (NQF #2380)), we will 
stop collecting claims data for the 
calculation of these two measures 
beginning with home health quality 
episodes that begin on or after July 1, 
2019. 


We remind HHAs that the removal of 
a measure from the HH QRP does not 
prevent HHAs from continuing to 
incorporate the quality process 
addressed by that measure in their own 
quality monitoring activities, and we 
would encourage HHAs to do so. 


1. Removal of the Depression 
Assessment Conducted Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32442), we proposed to remove 


the Depression Assessment Conducted 
Measure from the HH QRP beginning 
with the CY 2021 HH QRP under Factor 
1: Measure performance among HHAs is 
so high and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 


In the CY 2010 HH PPS final rule (74 
FR 58096 through 58098), we adopted 
the Depression Assessment Conducted 
Measure beginning with the CY 2010 
HH QRP. Depression in the elderly is 
associated with disability, impaired 
well-being, service utilization,49 and 
mortality.50 This process measure 
reports the percentage of HH episodes in 
which patients were screened for 
depression (using a standardized 
depression screening tool) at start of 
care/resumption of care (SOC/ROC). 
The measure is calculated solely using 
the OASIS Item M1730, Depression 
Screening.51 Item M1730 is additionally 
used at SOC/ROC as a risk adjuster in 
the calculation of several other OASIS- 
based outcome measures currently 
adopted for the HH QRP.52 


We stated in the CY 2019 HH PPS 
proposed rule that in our evaluation of 
the Depression Assessment Conducted 
Measure, we found that HHA 
performance is very high and that 
meaningful distinctions in 
improvements in performance cannot be 
made. The mean and median agency 
performance scores for this measure in 
2017 (96.8 percent and 99.2 percent, 
respectively) when compared to the 
mean and median agency performance 
scores for this measure in 2010 (88.0 
percent and 96.6 percent, respectively) 
indicate that an overwhelming majority 
of patients are screened for depression 
in the HH setting. Further, these 
performance scores demonstrate the 


improvement in measure performance 
since its adoption in the HH QRP. In 
addition, in 2017 the 75th percentile 
measure score (100 percent) and the 
90th percentile measure score (100 
percent) are statistically 
indistinguishable from each other, 
meaning that the measure scores do not 
meaningfully distinguish scores 
between HHAs. Further, the Truncated 
Coefficient of Variation (TCV) 53 for this 
measure is 0.03, suggesting that it is not 
useful to draw distinctions between 
individual agency performance scores 
for this measure. 


For these reasons, we proposed to 
remove the Depression Assessment 
Conducted Measure from the HH QRP 
beginning with the CY 2021 HH QRP 
under our Factor 1: Measure 
performance among HHAs is so high 
and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 


We stated in the proposed rule that if 
we finalized this proposal, HHAs would 
no longer be required to submit OASIS 
Item M1730, Depression Screening at 
SOC/ROC for the purposes of this 
measure beginning January 1, 2020. 
HHAs would, however, continue to 
submit data on M1730 at the time point 
of SOC/ROC as a risk adjuster for 
several other OASIS-based outcome 
measures currently adopted for the HH 
QRP.54 We also stated that if we 
finalized this proposal, data for this 
measure would be publicly reported on 
HH Compare until January 2021. 


We invited public comment on this 
proposal. 


Comment: A commenter expressed 
general support for the removal of the 
Depression Assessment Conducted 
measure but encouraged CMS to 
consider how else mood could be 
assessed in the HH setting, noting that 
behavioral health is a key aspect of 
patient outcomes. 


Response: We agree that behavioral 
health is a key aspect of patient 
outcomes and wish to clarify that the 
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55 Development and Maintenance of Standardized 
Cross Setting Patient Assessment Data for Post- 
Acute Care: Summary Report of Findings from 
Alpha 2 Pilot Testing. Retrieved from https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/Post-Acute-Care-Quality- 
Initiatives/Downloads/Alpha-2-SPADE-Pilot- 
Summary-Document.pdf. 


56 Measure specifications can be found in the 
Home Health Process Measures Table on the Home 
Health Quality Measures website (https://www.cms.
gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/HomeHealthQualityInits/ 
Downloads/Home-Health-Process-Measures-Table_
OASIS-C2_4-11-18.pdf). 


57 At the time, this measure was adopted as ‘‘Falls 
risk assessment for patients 65 and older.’’ The 


Continued 


removal of this measure would not 
eliminate mood assessment in the HH 
setting. HHAs will continue to report 
OASIS Item M1730, Depression 
Screening at the time point of SOC/ROC 
as part of their reporting of data for 
other OASIS-based outcome measures 
currently used in the HH QRP. In 
addition, we continue to develop and 
test standardized patient assessment 
data elements that, if adopted, would 
assess the cognitive function and mental 
status of patients in PAC settings.55 


Final Decision: After considering 
public comment, we are finalizing our 
proposal to remove the Depression 
Assessment Conducted Measure from 
the HH QRP. HHAs will no longer be 
required to submit OASIS Item M1730, 
Depression Screening at SOC/ROC for 
the purposes of this measure beginning 
with Home Health quality episodes of 
care that begin on or after January 1, 
2020. HHAs will, however, continue to 
submit data on M1730 at the time point 
of SOC/ROC as a risk adjuster for 
several other OASIS-based outcome 
measures currently adopted for the HH 
QRP. Data for this measure will be 
publicly reported until such data are no 
longer available for public reporting of 
this measure on HH Compare. 


2. Removal of the Diabetic Foot Care 
and Patient/Caregiver Education 
Implemented During All Episodes of 
Care Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32442 through 32443), we 
proposed to remove the Diabetic Foot 
Care and Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure from the HH QRP 
beginning with the CY 2021 HH QRP 
under our proposed Factor 1: Measure 
performance among HHAs is so high 
and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 


In the CY 2010 HH PPS final rule (74 
FR 58096 through 58098), we adopted 
the Diabetic Foot Care and Patient/ 
Caregiver Education Implemented 
during All Episodes of Care Measure 
beginning with the CY 2010 HH QRP. 
This process measure reports the 
percentage of HH quality episodes in 
which diabetic foot care and patient/ 
caregiver education were included in 
the physician-ordered plan of care and 
implemented (at the time of or at any 


time since the most recent SOC/ROC 
assessment). The measure numerator is 
calculated using OASIS Item M2401 
row a, Intervention Synopsis: Diabetic 
foot care.56 


We stated in the CY 2019 HH PPS 
proposed rule (83 FR 32443) that in our 
evaluation of the Diabetic Foot Care and 
Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure, we found that HHA 
performance is very high and that 
meaningful distinctions in 
improvements in performance cannot be 
made. The mean and median agency 
performance scores for this measure in 
2017 (97.0 percent and 99.2 percent, 
respectively) when compared to the 
mean and median agency performance 
score for this measure in 2010 (86.2 
percent and 91.7 percent, respectively), 
indicate that an overwhelming majority 
of HH episodes for patients with 
diabetes included education on foot 
care. Further, these scores demonstrate 
the improvement in measure 
performance since the Diabetic Foot 
Care and Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure’s adoption in the HH 
QRP. In addition, in 2017, the 75th 
percentile measure score (100 percent) 
and the 90th percentile score (100 
percent) are statistically 
indistinguishable from each other, 
meaning that the measure scores do not 
meaningfully distinguish between 
HHAs. Further, the TCV for this 
measure is 0.03, suggesting that it is not 
useful to draw distinctions between 
individual agency performance scores 
for this measure. 


For these reasons, we proposed to 
remove the Diabetic Foot Care and 
Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure from the HH QRP 
beginning with CY 2021 HH QRP under 
our proposed Factor 1: Measure 
performance among HHAs is so high 
and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 


We stated in the proposed rule that if 
we finalized this proposal, HHAs would 
no longer be required to submit OASIS 
Item M2401 row a, Intervention 
Synopsis: Diabetic foot care at the time 
point of Transfer to an Inpatient Facility 
(TOC) and Discharge from Agency—Not 
to an Inpatient Facility (Discharge) for 
the purposes of the HH QRP beginning 


January 1, 2020. HHAs may enter an 
equal sign (=) for M2401, row a, at the 
time point of TOC and Discharge on or 
after January 1, 2020. We also stated that 
if we finalized this proposal, data for 
this measure would be publicly reported 
on HH Compare until January 2021. 


We invited public comment on this 
proposal. 


Comment: Another commenter 
expressed general support for the 
removal of the Diabetic Foot Care and 
Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure, but encouraged CMS to 
provide clear updates to providers about 
how they should complete items until 
the next OASIS version is released. 


Response: We thank the commenter 
for its support. We intend to provide 
further guidance and training on how to 
properly complete the OASIS. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal to remove the Diabetic Foot 
Care and Patient/Caregiver Education 
Implemented during All Episodes of 
Care Measure from the HH QRP. HHAs 
will no longer be required to submit 
OASIS Item M2401 row a, Intervention 
Synopsis: Diabetic foot care at the time 
point of Transfer to an Inpatient Facility 
(TOC) and Discharge from Agency—Not 
to an Inpatient Facility (Discharge) for 
the purposes of the HH QRP beginning 
January 1, 2020. HHAs may enter an 
equal sign (=) for M2401, row a, at the 
time point of TOC and Discharge on or 
after January 1, 2020. Data for this 
measure will be publicly reported until 
such data are no longer available for 
public reporting of this measure on HH 
Compare. 


3. Removal of the Multifactor Fall Risk 
Assessment Conducted for All Patients 
Who Can Ambulate (NQF #0537) 
Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32443), we proposed to remove 
the Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537) Measure from 
the HH QRP beginning with the CY 
2021 HH QRP, under our proposed 
Factor 1: Measure performance among 
HHAs is so high and unvarying that 
meaningful distinctions in 
improvements in performance can no 
longer be made. 


In CY 2010 HH PPS final rule (74 FR 
58096 through 58098), we adopted the 
Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537) Measure 57 
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name of this measure was updated in the CY 2018 
HH PPS final rule (82 FR 51717). 


58 Measure specifications can be found in the 
Home Health Process Measures Table on the Home 
Health Quality Measures website (https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/HomeHealthQualityInits/ 
Downloads/Home-Health-Process-Measures-Table_
OASIS-C2_4-11-18.pdf). 


59 Measure specifications can be found in the 
Home Health Process Measures Table on the Home 
Health Quality Measures website (https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/HomeHealthQualityInits/ 
Downloads/Home-Health-Process-Measures-Table_
OASIS-C2_4-11-18.pdf). 


60 The Advisory Committee on Immunization 
Practices was established under section 222 of the 
Public Health Service Act (42 U.S.C. 217a), as 
amended, to assist states and their political 
subdivisions in the prevention and control of 
communicable diseases; to advise the states on 
matters relating to the preservation and 
improvement of the public’s health; and to make 
grants to states and, in consultation with the state 
health authorities, to agencies and political 
subdivisions of states to assist in meeting the costs 
of communicable disease control programs. (Charter 
of the Advisory Committee on Immunization 
Practices, filed April 1, 2018 (https://www.cdc.gov/ 
vaccines/acip/committee/ACIP-Charter-2018.pdf). 


61 Prevention of Pneumococcal Disease: 
Recommendations of the Advisory Committee on 
Immunization Practices (ACIP), MMWR 1997;46:1– 
24. 


62 Tomczyk S, Bennett NM, Stoecker C, et al. Use 
of 13-valent pneumococcal conjugate vaccine and 
23-valent pneumococcal polysaccharide vaccine 
among adults aged ≥65 years: recommendations of 
the Advisory Committee on Immunization Practices 
(ACIP). MMWR 2014;63: 822–5. 


beginning with the CY 2010 HH QRP. 
This process measure reports the 
percentage of HH quality episodes in 
which patients had a multifactor fall 
risk assessment at SOC/ROC. The 
measure is calculated using OASIS Item 
M1910, Falls Risk Assessment.58 


We stated in the proposed rule (83 FR 
32443) that in our evaluation of the 
Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537) Measure, we 
found that HHA performance is very 
high and that meaningful distinctions in 
improvements in performance cannot be 
made. The mean and median agency 
performance scores for this measure in 
2017 (99.3 percent and 100.0 percent, 
respectively) when compared to the 
mean and median agency performance 
score for this measure in 2010 (94.8 
percent and 98.9 percent, respectively), 
indicate that an overwhelming majority 
of patients in an HHA have had a 
multifactor fall risk assessment at SOC/ 
ROC and demonstrates the improvement 
in measure performance since its 
adoption. In addition, in 2017, the 75th 
percentile measure score (100 percent) 
and the 90th percentile measure score 
(100 percent) are statistically 
indistinguishable from each other, 
meaning that the measure scores do not 
meaningfully distinguish between 
HHAs. Further, the TCV for this 
measure is 0.01, suggesting that it is not 
useful to draw distinctions between 
individual agency performance scores 
for this measure. 


For these reasons, we proposed to 
remove the Multifactor Fall Risk 
Assessment Conducted For All Patients 
Who Can Ambulate (NQF #0537) 
Measure from the HH QRP beginning 
with the CY 2021 HH QRP, under our 
proposed Factor 1: Measure 
performance among HHAs is so high 
and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 


We stated in the proposed rule that if 
we finalized this proposal, HHAs would 
no longer be required to submit OASIS 
Item M1910, Falls Risk Assessment at 
SOC/ROC beginning January 1, 2020. 
HHAs may enter an equal sign (=) for 
M1910 at the time point of SOC and 
ROC beginning January 1, 2020. We also 
stated that if we finalized this proposal, 
data for this measure would be publicly 


reported on HH Compare until January 
2021. 


We invited public comment on this 
proposal. 


Comment: Another commenter 
expressed general support for the 
removal of the Multifactor Fall Risk 
Assessment Conducted For All Patients 
Who Can Ambulate (NQF #0537) 
Measure, but encouraged CMS to 
consider whether it is appropriate to 
adopt measures when performance is 
high initially. 


Response: We thank the commenter 
for its support. We agree that it is 
important to evaluate whether the 
measure rates on a measure being 
considered for adoption are already high 
because that analysis bears on the 
question of whether the measure is 
needed to address a gap in quality. 
However, we wish to note that there 
may be quality measures that address an 
important Meaningful Measure Area in 
which most providers will likely 
perform well. Examples of such 
measures include those that take into 
account ‘‘never events,’’ such as falls 
with major injury, or topics such as 
potentially preventable readmissions. In 
these instances, such performance 
information remains useful to 
consumers and providers even if the 
measure performance is high initially. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal to remove the Multifactor Fall 
Risk Assessment Conducted For All 
Patients Who Can Ambulate (NQF 
#0537) Measure from the HH QRP. 
HHAs will no longer be required to 
submit OASIS Item M1910, Falls Risk 
Assessment at SOC/ROC beginning 
January 1, 2020. HHAs may enter an 
equal sign (=) for M1910 at the time 
point of SOC and ROC beginning 
January 1, 2020. Data for this measure 
will be publicly reported until such data 
are no longer available for public 
reporting of this measure on HH 
Compare. 


4. Removal of the Pneumococcal 
Polysaccharide Vaccine Ever Received 
Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32443 through 32444), we 
proposed to remove the Pneumococcal 
Polysaccharide Vaccine (PPV) Ever 
Received Measure from the HH QRP 
beginning with the CY 2021 HH QRP, 
under our proposed Factor 3: A measure 
does not align with current clinical 
guidelines or practice. 


In the CY 2010 HH PPS final rule (74 
FR 58096 through 58098), we adopted 
the Pneumococcal Polysaccharide 
Vaccine Ever Received Measure 
beginning with CY 2010 HH QRP. This 


process measure reports the percentage 
of HH quality episodes during which 
patients were determined to have ever 
received the Pneumococcal 
Polysaccharide Vaccine. The measure is 
calculated using OASIS Items M1051, 
Pneumococcal Vaccine and M1056, 
Reason Pneumococcal Vaccine not 
received.59 


At the time that this measure was 
adopted in the HH QRP, the Advisory 
Committee on Immunization Practices 
(ACIP),60 which sets current clinical 
guidelines, recommended use of a single 
dose of the 23-valent pneumococcal 
polysaccharide vaccine (PPSV23) among 
all adults aged 65 years and older and 
those adults aged 19 to 64 years with 
underlying medical conditions that put 
them at greater risk for serious 
pneumococcal infection.61 


Since this measure was added to the 
HH QRP, the ACIP has updated its 
pneumococcal vaccination 
recommendations.62 Two pneumococcal 
vaccines are currently licensed for use 
in the United States: The 13-valent 
pneumococcal conjugate vaccine 
(PCV13) and the 23-valent 
pneumococcal vaccine (PPSV23). The 
ACIP currently recommends that both 
PCV13 and PPSV23 be given to all 
immunocompetent adults aged ≥65 
years. The recommended intervals for 
sequential administration of PCV13 and 
PPSV23 depend on several patient 
factors including: The current age of the 
adult, whether the adult had previously 
received PPSV23, and the age of the 
adult at the time of prior PPSV23 
vaccination (if applicable). 
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63 CDC: Pneumococcal Disease. Retrieved from: 
http://www.cdc.gov/pneumococcal/about/ 
prevention.html. 


64 Measure specifications can be found in the 
Home Health Outcomes Measures Table on the 
Home Health Quality Measures website (https://
www.cms.gov/Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/HomeHealthQualityInits/ 
Downloads/Home-Health-Outcome-Measures- 
Table-OASIS-C2_4-11-18.pdf). 


65 The OASIS-based HH QRP outcome measures 
that use OASIS Items M1340 and M1342 as a risk 
adjuster in the calculation of the measure are: 
Improvement in Bathing (NQF #0174), 
Improvement in Bed Transferring (NQF #0175), 
Improvement in Ambulation/Locomotion (NQF 
#0167), Improvement in Dyspnea, Improvement in 
Pain Interfering with Activity (NQF #0177), and 
Improvement in Management of Oral Medications 
(NQF #0176). 


66 Measure specifications can be found in the 
Home Health Potentially Avoidable Events 
Measures Table on the Home Health Quality 
Measures website (https://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment-Instruments/ 
HomeHealthQualityInits/Downloads/Home-Health- 
PAE-Measures-Table-OASIS-C2_4-11-18.pdf). 


We stated in the proposed rule that 
the specifications for the Pneumococcal 
Polysaccharide Vaccine Ever Received 
Measure do not fully reflect the current 
ACIP guidelines. Therefore, we believe 
that the Pneumococcal Polysaccharide 
Vaccine Ever Received Measure no 
longer aligns with the current clinical 
guidelines or practice. For this reason, 
we proposed to remove the 
Pneumococcal Polysaccharide Vaccine 
Ever Received Measure from the HH 
QRP beginning with the CY 2021 HH 
QRP under our proposed Factor 3: A 
measure does not align with current 
clinical guidelines or practice. 


We stated in the proposed rule (83 FR 
32444) that if we finalized this proposal, 
HHAs would no longer be required to 
submit OASIS Items M1051, 
Pneumococcal Vaccine and M1056, 
Reason Pneumococcal Vaccine not 
received at the time point of TOC and 
Discharge for the purposes of the HH 
QRP beginning January 1, 2020. HHAs 
may enter an equal sign (=) for Items 
M1051 and M1056 at the time point of 
TOC and Discharge on or after January 
1, 2020. We also stated that if we 
finalized this proposal, data for this 
measure would be publicly reported on 
HH Compare until January 2021. 


We invited public comment on this 
proposal. 


Comment: A few commenters 
supported the measure removal because 
it does not reflect current Advisory 
Committee on Immunization Practices 
(ACIP) guidelines. 


Response: We thank the commenters 
for their support. 


Comment: A few commenters did not 
support the removal of the PPV measure 
from the HH QRP, citing concerns with 
patient care consequences that could 
occur as a result of its removal. Some of 
these commenters noted that HHAs play 
a valuable role in providing 
immunizations to home-bound patients 
who experience barriers to vaccination 
access. Another commenter 
recommended retaining the current PPV 
measure until it is updated to reflect the 
most recent ACIP guidelines for both 
pneumococcal vaccinations, adding that 
its removal may be confusing to HHAs 
and may also lead to reductions in 
pneumococcal immunization rates. This 
commenter stated that the measure is 
aligned with Meaningful Measures 
objectives on addressing high-impact 
and patient-centered measure areas, and 
that retaining the measure would not be 
burdensome to HHAs, given their ability 
to establish standing orders to support 
immunization processes. 


Response: While we understand that 
assessing and appropriately vaccinating 
patients are important components of 


the care process, we also prioritize 
ensuring that quality measures can used 
by practitioners to inform their clinical 
decision and care planning activities. 
The updated ACIP pneumococcal 
vaccination recommendations require 
information that is often not available to 
HHAs, including whether the patient 
has previously been vaccinated, the type 
of pneumococcal vaccine received by 
the patient, and the sequencing of 
vaccine administration. In addition, the 
physician who is responsible for the 
home health plan of care may not be the 
patient’s primary care practitioner or 
other health care professional 
responsible for providing care and 
services to the patient before and after 
discharge from the HHA, and therefore 
may not be best able to provide the HHA 
with such information. Also, even if the 
pneumococcal vaccination status of the 
patient is available, OASIS Items 
M1051, Pneumococcal Vaccine and 
M1056, Reason Pneumococcal Vaccine 
not received, both of which are used in 
the calculation of this measure, do not 
correspond to the updated ACIP 
pneumococcal vaccination 
recommendations and therefore may not 
accurately measure HHA performance 
in this area. However, we understand 
and value the role pneumococcal 
vaccines play in preventing 
pneumococcal disease 63 and we 
encourage that, whenever possible and 
as appropriate, HHAs provide 
pneumococcal vaccinations to their 
patients. 


Comment: A few commenters 
recommended that CMS consider using 
an alternative pneumococcal measure, 
Pneumonia Vaccination Status for Older 
Adults (NQF #0043). 


Response: The specifications for the 
Pneumococcal Vaccination Status for 
Older Adults measure also do not fully 
reflect the current ACIP guidelines. 
Therefore, this measure would not be an 
appropriate measure to consider for 
adoption into the HH QRP. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal to remove the Pneumococcal 
Polysaccharide Vaccine Ever Received 
Measure from the HH QRP. HHAs will 
no longer be required to submit OASIS 
Items M1051, Pneumococcal Vaccine 
and M1056, Reason Pneumococcal 
Vaccine not received at the time point 
of TOC and Discharge for the purposes 
of the HH QRP beginning January 1, 
2020. HHAs may enter an equal sign (=) 
for Items M1051 and M1056 at the time 
point of TOC and Discharge on or after 


January 1, 2020. Data for this measure 
will be publicly reported until such data 
are no longer available for public 
reporting of this measure on HH 
Compare. 


5. Removal of the Improvement in the 
Status of Surgical Wounds Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32444 through 32445), we 
proposed to remove the Improvement in 
the Status of Surgical Wounds Measure 
from the HH QRP beginning with the CY 
2021 HH QRP under our proposed 
Factor 4: A more broadly applicable 
measure (across settings, populations, or 
conditions) for the particular topic is 
available. 


In the CY 2008 HH PPS final rule (72 
FR 49861 through 49863), we adopted 
the Improvement in the Status of 
Surgical Wounds Measure for the HH 
QRP beginning with the CY 2008 
program year. This risk-adjusted 
outcome measure reports the percentage 
of HH episodes of care during which the 
patient demonstrates an improvement in 
the condition of skin integrity related to 
the surgical wounds. This measure is 
solely calculated using OASIS Items 
M1340, Does this patient have a 
Surgical Wound? and M1342, Status of 
Most Problematic Surgical Wound that 
is Observable.64 Items M1340 and 
M1342 are also used at the time points 
of SOC/ROC as risk adjusters in the 
calculation of several other OASIS- 
based outcome measures currently 
adopted for the HH QRP.65 
Additionally, Items M1340 and M1342 
are used at the time point of Discharge 
for the Potentially Avoidable Events 
measure Discharged to the Community 
Needing Wound Care or Medication 
Assistance that is used by HH surveyors 
during the survey process.66 


We stated in the proposed rule (83 FR 
32444) that the Improvement in the 
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67 To be replaced with a modified version of that 
measure, Changes in Skin Integrity Post-Acute Care: 
Pressure Ulcer/Injury, beginning with the CY 2020 
HH QRP. 


68 The OASIS-based HH QRP outcome measures 
that use OASIS Items M1340 and M1342 as a risk 
adjuster in the calculation of the measure are: 
Improvement in Bathing (NQF #0174), 
Improvement in Bed Transferring (NQF #0175), 
Improvement in Ambulation/Locomotion (NQF 
#0167), Improvement in Dyspnea, Improvement in 
Pain Interfering with Activity (NQF #0177), and 
Improvement in Management of Oral Medications 
(NQF #0176). 


69 Measure specifications can be found in the 
Home Health Potentially Avoidable Events 
Measures Table on the Home Health Quality 
Measures website (https://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment-Instruments/ 
HomeHealthQualityInits/Downloads/Home-Health- 
PAE-Measures-Table-OASIS-C2_4-11-18.pdf). 


Status of Surgical Wounds Measure is 
limited in scope to surgical wounds 
incurred by surgical patients and 
excludes HH episodes of care where the 
patient, at SOC/ROC, did not have any 
surgical wounds or had only a surgical 
wound that was unobservable or fully 
epithelialized. As a result, the majority 
of HHAs are not able to report data on 
the measure and the measure is limited 
in its ability to compare how well HHAs 
address skin integrity. For example, in 
2016, only 13 percent of HH patients 
had a surgical wound at the beginning 
of their HH episode and only 36.6 
percent of HHAs were able to report 
data on the measure with respect to that 
year. 


In contrast, the Percent of Residents 
or Patients with Pressure Ulcers That 
Are New or Worsened (Short Stay) 
Measure (NQF #0678) 67 and its 
replacement measure, Changes in Skin 
Integrity Post-Acute Care: Pressure 
Ulcer/Injury Measure, more broadly 
assess the quality of care furnished by 
HHAs with respect to skin integrity. 
These measures encourage clinicians to 
assess skin integrity in the prevention of 
pressure ulcers, as well as to monitor 
and promote healing in all HH patients, 
not just those with surgical wounds. 


Therefore, we proposed to remove the 
Improvement in the Status of Surgical 
Wounds Measure from the HH QRP 
beginning with the CY 2021 HH QRP 
under our proposed Factor 4: A more 
broadly applicable measure (across 
settings, populations, or conditions) for 
the particular topic is available. 


We stated in the proposed rule that if 
we finalized this proposal, HHAs would 
no longer be required to submit OASIS 
Items M1340, Does this patient have a 
Surgical Wound and M1342, Status of 
Most Problematic Surgical Wound that 
is Observable, at the time points of SOC/ 
ROC and Discharge for the purposes of 
this measure beginning with January 1, 
2020 episodes of care. However, HHAs 
would still be required to submit data 
on Items M1340 and M1342 at the time 
point of SOC/ROC as risk adjusters for 
several other OASIS-based outcome 
measures currently adopted for the HH 
QRP,68 and also at the time point of 


Discharge for the Potentially Avoidable 
Events measure Discharged to the 
Community Needing Wound Care or 
Medication Assistance 69 that is used by 
HH surveyors during the survey process. 
We also stated that if we finalized this 
proposal, data on this measure would be 
publicly reported on HH Compare until 
January 2021. 


We invited public comment on this 
proposal. 


Comment: A commenter supported 
removal of the Improvement in the 
Status of Surgical Wounds Measure, 
while encouraging CMS to monitor 
other skin integrity measures to ensure 
that the full range of patient skin 
integrity issues is captured. Another 
commenter opposed the removal of this 
measure, but did not clarify the reason. 


Response: We thank the commenters 
for their feedback. We will continue to 
closely monitor the performance data of 
other skin integrity measures. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal to remove the Improvement in 
the Status of Surgical Wounds Measure 
from the HH QRP. HHAs will no longer 
be required to submit OASIS Items 
M1340, Does this patient have a 
Surgical Wound? and M1342, Status of 
Most Problematic Surgical Wound that 
is Observable, at the time points of SOC/ 
ROC and Discharge for the purposes of 
this measure beginning January 1, 2020. 
However, HHAs will still be required to 
submit data on Items M1340 and M1342 
at the time point of SOC/ROC as risk 
adjusters for several other OASIS-based 
outcome measures currently adopted for 
the HH QRP and also at the time point 
of Discharge for the Potentially 
Avoidable Events measure Discharged 
to the Community Needing Wound Care 
or Medication Assistance that is used by 
HH surveyors during the survey process. 
Data for this measure will be publicly 
reported until such data are no longer 
available for public reporting of this 
measure on HH Compare. 


6. Removal of the Emergency 
Department Use Without Hospital 
Readmission During the First 30 Days of 
HH (NQF #2505) Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32445), we proposed to remove 
the Emergency Department (ED) Use 
without Hospital Readmission during 
the First 30 Days of HH (NQF #2505) 
Measure from the HH QRP beginning 


with the CY 2021 HH QRP, under our 
proposed Factor 4: A more broadly 
applicable measure (across settings, 
populations, or conditions) for the 
particular topic is available. 


In the CY 2014 HH PPS final rule (78 
FR 72297 through 72301), we adopted 
the claims-based ED Use without 
Hospital Readmission during the first 30 
days of HH (NQF #2505) Measure 
beginning with CY 2014 HH QRP. The 
particular topic for this measure is ED 
utilization, as it estimates the risk- 
standardized rate of ED use without 
acute care hospital admission during the 
30 days following the start of the HH 
stay for patients with an acute inpatient 
hospitalization in the 5 days before the 
start of their HH stay. The ED Use 
without Hospital Readmission during 
the First 30 Days of HH (NQF #2505) 
Measure is limited to Medicare FFS 
patients with a prior, proximal inpatient 
stay. Recent analyses from 2016 and 
2017 show that this measure annually 
captured approximately 2.5 million 
(25.1 percent in 2016 and 25.1 percent 
in 2017) of Medicare FFS HH stays and 
was reportable for less than two-thirds 
of the HHAs (62.1 percent in 2016 and 
62.6 percent in 2017). 


We stated in the proposed rule (83 FR 
32444) that the ED Use without 
Hospitalization During the First 60 Days 
of HH (NQF #0173) Measure also 
addresses the topic of ED utilization 
during a HH stay. This measure reports 
the percentage of Medicare FFS HH 
stays in which patients used the ED but 
were not admitted to the hospital during 
the 60 days following the start of the HH 
stay. The ED Use without 
Hospitalization during the First 60 days 
of HH (NQF #0173) Measure includes 
Medicare FFS patients irrespective of 
whether or not they had an acute 
inpatient hospitalization in the 5 days 
prior to the start of the HH stay and 
spans the first 60 days of a HH episode. 
Recent analyses using 2016 and 2017 
data show this measure annually 
captures approximately 8.3 million 
stays (81.9 percent in 2016 and 81.8 
percent in 2017) and is reportable by a 
greater number of HHAs (88.8 percent in 
2016 and 88.1 percent in 2017) than the 
ED Use without Hospital Readmission 
During the First 30 Days of HH (NQF 
#2505) Measure. 


We stated in the proposed rule (83 FR 
32445) that the ED Use without Hospital 
Readmission During the First 30 Days of 
HH (NQF #2505) Measure addresses 
outcomes of Medicare FFS patients for 
a 30-day interval after the start of their 
HH care, regardless of the length of their 
HH stay. The more broadly applicable 
ED Use without Hospitalization during 
the First 60 days of HH (NQF #0173) 
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70 All-Cause Admissions and Readmissions 2015– 
2017 Technical Report, National Quality Forum, 
Washington DC, 2017. (http://www.qualityforum.
org/WorkArea/linkit.aspx?LinkIdentifier=id&
ItemID=85033) page 20. 


Measure addresses these same outcomes 
for a greater number of Medicare FFS 
patients during the first 60 days of a HH 
stay and includes the 30-day interval of 
the ED Use without Hospital 
Readmission During the First 30 Days of 
HH (NQF #2505) Measure. The measure 
specifications for both measures are 
otherwise harmonized along several 
measure dimensions, including data 
source, population, denominator 
exclusions, numerator, and risk 
adjustment methodology. As a result, 
removing the ED Use without Hospital 
Readmission During the First 30 Days of 
HH (NQF #2505) Measure in favor of the 
ED Use without Hospitalization during 
the First 60 days of HH (NQF #0173) 
Measure will not result in a loss of the 
ability to measure the topic of ED 
utilization for HH patients. 


For these reasons, we proposed to 
remove the ED Use without Hospital 
Readmission During the First 30 Days of 
HH (NQF #2505) Measure from the HH 
QRP beginning with the CY 2021 HH 
QRP under our proposed Factor 4: A 
more broadly applicable measure 
(across settings, populations, or 
conditions) for the particular topic is 
available. We stated in the proposed 
rule that if we finalized this proposal, 
data for this measure would be reported 
on HH Compare until January 2020. 


We invited public comment on this 
proposal. 


Comment: A commenter supported 
the removal of this measure and 
expressed appreciation that CMS 
identified measures for removal in favor 
of more widely applicable ones. 


Response: We thank the commenter 
for its support. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal as proposed to remove the 
Emergency Department (ED) Use 
without Hospital Readmission during 
the First 30 Days of HH (NQF #2505) 
Measure from the HH QRP beginning 
with the CY 2021 HH QRP. Data for this 
measure will be publicly reported until 
such data are no longer available for 
public reporting of this measure on HH 
Compare. 


7. Removal of the Rehospitalization 
During the First 30 Days of HH (NQF 
#2380) Measure 


In the CY 2019 HH PPS proposed rule 
(83 FR 32445 through 32446), we 
proposed to remove the 
Rehospitalization during the First 30 
Days of HH (NQF #2380) Measure from 
the HH QRP beginning with the CY 
2021 HH QRP, under our proposed 
Factor 4: A more broadly applicable 
measure (across settings, populations, or 


conditions) for the particular topic is 
available. 


In the CY 2014 HH PPS final rule (78 
FR 72297 through 72301), we adopted 
the claims-based Rehospitalization 
during the first 30 Days of HH Measure 
beginning with the CY 2014 HH QRP. 
The measure was NQF-endorsed (NQF 
#2380) in December 2014. The 
Rehospitalization during the first 30 
Days of HH (NQF #2380) Measure 
addresses the particular topic of acute 
care hospital utilization during a HH 
stay. This measure estimates the risk- 
standardized rate of unplanned, all- 
cause hospital readmissions for patients 
who had an acute inpatient 
hospitalization in the 5 days before the 
start of their HH stay and were admitted 
to an acute care hospital during the 30 
days following the start of the HH stay 
(78 FR 72297 through 72301). The 
Rehospitalization During the First 30 
Days of HH (NQF #2380) Measure only 
includes Medicare FFS patients. Recent 
analyses from 2016 and 2017 show that 
this measure annually captured 
approximately 2.5 million (25.1 percent 
in 2016 and 25.1 percent in 2017) of 
Medicare FFS HH stays and was 
reportable for less than two-thirds of the 
HHAs (62.1 percent in 2016 and 62.6 
percent in 2017). 


In the CY 2013 HH PPS final rule (77 
FR 67093 through 67094), we finalized 
the claims-based Acute Care 
Hospitalization Measure. The measure’s 
title was later updated to Acute Care 
Hospitalization During the First 60 Days 
of HH (NQF #0171) to improve clarity.70 
The Acute Care Hospitalization During 
the First 60 Days of HH (NQF #0171) 
Measure also addresses the topic of 
acute care hospital utilization during a 
HH stay. This measure reports the 
percentage of HH stays in which 
Medicare FFS patients were admitted to 
an acute care hospital during the 60 
days following the start of the HH stay. 
The Acute Care Hospitalization during 
the First 60 Days of HH (NQF #0171) 
Measure includes Medicare FFS 
patients irrespective of whether or not 
they had an acute inpatient 
hospitalization in the 5 days prior to the 
start of the HH stay and spans the first 
60 days of a HH episode. Recent 
analyses using 2016 and 2017 data show 
this measure annually captures 
approximately 8.3 million stays (81.9 
percent in 2016 and 81.8 percent in 
2017) and is reportable by a greater 
number of HHAs (88.8 percent in 2016 
and 88.1 percent in 2017) than the 


Rehospitalization during the First 30 
Days of HH (NQF #2380) Measure. 


We stated in the proposed rule (83 FR 
32446) that the Rehospitalization during 
the First 30 Days of HH (NQF #2380) 
Measure addresses outcomes of 
Medicare FFS patients for a 30-day 
interval after the start of their HH care, 
regardless of the length of their HH stay. 
In contrast, the Acute Care 
Hospitalization During the First 60 Days 
of HH (NQF #0171) Measure is broader 
because it addresses these same 
outcomes for a greater number of 
Medicare FFS patients during the first 
60 Days of a HH stay, which includes 
the 30-day interval of the 
Rehospitalization during the First 30 
Days of HH (NQF #2380) Measure. The 
measure specifications for both 
measures are otherwise harmonized 
along several measure dimensions, 
including data source, population, 
denominator exclusions, numerator, and 
risk adjustment methodology. As a 
result, removing the Rehospitalization 
during the First 30 Days of HH (NQF 
#2380) Measure in favor of the Acute 
Care Hospitalization during the First 60 
Days of HH (NQF #0171) Measure will 
not result in a loss of the ability to 
measure the topic of acute care hospital 
utilization across the HH setting. 


For these reasons, we proposed to 
remove the Rehospitalization during the 
First 30 Days of HH (NQF #2380) 
Measure from the HH QRP beginning 
with the CY 2021 HH QRP under our 
proposed Factor 4: A more broadly 
applicable measure (across settings, 
populations, or conditions) for 
particular topic is available. We stated 
in the proposed rule that if we finalized 
this proposal, data for this measure 
would be publicly reported on HH 
Compare until January 2020. 


We invited public comment on this 
proposal. 


Comment: A commenter supported 
the removal of this measure and 
expressed appreciation that CMS 
identified measures for removal in favor 
of more widely applicable ones. 


Response: We thank the commenter 
for its support. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal as proposed to remove the 
Rehospitalization during the First 30 
Days of HH (NQF #2380) Measure from 
the HH QRP beginning with the CY 
2021 HH QRP. Data for this measure 
will be publicly reported on HH 
Compare until January 2020. 


F. IMPACT Act Implementation Update 
In the CY 2018 HH PPS final rule (82 


FR 51731), we stated that we intended 
to specify two measures that will satisfy 
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the domain of accurately 
communicating the existence and 
provision of the transfer of health 
information and care preferences under 
section 1899B(c)(1)(E) of the Act no later 
than January 1, 2019 and intended to 
propose to adopt them for the CY 2021 
HH QRP, with data collection beginning 
on or about January 1, 2020. 


We stated in the proposed rule that as 
a result of the input provided during a 
public comment period between 
November 10, 2016 and December 11, 
2016, input provided by a technical 
expert panel (TEP) convened by our 
contractor, and pilot measure testing 
conducted in 2017, we are engaging in 
continued development work on these 
two measures, including supplementary 
measure testing and providing the 
public with an opportunity for comment 
in 2018. Further, we reconvened a TEP 
for these measures in April 2018. We 
now intend to specify the measures 
under section 1899B(c)(1)(E) of the Act 
no later than January 1, 2020, and 
intend to proposed to adopt the 
measures beginning with the CY 2022 
HH QRP, with data collection at the 
time point of SOC, ROC and Discharge 
beginning with January 1, 2021. For 
more information on the pilot testing, 
we refer readers to: https://
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/Post-Acute-Care-Quality- 
Initiatives/IMPACT-Act-of-2014/ 
IMPACT-Act-Downloads-and- 
Videos.html. 


Comment: A commenter supported 
the continued development of measures 
to satisfy the IMPACT Act domain of 
transfer of health information and care 
preferences, noting its belief that these 
measures will improve continuity of 
care and care transitions. Another 
commenter did not express support or 
opposition, but encouraged CMS to 
consider data collection burden across 
settings prior to adopting cross-setting 
measures that satisfy the requirements 
of the IMPACT Act. 


Response: We thank the commenters 
for their feedback. 


G. Form, Manner, and Timing of OASIS 
Data Submission 


Our home health regulations, codified 
at § 484.250(a), require HHAs to submit 
OASIS assessments and Home Health 
Care Consumer Assessment of 
Healthcare Providers and Systems 
Survey® (HHCAHPS) data to meet the 
quality reporting requirements of 
section 1895(b)(3)(B)(v) of the Act. In 
the CY 2019 HH PPS proposed rule (83 
FR 32446), we proposed to revise 
§ 484.250(a) to clarify that not all OASIS 
data described in § 484.55(b) and (d) are 


needed for purposes of complying with 
the requirements of the HH QRP. OASIS 
data items may be submitted for other 
established purposes unrelated to the 
HH QRP, including payment, survey, 
the HH VBP Model, or care planning. 
Any OASIS data that are not submitted 
for the purposes of the HH QRP are not 
used for purposes of HH QRP 
compliance. 


We invited public comment on our 
proposal to revise our regulations at 
§ 484.250(a) to clarify that not all OASIS 
data described in § 484.55(b) and (d) are 
needed for purposes of complying with 
the requirements of the HH QRP. 


Comment: A commenter supported all 
proposed changes to the HH QRP, 
including updated regulations clarifying 
OASIS data collection requirements. 
Another commenter noted that the 
clarification confirms its understanding 
of the regulations. 


Response: We thank the commenters 
for their support. 


Final Decision: After considering 
public comment, we are finalizing our 
proposal as proposed to revise our 
regulations at § 484.250(a) to clarify that 
not all OASIS data described in 
§ 484.55(b) and (d) are needed for 
purposes of complying with the 
requirements of the HH QRP. 


H. Policies Regarding Public Display for 
the HH QRP 


Section 1899B(g) of the Act requires 
that data and information regarding PAC 
provider performance on quality 
measures and resource use and other 
measures be made publicly available 
beginning not later than 2 years after the 
applicable specified ‘application date’. 
In the CY 2018 HH PPS final rule (82 
FR 51740 through 51741), we finalized 
that we will publicly display the 
Medicare Spending Per Beneficiary 
(MSPB)–PAC HH QRP beginning in CY 
2019 based on 1 year of claims data on 
discharges from CY 2017. 


In the CY 2019 HH PPS proposed rule 
(83 FR 32446), we proposed to increase 
the number of years of data used to 
calculate the MSPB–PAC HH QRP for 
purposes of display from 1 year to 2 
years. Under this proposal, data on this 
measure would be publicly reported in 
CY 2019, or as soon thereafter as 
operationally feasible, based on 
discharges from CY 2016 and CY 2017. 
We also stated that increasing the 
measure calculation and public display 
periods from 1 to 2 years of data would 
increase the number of HHAs with 
enough data adequate for public 
reporting for the MSPB–PAC HH QRP 
measure from 90.7 percent (based on 
August 1, 2014–July 31, 2015 Medicare 
FFS claims data) to 94.9 percent (based 


on August 1, 2014–July 31, 2016 
Medicare FFS claims data). We further 
stated that increasing the measure 
public display periods to 2 years would 
align with the public display periods of 
these measures in the IRF QRP, LTCH 
QRP, and SNF QRP. 


We invited public comment on our 
proposal to increase the number of years 
of data used to calculate the MSPB–PAC 
HH QRP for purposes of display from 1 
year to 2 years. 


Comment: Most commenters 
supported changing the reporting period 
for the MSPB–PAC HH QRP measure 
from 1 year to 2 years. 


Response: We thank the commenters 
for their support. 


Comment: Several commenters 
opposed changing the reporting period 
for the MSPB measure from 1 to 2 years. 
A commenter opposed the 2-year 
reporting period for the MSPB measure, 
noting that measurement may be 
‘‘smoothed’’ and current performance 
diluted by relying on 2 years of data 
instead of 1 year. This commenter 
recommended using two years of 
historical data only for low-volume 
home health agencies that would 
otherwise report insufficient data, and 
retaining the one-year reporting period 
for larger home health agencies. Two 
other commenters opposed the change 
to a 2-year reporting period, noting that 
measures should reflect recent data and 
performance. Another commenter 
questioned the rationale for using a 2- 
year measure period, noting that while 
this may increase the denominator, 
measure accuracy might be 
compromised by any changes that 
occurred during the measurement 
period. 


Response: We appreciate the 
commenters’ concern about the impact 
of aggregating data across 2 years on the 
ability to demonstrate improvement in a 
1-year period. However, we believe that 
the benefit of increasing the number of 
HHAs in public reporting outweighs the 
expressed concern associated with 
increasing the measurement period to 2 
years because it enables us to provide 
more information to consumers who 
may have a limited number of HHAs in 
their area. Further, improvements in 
performance in a measure over a 1-year 
period will also be included in the 2 
years of data, so providers’ 
improvement efforts can still be 
reflected in their 2-year measure scores. 


We disagree with the 
recommendation to use 2 years of data 
for low-volume HHAs but 1 year of data 
for larger HHAs because HHA 
performance may no longer be 
comparable using different time periods 
for data collection. Finally, there is no 
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Guidance/Guidance/Manuals/Downloads/bp102c
15.pdf. 


72 www.cms.gov/medicare-coverage-database/ 
reports/sad-exclusion-list-report.aspx
?bc=AQAAAAAAAAAAAA%3D%3D. 


evidence to support that increasing the 
number of years of data used for the 
calculation of measure scores of all 
HHAs from 1 year to 2 years might 
compromise the accuracy of a measure. 


Final Decision: After consideration of 
public comments we received, we are 
finalizing our proposal as proposed to 
increase the number of years of data 
used to calculate the MSPB–PAC HH 
QRP measure for purposes of display 
from 1 year to 2 years. 


I. Home Health Care Consumer 
Assessment of Healthcare Providers and 
Systems® (HHCAHPS) 


In the CY 2019 HH PPS proposed rule 
(83 FR 32446), we did not propose 
changes to the Home Health Care 
Consumer Assessment of Healthcare 
Providers and Systems® (HHCAHPS) 
Survey requirements for CY 2019. 
Therefore, HHCAHPS Survey 
requirements are as codified in 
§ 484.250 and the HHCAHPS survey 
vendors’ data submission deadlines are 
as posted on HHCAHPS website at 
https://homehealthcahps.org. 


VI. Medicare Coverage of Home 
Infusion Therapy Services 


In this section of the rule, we discuss 
the new home infusion therapy benefit 
that was established in section 5012 of 
the 21st Century Cures Act. This benefit 
covers the professional services, 
including nursing services, patient 
training and education, and monitoring 
services associated with administering 
infusion drugs by an item of durable 
medical equipment (DME) in a patient’s 
home. This final rule with comment 
period will establish health and safety 
standards for home infusion therapy 
and provide consistency in coverage for 
home infusion therapy services. In 
addition, this final rule with comment 
period establishes regulations for the 
approval and oversight of accrediting 
organizations that provide accreditation 
to home infusion therapy suppliers. 
This rule also provides information on 
the implementation of the home 
infusion therapy services temporary 
transitional payments for CYs 2019 and 
2020, as mandated by section 50401 of 
the BBA of 2018, and finalizes a 
regulatory definition of ‘‘Infusion Drug 
Administration Calendar Day.’’ 


A. General Background 


1. Overview 


Infusion drugs and administration 
services can be furnished in multiple 
health care settings, including inpatient 
hospitals, skilled nursing facilities 
(SNFs), hospital outpatient departments 
(HOPDs), physicians’ offices, and in the 


home. Traditional Fee-for-Service (FFS) 
Medicare provides coverage for infusion 
drugs, equipment, supplies, and 
administration services. However, 
Medicare coverage requirements and 
payment vary for each of these settings. 
Infusion drugs, equipment, supplies, 
and administration are all covered by 
Medicare in the inpatient hospital, 
SNFs, HOPDs, and physicians’ offices. 


Generally, Medicare payment under 
Part A for the drugs, equipment, 
supplies, and services are bundled, 
meaning a single payment is made on 
the basis of expected costs for clinically- 
defined episodes of care. For example, 
if a beneficiary is receiving an infusion 
drug during an inpatient hospital stay, 
the Part A payment for the drug, 
supplies, equipment, and drug 
administration is included in the 
diagnosis-related group (DRG) payment 
to the hospital under the Medicare 
inpatient prospective payment system. 
Beneficiaries are liable for the Medicare 
inpatient hospital deductible. 


Similarly, if a beneficiary is receiving 
an infusion drug while in a SNF under 
a Part A stay, the payment for the drug, 
supplies, equipment, and drug 
administration are included in the SNF 
prospective payment system payment. 
After 20 days of SNF care, there is a 
daily beneficiary cost-sharing amount 
through day 100 when the beneficiary 
becomes responsible for all costs for 
each day after day 100 of the benefit 
period. 


Under Medicare Part B, certain items 
and services are paid separately while 
other items and services may be 
packaged into a single payment 
together. For example, in an HOPD and 
in a physician’s office, the drug is paid 
separately, generally at the average sales 
price (ASP) plus 6 percent. There is also 
a separate payment for drug 
administration in which the payment 
for infusion supplies and equipment is 
packaged in the payment for 
administration. The separate payment 
for infusion drug administration in an 
HOPD and in a physician’s office 
generally includes a base payment 
amount for the first hour and a payment 
add-on that is a different amount for 
each additional hour of administration. 
The beneficiary is responsible for the 20 
percent coinsurance under Medicare 
Part B. 


Medicare FFS covers outpatient 
infusion drugs under Part B, ‘‘incident 
to’’ a physician’s services, provided the 
drugs are not usually self- administered 
by the patient. Drugs that are ‘‘not 
usually self-administered,’’ are defined 
in our manual according to how the 
Medicare population as a whole uses 
the drug, not how an individual patient 


or physician may choose to use a 
particular drug. For the purpose of this 
exclusion, the term ‘‘usually’’ means 
more than 50 percent of the time for all 
Medicare beneficiaries who use the 
drug. The term ‘‘by the patient’’ means 
Medicare beneficiaries as a collective 
whole. Therefore, if a drug is self- 
administered by more than 50 percent of 
Medicare beneficiaries, the drug is 
excluded from Part B coverage. This 
determination is made on a drug-by- 
drug basis, not on a beneficiary-by- 
beneficiary basis.71 The MACs update 
Self-Administered Drug (SAD) 
exclusion lists on a quarterly basis.72 


Home infusion therapy involves the 
intravenous or subcutaneous 
administration of drugs or biologicals to 
an individual at home. Certain drugs 
can be infused in the home, but the 
nature of the home setting presents 
different challenges than the settings 
previously described. The components 
needed to perform home infusion 
include the drug (for example, 
antibiotics, immune globulin), 
equipment (for example, a pump), and 
supplies (for example, tubing and 
catheters). Likewise, nursing services 
are necessary to train and educate the 
patient and caregivers on the safe 
administration of infusion drugs in the 
home. Visiting nurses often play a large 
role in home infusion. Nurses typically 
train the patient or caregiver to self- 
administer the drug, educate on side 
effects and goals of therapy, and visit 
periodically to assess the infusion site 
and provide dressing changes. 
Depending on patient acuity or the 
complexity of the drug administration, 
certain infusions may require more 
nursing time, especially those that 
require special handling or pre-or post- 
infusion protocols. The home infusion 
process typically requires coordination 
among multiple entities, including 
patients, physicians, hospital discharge 
planners, health plans, home infusion 
pharmacies, and, if applicable, home 
health agencies. With regard to payment 
for home infusion therapy under 
traditional Medicare, drugs are generally 
covered under Part B or Part D. Certain 
infusion pumps, supplies (including 
home infusion drugs), and nursing are 
covered in some circumstances through 
the Part B durable medical equipment 
(DME) benefit, the Medicare home 
health benefit, or some combination of 
these benefits. 
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73 https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Internet-Only- 
Manuals-IOMs-Items/CMS014961.html. 


74 See 42 CFR 424.57(c)(12), which states that the 
DME ‘‘supplier must document that it or another 
qualified party has at an appropriate time, provided 
beneficiaries with necessary information and 
instructions on how to use Medicare-covered items 
safely and effectively.’’ 


Medicare Part B covers a limited 
number of home infusion drugs through 
the DME benefit if: (1) The drug is 
necessary for the effective use of an 
external or implantable infusion pump 
classified as DME and determined to be 
reasonable and necessary for 
administration of the drug; and (2) the 
drug being used with the pump is itself 
reasonable and necessary for the 
treatment of an illness or injury. Only 
certain types of infusion pumps are 
covered under the DME benefit. The 
Medicare National Coverage 
Determinations Manual, chapter 1, part 
4, § 280.1 describes the types of infusion 
pumps that are covered under the DME 
benefit.73 For DME infusion pumps, 
Medicare Part B covers the infusion 
drugs and other supplies and services 
necessary for the effective use of the 
pump, but does not explicitly require or 
pay separately for any associated home 
infusion nursing services beyond what 
is necessary for teaching the patient 
and/or caregiver how to operate the 
equipment in order to administer the 
infusion safely and effectively.74 
Through local coverage policies, the 
DME Medicare administrative 
contractors (MACs) specify the details of 
which infusion drugs are covered with 
these pumps. Examples of covered Part 
B DME infusion drugs include, among 
others, certain IV drugs for heart failure 
and pulmonary arterial hypertension, 
immune globulin for primary immune 
deficiency (PID), insulin, antifungals, 
antivirals, and chemotherapy, in limited 
circumstances. 


2. Home Infusion Therapy Legislation 
Section 5012 of the 21st Century 


Cures Act (Pub. L. 114–255) (Cures Act) 
creates a separate Medicare Part B 
benefit category under section 
1861(s)(2)(GG) of the Act for coverage of 
home infusion therapy-associated 
professional services for certain drugs 
and biologicals administered 
intravenously, or subcutaneously 
through a pump that is an item of DME, 
effective January 1, 2021. The infusion 
pump and supplies (including home 
infusion drugs) will continue to be 
covered under the DME benefit. Section 
1861(iii)(2) of the Act defines home 
infusion therapy to include the 
following items and services: The 
professional services (including nursing 


services), furnished in accordance with 
the plan, training and education (not 
otherwise included in the payment for 
the DME), remote monitoring, and other 
monitoring services for the provision of 
home infusion therapy furnished by a 
qualified home infusion therapy 
supplier in the patient’s home. Section 
1861(iii)(3)(B) of the Act defines the 
patient’s home to mean a place of 
residence used as the home of an 
individual as defined for purposes of 
section 1861(n) of the Act. As outlined 
in section 1861(iii)(1) of the Act, to be 
eligible to receive home infusion 
therapy services under the home 
infusion therapy benefit, the patient 
must be under the care of an applicable 
provider (defined in section 
1861(iii)(3)(A) of the Act as a physician, 
nurse practitioner, or physician’s 
assistant), and the patient must be under 
a physician-established plan of care that 
prescribes the type, amount, and 
duration of infusion therapy services 
that are to be furnished. The plan of care 
must be periodically reviewed by the 
physician in coordination with the 
furnishing of home infusion drugs (as 
defined in section 1861(iii)(3)(C) of the 
Act). Section 1861(iii)(3)(C) of the Act 
defines a ‘‘home infusion drug’’ under 
the home infusion therapy benefit as a 
drug or biological administered 
intravenously, or subcutaneously for an 
administration period of 15 minutes or 
more, in the patient’s home, through a 
pump that is an item of DME as defined 
under section 1861(n) of the Act. This 
definition does not include insulin 
pump systems or any self-administered 
drug or biological on a self-administered 
drug exclusion list. 


Section 1861(iii)(3)(D)(i) of the Act 
defines a qualified home infusion 
therapy supplier as a pharmacy, 
physician, or other provider of services 
or supplier licensed by the state in 
which supplies or services are 
furnished. The provision specifies 
qualified home infusion therapy 
suppliers must furnish infusion therapy 
to individuals with acute or chronic 
conditions requiring administration of 
home infusion drugs; ensure the safe 
and effective provision and 
administration of home infusion therapy 
on a 7-day-a-week, 24-hour-a-day basis; 
be accredited by an organization 
designated by the Secretary; and meet 
other such requirements as the Secretary 
deems appropriate, taking into account 
the standards of care for home infusion 
therapy established by Medicare 
Advantage (MA) plans under part C and 
in the private sector. The supplier may 
subcontract with a pharmacy, physician, 
other qualified supplier or provider of 


medical services, in order to meet these 
requirements. 


Section 1834(u)(1) of the Act requires 
the Secretary to implement a payment 
system under which, beginning January 
1, 2021, a single payment is made to a 
home infusion therapy supplier for the 
items and services (professional 
services, including nursing services; 
training and education; remote 
monitoring, and other monitoring 
services). The single payment must take 
into account, as appropriate, types of 
infusion therapy, including variations in 
utilization of services by therapy type. 
In addition, the single payment amount 
is required to be adjusted to reflect 
geographic wage index and other costs 
that may vary by region, patient acuity, 
and complexity of drug administration. 
The single payment may be adjusted to 
reflect outlier situations, and other 
factors as deemed appropriate by the 
Secretary, which are required to be done 
in a budget neutral manner. Section 
1834(u)(3) of the Act specifies that 
annual updates to the single payment 
are required to be made beginning 
January 1, 2022, by increasing the single 
payment amount by the percent increase 
in the CPI for all urban consumers for 
the 12-month period ending with June 
of the preceding year, reduced by the 
multi-factor productivity adjustment. 
The unit of single payment for each 
infusion drug administration calendar 
day, including the required adjustments 
and the annual update, cannot exceed 
the amount determined under the fee 
schedule under section 1848 of the Act 
for infusion therapy services if 
furnished in a physician’s office, and 
the single payment amount cannot 
reflect more than 5 hours of infusion for 
a particular therapy per calendar day. 
Section 1834(u)(4) of the Act also allows 
the Secretary discretion, as appropriate, 
to consider prior authorization 
requirements for home infusion therapy 
services. Finally, section 5012(c)(3) of 
the 21st Century Cures Act amended 
section 1861(m) of the Act to exclude 
home infusion therapy from the HH PPS 
beginning on January 1, 2021. 


B. Health and Safety Standards for 
Home Infusion Therapy 


1. Introduction 
Section 5012 of the Cures Act requires 


that, to receive payment under the 
Medicare home infusion therapy 
benefit, home infusion therapy 
suppliers must select a CMS-approved 
accreditation organization (AO) and 
undergo an accreditation review process 
to demonstrate that the home infusion 
therapy supplier meets the AO’s 
standards. Section 1861(iii) of the Act, 
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75 Infusion Therapy: Standards of Practice, 
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as added by section 5012 of the Cures 
Act, sets forth four elements for home 
infusion therapy in the following areas: 
(1) Requiring that the patient be under 
the care of a physician, nurse 
practitioner, or physician assistant; (2) 
requiring that all patients have a plan of 
care established and updated by a 
physician that sets out the care and 
prescribed infusion therapy necessary to 
meet the patient specific needs; (3) 
providing patients with education and 
training on the effective use of 
medications and equipment in the home 
(not otherwise paid for as durable 
medical equipment); and (4) providing 
monitoring and remote monitoring 
services associated with administering 
infusion drugs in a patient’s home. 


The Journal of Infusion Nursing 
standards of practice specifically 
address patient education, and state that 
it is the clinician’s role to educate the 
patient, caregiver, and/or surrogate 
about the prescribed infusion therapy 
and plan of care including, but not 
limited to, purpose and expected 
outcome(s) and/or goals of treatment, 
infusion therapy administration; 
infusion device-related care; potential 
complications; or adverse effects 
associated with treatment. (Infusion 
Therapy Standards of Practice, 2015).75 


Currently, standards for home 
infusion therapy have been established 
by the current AOs; however, they are 
not necessarily consistent. In order to 
assure consistency in the areas 
identified in the Act, we are establishing 
basic standards that all AOs will be 
required to meet or exceed. We 
proposed universal standards for 
Medicare-participating qualified home 
infusion therapy suppliers to ensure the 
quality and safety of home infusion 
therapy services for all beneficiaries that 
these suppliers serve. 


In preparation for developing these 
standards and to gain a clear 
understanding of the current home 
infusion therapy supplier private sector 
climate, we reviewed the requirements 
established by section 5012 of the 21st 
Cures Act, performed an extensive 
review of the standards from all six AOs 
that accredit home infusion suppliers 
(The Joint Commission, Accreditation 
Commission for Health Care, 
Compliance Team, Community Health 
Accreditation Partner, Healthcare 
Quality Association on Accreditation, 
and National Association of Boards of 
Pharmacy), and reviewed various other 
government and industry publications 
listed in this final rule with comment 


period. In addition to the standards, we 
reviewed the following documents 
related to coverage: 


• Government Accountability Office- 
10–426 report, which describes the state 
of coverage of home infusion therapy 
components under Medicare fee-for- 
service prior to the enactment of the 
Cures Act (GAO, 2010).76 


• Medicare and Home Infusion white 
paper written by the National Home 
Infusion Association (NHIA), which 
provided an overview of Medicare 
coverage provided for Home Infusion 
Therapy services prior to the enactment 
of the Cures Act, as well as results of a 
study conducted by Avalere Health on 
the potential savings that could result 
from Medicare coverage of infusion 
therapy provided in the home (National 
Home Infusion Therapy Association, 
NDS).77 


• American Society of Health System 
Pharmacists Guidelines on Home 
Infusion Pharmacy Services, which 
provided an in-depth overview of 
specialized, complex pharmaceuticals, 
best practices on providing home 
infusion therapy in the home or 
alternative site settings, and the plans to 
execute and manage the therapy 
(American Society of Health-System 
Pharmacists. ASHP guidelines on Home 
Infusion Pharmacy Service, 2014).78 


• The requirements of numerous 
Medicare Advantage plans, Medicare 
FFS, and private insurance plans. 


Upon review of these materials, we 
believe that there is a sufficient private- 
sector framework already in place to 
address many of the areas that will 
typically be included in the 
establishment of basic health and safety 
standards for home infusion therapy. 
For example, existing AO standards 
include requirements related to plan of 
care, monitoring, patient assessment, 
quality improvement, and infection 
control. While the exact content of the 
AO standards vary, we believe that the 
standards are adequate to ensure patient 
health and safety. The AO representing 
the largest number of home infusion 
therapy suppliers requires that home 
infusion pharmacies provide certain 


services to ensure safe and appropriate 
therapy, in compliance with nationally 
recognized standards of practice. Patient 
training and education activities, as part 
of their required admission procedures, 
include the use of medical and 
disposable equipment, medication 
storage, emergency procedures, vascular 
access device management, recognition 
of a drug reaction, and when to report 
any adverse drug event. As such, we 
concluded that it was appropriate to 
propose requirements for only those 
elements specifically identified in 
section 1861(iii) of the Act. Through the 
CMS accreditation organization process, 
we would monitor home infusion 
therapy suppliers to assure that services 
are provided in a safe and effective 
manner, and would consider future 
rulemaking to address any areas that 
may need improvement in the future. 
We solicited public comment on this 
approach and invited comments related 
to the home infusion therapy standards. 


2. Home Infusion Therapy Supplier 
Requirements (Part 486, Subpart I) 


We propose to add a new 42 CFR part 
486, subpart I, to incorporate the home 
infusion therapy supplier requirements. 
The proposed regulations would 
provide a framework for CMS to 
approve home infusion therapy 
accreditation organizations and give 
them the authority to approve Medicare 
certification for home infusion therapy 
suppliers. Final subpart I would include 
General Provisions (Basis and Scope, 
and Definitions) and Standards for 
Home Infusion Therapy (Plan of Care 
and Required Services). 


a. Basis and Scope (§ 486.500) 


We proposed to set forth the basis and 
scope of part 486 at § 486.500. Part 486 
is based on sections 1861(iii)(2)(D) of 
the Act, which establishes the 
requirements that a home infusion 
therapy supplier must meet in order to 
participate in the Medicare program. 
These proposed provisions serve as the 
basis for survey activities for the 
purposes of determining whether a 
home infusion therapy supplier meets 
the requirements for participation in 
Medicare. Section 1834(u) of the Act 
serves as the basis for the establishment 
of a prospective payment system for 
home infusion therapy covered under 
Medicare. In addition, section 
1834(u)(5) of the Act establishes the 
factors for the Secretary to designate 
organizations to accredit suppliers 
furnishing home infusion therapy and 
requires that organizations be 
designated not later than January 1, 
2021. 
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Journal of Infusion Nursing, Wolters Kluwer: Jan/ 
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b. Definitions (§ 486.505) 


At proposed § 486.505, we define 
certain terms that would be used in the 
home infusion therapy requirements. 
We define the terms ‘‘applicable 
provider’’, ‘‘home’’, ‘‘home infusion 
drug’’, and ‘‘qualified home infusion 
therapy supplier’’ in accordance with 
the definitions set forth in section 
1861(iii) of the Act. Furthermore, 
section 1861(iii) of the Act includes a 
definition of the term ‘‘home infusion 
therapy’’ that is the basis of the health 
and safety requirements set forth in this 
final rule with comment period. In 
accordance with the Act, we proposed 
the following definitions: 


• ‘‘Applicable provider’’ would mean 
a physician, a nurse practitioner, and a 
physician assistant. 


• ‘‘Home’’ would mean a place of 
residence used as the home of an 
individual, including an institution that 
is used as a home. However, an 
institution that is used as a home may 
not be a hospital, CAH, or SNF as 
defined in sections 1861(e), 
1861(mm)(1), and 1819 of the Act, 
respectively. 


• ‘‘Home infusion drug’’ would mean 
a parenteral drug or biological 
administered intravenously, or 
subcutaneously for an administration 
period of 15 minutes or more, in the 
home of an individual through a pump 
that is an item of durable medical 
equipment. The term does not include 
insulin pump systems or a self- 
administered drug or biological on a 
self-administered drug exclusion list. 


• ‘‘Qualified home infusion therapy 
supplier’’ would mean a supplier of 
home infusion therapy that meets all of 
the following criteria which are set forth 
at section 1861(iii)(3)(D)(i) of the Act: 
(1) Furnishes infusion therapy to 
individuals with acute or chronic 
conditions requiring administration of 
home infusion drugs; (2) ensures the 
safe and effective provision and 
administration of home infusion therapy 
on a 7-day-a-week, 24-hour-a-day basis; 
(3) is accredited by an organization 
designated by the Secretary in 
accordance with section 1834(u)(5) of 
the Act; and (4) meets such other 
requirements as the Secretary 
determines appropriate. 


c. Standards for Home Infusion Therapy 


Proposed subpart I, as required by 
section 5012 of the Cures Act, would 
specify that the qualified home infusion 
therapy supplier ensure that all patients 
have a plan of care established by a 
physician. 


(1) Plan of Care (§ 486.520) 


Proposed § 486.520(a), requires that 
all patients must be under the care of an 
‘‘applicable provider’’ as defined at 
§ 486.505. Proposed § 486.520(b) 
requires that the qualified home 
infusion therapy supplier ensure that all 
patients must have a plan of care 
established by a physician that 
prescribes the type, amount, and 
duration of home infusion therapy 
services that are furnished. The plan of 
care would also include the specific 
medication, the prescribed dosage and 
frequency as well as the professional 
services to be utilized for treatment. In 
addition, the plan of care would specify 
the care and services necessary to meet 
the patient-specific needs. 


We also proposed, at § 486.520(c), that 
the qualified home infusion therapy 
supplier must ensure that the plan of 
care for each patient is periodically 
reviewed by the physician. We did not 
propose to establish a specific 
timeframe for review requirements, but 
the expectation is that the physician is 
active in the patient’s care and can make 
appropriate decisions related to the 
course of therapy if changes are 
necessary in regards to the progress of 
the patient and goal achievement with 
the infusion therapy. 


(2) Required Services (§ 486.525) 


Section 1861(iii)(2)(D)(II) of the Act 
specifically mandates that qualified 
home infusion therapy suppliers ensure 
the safe and effective provision and 
administration of home infusion therapy 
on a 7-day-a-week, 24-hour-a-day basis. 
Infusion drugs are administered directly 
into a vein or under the skin, eliciting 
a more rapid clinical response than with 
oral medications. Consequently, an 
adverse effect or a medication error 
could result in a quicker and/or more 
severe complication. Therefore, at 
§ 486.525(a), we proposed to require the 
provision of professional services, 
including nursing services, furnished in 
accordance with the plan of care. We 
proposed to require that home infusion 
therapy suppliers ensure that 
professional services are available on a 
7-day-a-week, 24-hour-a-day basis in 
order to ensure that patients have access 
to expert clinical knowledge and advice 
in the event of an urgent or emergent 
infusion-related situation. This 
requirement is imperative, as the 
success of home infusion therapy is 
often dependent upon the professional 
services being available during all hours 
and days of the week that allows for the 
patient to safely and effectively manage 
all aspects of treatment. 


At § 486.525(b), we proposed to 
require patient training and education, 
not otherwise paid for as durable 
medical equipment, and as described in 
42 CFR 424.57(c)(12). This requirement 
is consistent with section 1861(iii)(2)(B) 
of the Act. In addition, the patient 
training and education requirements are 
consistent with standards that are 
already in place, as established by the 
current AOs of home infusion therapy 
suppliers. This is a best practice, as 
home infusion therapy may entail the 
use of equipment and supplies with 
which patients’ may not be comfortable 
or familiar. 


At § 486.525(c), we proposed to 
require qualified home infusion therapy 
suppliers to provide remote monitoring 
and monitoring services for the 
provision of home infusion therapy 
services and home infusion drugs 
furnished by a qualified home infusion 
therapy supplier. This proposed 
requirement is also consistent with 
section 1861(iii)(2)(B) of the Act. 
Monitoring the patient receiving 
infusion therapy in their home is an 
important standard of practice that is an 
integral part of providing medical care 
to patients in their home.79 The 
expectation is that home infusion 
therapy suppliers would provide 
ongoing patient monitoring and 
continual reassessment of the patient to 
evaluate response to treatment, drug 
complications, adverse reactions, and 
patient compliance. Remote monitoring 
may be completed through follow-up 
telephone or other electronic 
communication, based on patient 
preference of communication. However, 
we do not propose to limit remote 
monitoring to these methods. Suppliers 
would be permitted to use all available 
remote monitoring methods that are safe 
and appropriate for their patients and 
clinicians and as specified in the plan 
of care as long as adequate security and 
privacy protections are utilized. 
Monitoring may also be performed 
directly during in-home patient visits. 
Additional discussion on remote 
monitoring and monitoring services can 
be found in section II.C.2.d. of this final 
rule with comment period. 


Comment: We received a few 
comments related to whether we should 
include specific timeframes for review 
of the plan of care. Most comments 
suggested that CMS should align the 
physician review of the plan of care 
with State laws where they exist, while 
another commenter suggested that we 
require the plan of care be reviewed 
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every 30 days. Most commenters also 
stated that they believed adding 
additional reviews could conflict with 
the State laws and would create undue 
burden on home infusion therapy 
suppliers. 


Response: We agree with the 
commenters that establishing timeframe 
requirements for the physician review of 
the patient plan of care could create 
duplicative requirements and add 
burden to home infusion therapy 
suppliers. Therefore, we are not 
including specific timeframes for the 
review of the plan of care, and will defer 
to existing State laws and regulations. 


Comment: We received several 
comments requesting that the proposed 
home infusion therapy health and safety 
standards include various requirements 
for pharmaceutical standards, such as 
drug preparation and dispensing 
procedures. Specifically, commenters 
recommended compliance with sterile 
compounding standards and those 
requirements enforced by the United 
States Pharmacopeia and Food and Drug 
Administration. 


Response: We agree it is important 
that all health care providers and 
suppliers, including home infusion 
therapy suppliers, provide services to 
patients in a safe and professional 
manner, and in accordance with 
professional standards of practice. To 
address these concerns, we have 
amended the regulation text at § 486.525 
Required services, by adding 
§ 486.525(b) which requires that all 
home infusion therapy suppliers must 
provide home infusion therapy services 
in accordance with nationally 
recognized standards of practice, and in 
accordance with all applicable state and 
federal laws and regulations. This could 
include the applicable provisions in the 
Federal Food, Drug, and Cosmetic Act. 


Comment: Several commenters 
suggested we expand the standard 
under proposed § 486.525, Required 
services, (a) Professional services. 
Specifically the comments requested 
that CMS define the term ‘‘Professional 
services,’’ and to specify the specific 
services that would be applicable. 
Commenters suggested that the term 
‘‘professional services’’ could be defined 
to include things such as clinical care 
planning, care coordination, pharmacy 
services, and nursing services to name 
a few. 


Response: We agree various 
professional services may be necessary 
in the care of beneficiaries utilizing the 
Medicare home infusion therapy 
benefit. As stated in the proposed rule 
preamble, we have mirrored the 
language in section 1861(iii)(2)(A) that 
requires the provision of professional 


services, including nursing services, 
furnished in accordance with the plan 
of care by the home infusion therapy 
supplier. By specifically enumerating a 
specific list of services we would risk 
inadvertently excluding services that 
may be necessary for the care of a 
specific patient as part of the required 
services under the home infusion 
therapy benefit. We acknowledge that 
pharmacy services are closely related to 
the home infusion therapy benefit; 
however, at this time pharmacy services 
associated with the preparation and 
dispensing of home infusion therapy 
drugs are covered under the Medicare 
Part B DME benefit and are not part of 
this specific home infusion therapy 
benefit. 


Comment: We received several 
comments that did not appear to 
support the proposed regulation. 
However, the comments were non- 
specific in nature, and did not provide 
any detailed information to which we 
could provide an appropriate response. 


Response: We believe the proposed 
home infusion therapy health and safety 
standards are important and essential 
because they provide the essential basis 
for establishing a robust accreditation 
program that will protect the health and 
safety of Medicare beneficiaries. 
Therefore, we are finalizing, with 
modifications, the home infusion 
therapy health and safety regulations. 
As previously described, we received 
several public comments regarding the 
home infusion therapy supplier health 
and safety regulations proposed at 
§ 486.520, Plan of care and § 486.525, 
Required services. We are finalizing 
these regulations, and are adding the 
following requirement to § 486.525(b): 
All home infusion therapy suppliers 
must provide home infusion therapy 
services in accordance with nationally 
recognized standards of practice, and in 
accordance with all applicable state and 
federal laws and regulations. 


C. Approval and Oversight of 
Accrediting Organizations for Home 
Infusion Therapy Suppliers 


1. Background 


Section 1861(iii)(3)(D)(III) of the Act, 
as added by section 5012(b) of the Cures 
Act, requires that a home infusion 
therapy supplier be accredited by an AO 
designated by the Secretary in 
accordance with section 1834(u)(5) of 
the Act. Section 1834(u)(5)(A) of the Act 
identifies factors for designating AOs 
and modifying the list of designated 
AOs. These statutory factors are: (1) The 
ability of the organization to conduct 
timely reviews of accreditation 
applications; (2) the ability of the 


organization take into account the 
capacities of suppliers located in a rural 
area (as defined in section 1886(d)(2)(D) 
of the Act); (3) whether the organization 
has established reasonable fees to be 
charged to suppliers applying for 
accreditation; and, (4) such other factors 
as the Secretary determines appropriate. 


Section 1834(u)(5)(B) of the Act 
requires the Secretary to designate AOs 
to accredit home infusion therapy 
suppliers furnishing home infusion 
therapy not later than January 1, 2021. 
In the proposed rule we stated that, 
there are six AOs that are currently 
providing accreditation to home 
infusion therapy suppliers, which are: 
(1) The Joint Commission (TJC); (2) 
Accreditation Commission for Health 
Care (ACHC); (3) Compliance Team 
(TCT); (4) Community Health 
Accreditation Partner (CHAP); (5) 
Healthcare Quality Association on 
Accreditation; and (6) National 
Association of Boards of Pharmacy. 
However, since the publication of the 
proposed rule, we have learned that 
there are two additional organizations 
that provide accreditation to home 
infusion therapy suppliers. These 
organizations are: (1) The Centers for 
Pharmacy Practice Accreditation (CPPA) 
and (2) URAC. 


Five of these AOs are providing 
accreditation to home infusion therapy 
suppliers as part of the overall 
accreditation of home health agencies. 
The remaining AOs are pharmacy 
associations that have home infusion 
therapy accreditation programs that 
have not been approved by Medicare. 


We proposed to publish a solicitation 
notice in the Federal Register, in which 
we would invite national AOs to submit 
an application to CMS for approval of 
their home infusion therapy 
accreditation program. We proposed 
that this solicitation notice would be 
published after the final rule is 
published, so that we can designate AOs 
to accredit home infusion therapy 
suppliers by no later than January 1, 
2021 as required by 1834(u)(5)(B) of the 
Act. We further proposed that the 
application submitted by any AOs that 
respond to the solicitation notice would 
be required to meet all requirements set 
forth in proposed § 488.1010 and 
demonstrate that their substantive 
accreditation requirements are equal to 
or more stringent than our proposed 
regulations at part 485, subpart I. 


Section 1861(iii)(3)(D) of the Act 
requires ‘‘qualified home infusion 
therapy suppliers’’ to be accredited by a 
CMS-approved AO. We proposed that, 
in order for the home infusion therapy 
suppliers accredited by the eight AOs 
that currently provide non-Medicare 
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approved home infusion therapy 
accreditation to continue receiving 
payment for the home infusion therapy 
services they provide, the eight existing 
home infusion therapy AOs must 
submit applications to CMS for 
Medicare approval of their home 
infusion therapy accreditation 
programs. We made this proposal 
because the accreditation currently 
being provided by these AOs has not 
been approved by CMS as required by 
section 1861(iii)(3)(D) of the Act. More 
specifically, five of these existing home 
infusion AOs are home health agency 
(HHA) AOs that have been approved by 
CMS to provide HHA accreditation to 
home health agencies. (HHAs). These 
HHA AOs started offering home 
infusion therapy accreditation as part of 
their HHA accreditation program, but 
none of these HHA AOs have received 
separate CMS approval for their home 
infusion therapy accreditation 
programs. The remaining 3 of the 
existing home infusion AOs are 
pharmacy association that offer a non- 
CMS approved home infusion therapy 
accreditation programs. As noted, all 
these existing home infusion AOs 
would have to submit an application to 
CMS for Medicare approval of their 
home infusion therapy accreditation 
program. 


We proposed that the home infusion 
therapy accreditation program be a 
separate and distinct accreditation 
program from the HHA AO’s home 
health accreditation program. This 
would mean that AOs currently 
surveying HHAs would have a separate 
accreditation program with separate 
survey processes and standards for the 
accreditation of home infusion therapy 
suppliers. In addition, we proposed to 
require that the applications submitted 
by all HHA and pharmacy AOs that 
currently provide accreditation to home 
infusion therapy suppliers meet the 
application requirements set forth in the 
proposed home infusion therapy AO 
approval and oversight regulations at 
§ 488.1010 and meet or exceed the 
substantive home infusion therapy 
health and safety standards proposed to 
be set out at 42 CFR part 485, subpart 
I. 


Section 1834(u)(5)(C)(ii) of the Act 
states that in the case where the 
Secretary removes a home infusion 
therapy AO from the list of designated 
home infusion therapy AOs, any home 
infusion therapy supplier that is 
accredited by the home infusion therapy 
AO during the period beginning on the 
date on which the home infusion 
therapy AO is designated as an CMS- 
approved home infusion therapy AO 
and ending on the date on which the 


home infusion therapy AO is removed 
from such list, shall be considered to 
have been accredited by an home 
infusion therapy AO designated by the 
Secretary for the remaining period such 
accreditation is in effect. Under section 
1834(u)(5)(D) of the Act, in the case of 
a home infusion therapy supplier that is 
accredited before January 1, 2021 by a 
home infusion therapy AO designated 
by the Secretary as of January 1, 2019, 
such home infusion therapy supplier 
shall be considered to be accredited by 
a home infusion therapy AO designated 
by the Secretary as of January 1, 2023, 
for the remaining period such 
accreditation is in effect. Home infusion 
therapy suppliers are required to receive 
accreditation before receiving Medicare 
payment for services provided to 
Medicare beneficiaries. 


Section 1861(iii)(3)(D) of the Act 
defines ‘‘qualified home infusion 
therapy suppliers’’ as being accredited 
by a CMS-approved AO. In the proposed 
rule, we proposed to establish 
regulations for the approval and 
oversight of AOs that accredit home 
infusion therapy suppliers to address 
the following: (1) The required 
components to be included in a home 
infusion therapy AO’s initial or renewal 
application for CMS approval of the 
AO’s home infusion therapy 
accreditation program; (2) the procedure 
for CMS’ review and approval of a home 
infusion therapy AOs application for 
CMS approval of its home infusion 
therapy accreditation program; and (3) 
the process for ongoing monitoring and 
oversight of the CMS-approved home 
infusion therapy AOs. 


Comment: Another commenter stated 
that they were slightly confused by the 
use of this proposed rule as the 
appropriate forum for these significant 
changes. 


Response: The issues presented in the 
proposed rule involve the payment for 
home infusion therapy services, the 
accreditation of suppliers that provide 
home infusion therapy services to 
patients in their homes and the approval 
and oversight of AOs that accredit home 
infusion therapy suppliers. Most of the 
AOs that currently provide accreditation 
for home infusion therapy suppliers are 
AOs that also accredit Home Health 
Agencies (HHAs). Further, the home 
infusion therapy accreditation offered 
by these HHA AOs is currently provided 
as part of these HHA AO’s home health 
accreditation program. Therefore, we 
believe that the Home Health 
Prospective Payment System (HH PPS) 
rule is an appropriate venue in which to 
present these issues. 


Comment: Several commenters stated 
general support for the establishment of 


an accreditation program for home 
infusion therapy suppliers. One of these 
commenters stated that home infusion 
therapy is a service that can be safely 
and effectively provided in the home 
setting, when provided by an accredited 
home infusion therapy supplier under a 
physician ordered plan of care. Several 
commenters stated general agreement 
with the AO approval and oversight 
provisions for home infusion therapy 
AOs but suggested that the health and 
safety standard regulations need to 
include additional provisions including 
pharmacy safety standards such the 
requirements for sterile compounding. 


Response: We thank these 
commenters for their support of these 
proposals. We refer those commenter 
that suggested changes or additions to 
the home infusion therapy health and 
safety standards to section VI.B. of this 
for further discussion of these 
comments. 


Comment: Several commenters stated 
that the accreditation section of the rule 
is silent as to when CMS plans on 
making accreditation a requirement of 
participation for reimbursement. These 
commenters requested that CMS 
provide clarity on the effective date of 
this requirement. 


Response: Section 1834(u)(5)(B) of the 
Act requires that ‘‘not later than January 
1, 2021, the Secretary shall designate 
organizations to accredit suppliers 
furnishing home infusion therapy’’. The 
permanent home infusion therapy 
benefit provided under the 21st Century 
Cures Act is to begin on January 1, 2021. 
Therefore, all home infusion therapy 
suppliers must be accredited by no later 
than January 1, 2021 in order to receive 
Medicare payment for furnishing home 
infusion therapy services under the 
permanent home infusion therapy 
benefit. CMS plans to publish a 
solicitation notice in the Federal 
Register which will announce that we 
are seeking national AOs to accredit 
home infusion therapy suppliers and 
invite interested AOs to submit their 
applications to CMS. We plan to publish 
this solicitation notice very soon after 
publication of the final rule. We will be 
prepared to begin accepting applications 
from prospective AOs seeking CMS 
approval of a home infusion therapy 
accreditation program immediately after 
publication of the solicitation notice. 


Comment: A commenter stated the 
opinion that ‘‘the accreditation section 
of the rule is a statutory construct of the 
21st Century Cures Act as a requirement 
to become a qualified home infusion 
provider for the permanent home 
infusion services reimbursement.’’ This 
commenter further stated the belief that 
‘‘the BBA does not require accreditation 
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to become a ‘‘qualified’’ home infusion 
therapy supplier and relies on a 
qualified home infusion provider to be 
a qualified home infusion provider and 
a pharmacy enrolled in the DME 
program and a pharmacy licensed in the 
state where applicable home infusion 
drugs are administered.’’ 


Response: Section 50401 of the 
Bipartisan Budget Act (BBA) of 2018 
does not specifically state accreditation 
is required to become a ‘‘qualified’’ 
home infusion therapy for payment of 
the temporary transitional home 
infusion therapy services. However for 
the permanent home infusion therapy 
services benefit, section 5012 of the 21st 
Century Cures Act added section 
1861(iii)(3)(D)(i) to the Act that defines 
the term qualified home infusion 
therapy supplier as a ‘‘pharmacy, 
physician, or other provider of services 
or supplier licensed by the State in 
which the pharmacy, physician, or 
provider or services or supplier 
furnishes items or services and that 
. . . . ‘‘(III) is accredited by an 
organization designated by the Secretary 
pursuant to section 1834(u)(5) . . .’’. 
Further, this statutory provision does 
not restrict ‘‘qualified’’ home infusion 
therapy suppliers to only pharmacies, 
but includes physicians, other providers 
of services and suppliers as possible 
types of home infusion therapy 
suppliers. However, section 50401(a) of 
the BBA of 2018, adding new section 
1834(u)(7)(F) to the Act, requires that 
‘‘eligible home infusion suppliers’’ for 
the temporary transitional payment be a 
pharmacy that provides external 
infusion pumps and external infusion 
pump supplies and that maintains all 
pharmacy licensure requirements in the 
State in which the applicable infusion 
drugs are administered. Accreditation 
for home infusion therapy services is 
not required for these pharmacies. 


Comment: Another commenter 
requested that CMS clarify that all 
eligible accrediting organizations may 
submit an application to CMS for 
approval of a home infusion therapy 
accreditation program and not just the 
eight AOs listed in the proposed rule. 


Response: Regarding comments on the 
eight AOs listed in the proposed rule, 
since publication of the proposed rule, 
we are made aware of two additional 
AOs for home infusion therapy 
suppliers. The eight existing AOs that 
provide home infusion therapy 
accreditation are: (1) The Joint 
Commission; (2)Accreditation 
Commission for Healthcare (ACHC); (3) 
Community Health Accreditation 
Partner (CHAP); (4) The Compliance 
Team (TCT); (5) National Association of 
Pharmacy Boards (NAPB); (6) 


Healthcare Quality Association on 
Accreditation (HQAA); (7) The Centers 
for Pharmacy Practice Accreditation 
(CPPA) and (8) URAC. In accordance 
with this final rule with comment 
period, any national AO that provides 
accreditation for home infusion therapy 
suppliers that meets the following 
requirements may submit an application 
to CMS requesting approval of their 
home infusion therapy accreditation 
program: (1) The AO must be national 
in scope; (2) the AO must have a home 
infusion therapy accreditation program 
that is separate and distinct from other 
accreditation programs they have; (3) 
the AO must have home infusion 
therapy accreditation standards that 
meets or exceeds the Medicare home 
infusion therapy health and safety 
standards to be codified at 42 CFR 
486.500 to 486.525; and (4) the home 
infusion therapy AO must accredit only 
those home infusion therapy suppliers 
that provide all services required by the 
Medicare home infusion therapy health 
and safety and payment regulations. 


Upon receipt of an application from a 
home infusion therapy AO seeking CMS 
approval of its home infusion therapy 
accreditation program, CMS will 
determine its completeness in 
accordance with the requirements set 
forth at § 488.1010(a). Once CMS has 
determined that an application is 
complete, CMS will then review it to 
determine whether the application 
meets the requirements set forth at 
§ 488.1000 to § 488.1050 and whether 
the AOs accreditation standards meet or 
exceed the Medicare home infusion 
therapy health and safety accreditation 
requirements set forth at proposed 
§ 486.500 to § 486.525. CMS will also 
assess whether the AO accredits only 
those home infusion therapy suppliers 
that provide all services required by the 
Medicare home infusion therapy health 
and safety and payment regulations. 
Pursuant to § 488.1010(d), CMS must 
complete the application review process 
and issue a decision within 210 days 
from the date that CMS determines that 
the application is complete. In 
accordance with § 488.1020(b), CMS 
will publish a final notice in the Federal 
Register announcing our decision to 
approve or deny a national accrediting 
organization application. The notice 
will specify the basis for the CMS 
decision. 


Comment: Several commenters raised 
the question of whether the National 
Association of Boards of Pharmacy 
(NABP), which is one of the existing 
AOs that provide accreditation to home 
infusion therapy suppliers, would 
qualify as a CMS-approved home 
infusion therapy AO. These commenters 


stated that the NABP’s survey process 
focuses only on pharmacy personnel 
education, practice of pharmacy 
including sterile compounding, patient 
counseling. These commenters further 
stated that the NABP addresses sterile 
compounding in their standards but 
does not address the plan of care 
process, the complexities of patient care 
monitoring or any professional staff 
components. These commenters further 
stated that they do not consider NABP 
a full-service home infusion 
accreditation organization and few third 
party payers in the private sector accept 
or recognize NABP alone as sufficient 
accreditation for home infusion. These 
commenters expressed the opinion that 
they want the industry to be held to a 
higher standard than what NABP 
accreditation provides. 


Response: Any national AO that 
provides accreditation for home 
infusion therapy suppliers that meets 
the requirements set forth previously 
may submit an application to CMS 
requesting approval of a home infusion 
therapy accreditation program. In 
addition, we cannot predetermine 
whether the NABP would qualify as a 
CMS-approved home infusion therapy 
AO nor can we prohibit any 
organization from applying to be an AO. 


Upon receipt of an application, CMS 
will determine its completeness in 
accordance with the requirements set 
forth at § 488.1010(a). Once CMS has 
determined that the application is 
complete, CMS will review it to 
determine whether the application 
meets the requirements set forth at 
§ 488.1000 to § 488.1050 and whether 
the AOs accreditation standards meet or 
exceed the Medicare home infusion 
therapy health and safety accreditation 
requirements set forth at proposed 
§ 486.500 to § 486.525. CMS will also 
assess whether the AO accredits only 
those home infusion therapy suppliers 
that provide all services required by the 
Medicare home infusion therapy health 
and safety and payment regulations. 
Pursuant to § 488.1010(d), CMS must 
complete the application review process 
and issue a decision within 210 days 
from the date CMS determines that the 
application is complete. In accordance 
with § 488.1020(b), CMS will publish a 
final notice in the Federal Register 
announcing our decision to approve or 
deny a national accrediting 
organization’s application. The final 
notice will specify the basis for CMS’ 
decision. 


If the NABP were to submit an 
application to CMS for approval of a 
home infusion therapy accreditation 
program, we would be required to give 
the same consideration to that 
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application as we would give to any 
other application we receive. We would 
be required to review the application to 
determine whether the NABP’s home 
infusion therapy accreditation program 
meets the previously stated 
requirements. We would also be 
required to review the application to 
determine whether the NABP’s 
application meets the requirements set 
forth is § 488.1010. 


It is interesting to point out that these 
same commenters strongly advocated 
for CMS to ‘‘grandfather’’ in the existing 
eight home infusion therapy AOs which 
were recognized in the proposed rule. 
These commenter’s argued that for CMS 
to do otherwise would be to defeat 
Congress’s clear direction and 
understanding that the accreditation 
program be functional by January 1, 
2019, and would severely disrupt care 
for patients. As the NAPB is one of eight 
existing home infusion therapy 
accrediting organizations, it would seem 
that these commenters have on one 
hand, advocated that the NABP should 
‘‘grandfathered’’ in as one of the eight 
existing home infusion therapy AOs, 
while also advocating for their 
exclusion as a home infusion therapy 
AO. These arguments conflict with one 
another. 


Comment: Several commenters 
expressed the belief that the HHA AOs 
with an existing home infusion therapy 
accreditation program should not be 
required to have a Home Infusion 
therapy accreditation program that is 
separate and distinct from their HHA 
accreditation programs because this 
would place unnecessary burden on 
these HHA AOs. These commenters 
stated their disagreement with CMS’ 
proposal that the home infusion therapy 
benefit should fall under an entirely 
separate accreditation process from an 
existing home care program. These 
commenters strongly recommended that 
CMS allow HHA AOs to satisfy the 
specified home infusion therapy 
accreditation requirement within their 
home care programs. In support of this 
request, a commenter stated the belief 
that including home infusion therapy 
services as part of the larger home 
health accreditation would promote a 
higher quality of care as well as a more 
coordinated and comprehensive 
approach to care delivery. 


Several commenters suggested that 
the accreditation of home infusion 
therapy suppliers should be allowed as 
part of an HHA AO’s overall 
accreditation and not require a totally 
separate accreditation as long as the 
accreditation organization meets all the 
CMS mandated home infusion therapy 
accreditation health and safety 


standards. Some of these commenters 
stated the belief that requiring AOs with 
existing home infusion therapy 
accreditation programs to submit a 
home infusion therapy accreditation 
program that is separate and distinct 
from their HHA accreditation program 
could affect the quality of care provided 
by these AOs and that such a policy 
would further fragment care delivery. 


Another commenter suggested that 
CMS should permit a separate home 
infusion therapy accreditation module, 
approved by CMS, under an existing 
accreditation program because CMS has 
already done considerable review of the 
existing HHA accreditation programs 
and could benefit from working with the 
AOs to build on already existing 
standards to establish a standard set of 
standards that could be included for all 
accreditation organizations rather than 
developing a totally separate, free- 
standing home infusion therapy 
accreditation program. 


Several commenters stated the belief 
that the requirement for a distinct, 
freestanding accreditation program for 
home infusion therapy suppliers would 
place additional burden on home care 
programs that currently provide home 
infusion therapy services as well as on 
accrediting organizations (AOs). One of 
these commenters expressed the 
concern that a totally separate 
accreditation program for HIT only 
would involve excessive cost and 
personnel time for agencies and CMS. 


Response: We believe that it would 
not be permissible for CMS to allow the 
Home Health accrediting organizations 
to maintain the home infusion therapy 
accreditation program as part of their 
overall HHA accreditation program for 
several reasons. First, sections 
1861(iii)(3)(D)(i) and 1834(u)(5) of the 
Act are clear that an accreditation is 
required for qualified home infusion 
therapy suppliers and that CMS must 
approve AOs accrediting these 
suppliers. Pursuant to section 
1834(u)(5)(B) of the Act, CMS is 
mandated to designate AOs to accredit 
home infusion therapy suppliers by no 
later than January 1, 2021. This 
statutory mandate does not include 
language that would allow CMS to 
approve existing home infusion therapy 
accreditation programs that are co- 
mingled with other accreditation 
programs. 


Second, given that our review of the 
commenter’s HHA accreditation 
program standards occurred prior to the 
passage of the statutory mandate for 
CMS to designate AOs to accredit home 
infusion therapy suppliers our review of 
AOs’ HHA programs focus on and assess 
the AO’s HHA accreditation program 


standards and adherence to the CMS 
Home Health Conditions of 
Participation. Therefore, the reliance on 
our previous review of the HHA 
accreditation program standards and 
survey processes would not be sufficient 
to ensure that a HHA AO’s home 
infusion therapy accreditation program 
would meet or exceed Medicare home 
infusion therapy health and safety 
standards that we are finalizing in this 
rule. 


In addition, in this rule, we have 
proposed to establish new home 
infusion therapy health and safety 
accreditation standards that each home 
infusion therapy AO must incorporate 
into their home infusion therapy 
accreditation standards. When we 
reviewed the HHA AOs previous 
application, this review would have 
occurred prior to the publication of the 
CY 2019 Home Health proposed rule. 
Therefore, the HHA AOs could not yet 
have incorporated the new home 
infusion therapy health and safety 
standards into the accreditation 
standards they submitted with their 
applications. The establishment of the 
Medicare home infusion therapy health 
and safety accreditation standards will 
require that the existing home HHA/ 
home infusion therapy AOs revise their 
home infusion therapy accreditation 
standards to ensure that they meet or 
exceed these new home infusion 
therapy health and safety standards. 
Therefore, we must require that each of 
the existing HHA/home infusion 
therapy AOs submit for our review, a 
new application seeking approval for a 
separate and distinct accreditation 
program for home infusion therapy 
suppliers, to ensure that the 
accreditation standards used meet or 
exceed the Medicare home infusion 
therapy health and safety standards. 


Comment: Several commenters have 
stated that CMS should allow home 
health agency AOs to continue to 
provide home infusion accreditation 
services as part of their larger home 
health accreditation program. These 
commenters believe that providing 
home infusion therapy accreditation 
services as part of the AO home health 
program would both promotes higher 
quality care for beneficiaries and reduce 
administrative burden. 


Response: We respectfully disagree 
with these commenters, because the 
commenters have provided no specific 
facts or circumstances which would 
explain how having a separate and 
distinct home infusion therapy 
accreditation program would promote a 
higher quality of care. 


Moreover, the statutory requirement 
of section 1834(u)(5) of the Act 
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contemplates an independent 
accreditation process for home infusion 
therapy suppliers. 


Comment: Several commenters stated 
concern that it would be too 
burdensome to require HHA AOs with 
existing home infusion therapy 
accreditation programs to develop a new 
home infusion therapy accreditation 
program that is distinct from their 
existing HHA accreditation program. 


Response: We respectfully disagree 
with these commenters. We believe the 
additional burden will be minimal. 
Moreover, the statute mandates an AO 
program and application process that is 
structurally separate from accreditation 
for HHAs. While these commenters may 
incur some initial burden to create a 
home infusion therapy accreditation 
program that is separate and distinct 
from their home health accreditation 
program, we believe that this burden 
would be limited for several reasons. 
First, these commenters have stated in 
their comments that they do have 
established home infusion therapy 
standards and survey processes but that 
they are co-mingled with the AOs home 
health accreditation standards and 
survey processes. As these home health 
AOs already have established home 
infusion therapy accreditation standards 
and survey processes, we believe that it 
would be an uncomplicated matter for 
these AOs to separate their home 
infusion therapy standards and survey 
processes from their home health 
accreditation standards and survey 
processes. What we mean by this is that 
the AO could simply take the 
documents which contains the 
combined home health/home infusion 
therapy accreditation standards and 
survey processes and cut and paste the 
home infusion therapy accreditation 
language into a separate document. This 
task would only need to be performed 
once. Further, we believe the benefits of 
having a home infusion therapy 
accreditation program that is separate 
and distinct from the home health AOs 
home health accreditation program far 
outweighs the burden associated with 
the initial separation of the home 
infusion therapy accreditation program 
and home health accreditation program 
standards and survey processes. 


Comment: Another commenter 
pointed out that ‘‘HHAs have 
historically provided professional 
services associated with home infusion 
to individuals under their care, and 
further stated that they applauded both 
Congress and CMS for moving forward 
in implementing this important benefit 
and the additional support and 
resources it represents.’’ However, 
several other commenters stated that 


home health agencies do not own or 
operate pharmacies, prepare home 
infusion drugs, provide the care 
coordination necessary to manage drug 
infusion, or provide a home infusion 
benefit. These commenters further 
stated that home infusion providers are 
neither certified nor authorized to offer 
the myriad of care services required of 
a home health agency. Thus, there is no 
relationship, overlap or intersection 
between the two benefits. Home health 
agencies will continue to provide the 
home health benefit for Medicare 
patients, and home infusion pharmacies 
will provide the new separate home 
infusion benefit for their Medicare 
patients. 


Response: We agree with this 
commenter and we believe that HHAs 
are in a unique position to provide both 
home infusion therapy services and 
home health services to patients in their 
homes. Under the Medicare home 
infusion therapy benefit in section 
1861(iii) of the Act, as added by section 
5012 of the Cures Act, home infusion 
therapy services are available for those 
individuals receiving eligible home 
infusion drugs. Eligible home infusion 
therapy drugs are defined under section 
1861(iii)(3)(C) of the Act, as a drug or 
biological administered intravenously, 
or subcutaneously for an administration 
period of 15 minutes or more, in the 
home of an individual through a pump 
that is an item of DME. The services that 
are to be provided and paid for by 
Medicare do not include the provision 
of the home infusion drug, DME 
infusion pump, or supplies therefore, it 
is not necessary for a home infusion 
therapy supplier to be a licensed 
pharmacy. 


Comment: Several commenters 
expressed the opinion that CMS has 
delayed in proposing the home infusion 
therapy AO regulations, and that this 
has caused the likelihood that the home 
infusion therapy AOs will be unable to 
apply for CMS approval, much less that 
CMS will have completed the 
accreditation process for home infusion 
AOs, prior to January 1, 2019. These 
commenters urged CMS to 
‘‘grandfather’’ in existing accreditations 
to entities such as the eight AOs 
recognized in the proposed rule. The 
commenters suggest that for CMS to do 
otherwise would be to defeat Congress’s 
clear direction and understanding that 
the accreditation program be functional 
by such date, and would severely 
disrupt care for patients. These 
commenters stated the belief that such 
action would be consistent with section 
1834(u)(7)(F) of the Act, as added by 
section 50401 of the BBA of 2018, where 
Congress expressed its acceptance of 


such accreditation as sufficient on 
January 1, 2019 when the Transition 
benefit will begin. 


Response: We respectfully disagree 
with these commenters’ contention that 
CMS delayed in proposing the home 
infusion therapy AO regulations. The 
21st Century Cures Act, which is the 
legislation that established the 
requirement for accreditation of home 
infusion therapy suppliers, was signed 
into law December 13, 2016. Thereafter, 
time was required to develop our plan 
for implementation, which occurred 
through mid to late 2017. By the time 
that the implementation planning phase 
was completed, the CY 2018 Home 
Health Prospective Payment proposed 
and final rules had already been 
published. Therefore, the CY 2019 
Home Health Prospective Payment 
System Proposed Rule was the first 
appropriate venue in which CMS could 
make these proposals. Moreover, section 
1834(u)(5)(B) of the Act, as added by the 
21st Century Cures Act, requires that 
‘‘[n]to later than January 1, 2021, the 
Secretary shall designate organizations 
to accredit suppliers furnishing home 
infusion therapy.’’ This means that it 
was intended that CMS would have 
until January 1, 2021 to solicit and 
approve AOs to accredit home infusion 
therapy suppliers for the permanent 
Medicare home infusion therapy 
services benefit for which payment to 
qualified home infusion therapy 
supplier will begin on January 1, 2021. 


As stated in the proposed rule, we 
plan to publish a solicitation notice 
seeking national AOs to accredit home 
infusion therapy suppliers shortly after 
publication of the final rule. In addition, 
§ 488.1010(d) requires CMS to complete 
its review of an application submitted 
by a home infusion therapy AO within 
210 calendar days from the date that 
CMS determines that an application is 
complete. If we publish the solicitation 
notice by December 31, 2018 and 
receive applications from prospective 
home infusion therapy AOs during the 
first 5 months of 2019, we would be 
required to complete our review of these 
applications and issue our decisions by 
December 31, 2019, which is 1 full year 
before the January 1, 2021 deadline. 
Assuming we publish the solicitation 
notice by December 31, 2018, and 
considering that we must complete 
review of the application within 210 
days, there would be a 16-month period 
in which prospective home infusion 
therapy AOs could submit their 
application for CMS review and obtain 
approval by the January 1, 2021 
deadline specified in section 
1834(u)(5)(B) of the Act. 
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The existing AOs that have been 
providing accreditation of home 
infusion therapy suppliers already have 
established home infusion therapy 
accreditation programs and 
accreditation standards. A number of 
commenters have stated that their 
respective home infusion therapy 
standards already meet or exceed the 
CMS proposed home infusion therapy 
accreditation health and safety 
standards and therefore believe that 
they should not be required to submit 
an application to CMS for approval. 
However, if this is the case, we believe 
that it should not take these AOs long 
to prepare the information and 
documentation required to apply for 
CMS approval of their home infusion 
therapy accreditation programs. 


Likewise, we do not believe that it 
would take a long period of time for the 
HHA AOs that accredit home infusion 
therapy suppliers to prepare and submit 
their applications for CMS approval of 
a separate and distinct home infusion 
therapy accreditation program. It is our 
understanding from the comments 
received that these AOs have home 
infusion therapy accreditation standards 
that already meet or exceed the CMS 
proposed home infusion therapy 
accreditation health and safety 
standards; however, these home 
infusion therapy accreditation standards 
are integrated into the AO’s HHA 
accreditation program. We believe that 
it would be an uncomplicated matter for 
these HHA AOs to segregate their home 
infusion therapy accreditation program 
into an individual accreditation 
program. As these AOs have previously 
established one or more accreditation 
programs and survey processes in the 
past, and have prepared and submitted 
one or more applications to CMS for 
approval of these accreditation 
programs, we believe that it would take 
these AOs less time and effort to do so 
for a separate and distinct home 
infusion therapy accreditation program. 


Comment: Several commenters 
expressed the opinion that the 
Congressional intent was for CMS to 
accept the accreditation provided by the 
existing home infusion therapy AOs as 
being sufficient as of January 1, 2019 
when the transitional benefits begin. 
Several commenters suggested that 
section 1834(u)(5)(D) requires CMS to 
deem any home infusion supplier 
accredited by a home infusion therapy 
AO designated or otherwise recognized 
and accepted by CMS prior to January 
1, 2019, to be deemed accredited 
through January 1, 2023. 


Response: We do agree that the 
existing home infusion therapy 
accreditation provided by the 8 existing 


home infusion therapy accreditation 
organizations prior to or on January 1, 
2019 and still in effect on January 1, 
2021, would be deemed to meet our 
accreditation requirements through at 
least January 1, 2023, once the 
permanent program goes into effect on 
January 1, 2021. Accreditation is not 
required for the transitional program set 
out at 1834(u)(7) of the Act. CMS cannot 
designate AOs until after January 1, 
2019 (when our standards and 
designation procedures become 
effective). 


Section 1834(u)(5)(D) titled ‘‘Rule for 
Accreditations Made Prior to 
Designation’’ refers to accreditations of 
home infusion suppliers that occurred 
‘‘prior to the Secretary’s designation’’ of 
AOs. This provision applies only to 
those AOs that are ultimately approved 
by CMS; the eight AOs currently 
providing accreditation receive no 
special consideration. Should any of the 
eight apply and be approved, any 
supplier with an active accreditation as 
of January 1, 2019 that is still active on 
January 1, 2021, when the accreditation 
requirement goes into effect, will be 
deemed to have a recognized 
accreditation until at least January 1, 
2023, and longer if their accreditation 
lasts for a longer period. 


2. Process and Standards for Home 
Infusion Therapy Accreditation and the 
Approval and Oversight of Accrediting 
Organizations With CMS-Approved 
Accreditation Programs for Home 
Infusion Therapy Services 


a. Establishment of Regulatory 
Requirements 


We proposed to establish new 
regulations in a new subpart L in 42 
CFR part 488 that would govern CMS’ 
approval and oversight of AOs that 
accredit home infusion therapy 
suppliers. We believe these new 
regulations would provide CMS with 
reasonable assurance that the home 
infusion therapy AO’s accreditation 
program requirements are consistent 
with the appropriate Medicare 
accreditation program requirements. 
Further, we believe that these proposed 
regulations would provide CMS with a 
way to provide oversight for AOs that 
accredit home infusion therapy 
suppliers, and provide CMS with 
authority over the home infusion 
therapy suppliers. 


We proposed to implement a 
comprehensive, consistent and 
standardized set of AO oversight 
regulations for accreditors of home 
infusion therapy suppliers. It is our 
intention to provide home infusion 
therapy AOs with the flexibility to 


innovate within the framework of these 
regulations while assuring that their 
accreditation standards meet or exceed 
the appropriate Medicare requirements, 
and their survey processes are 
comparable to those of Medicare. 
‘‘Flexibility to innovate’’ means that 
AOs retain the freedom to develop their 
own accreditation standards and survey 
processes, so long as the AO ensures 
that they meet the health and safety 
standards (contained in 42 CFR part 
486, subpart B) and the AO meets the 
requirements of the AO approval and 
oversight regulations. 


The proposed regulations would 
reflect requirements similar to those in 
place for the oversight of national AOs 
for Medicare-certified providers and 
suppliers which are codified at 42 CFR 
488.1 through 488.13 and 42 CFR part 
489, but would be modified, as 
appropriate, to be applicable for 
accreditors of home infusion therapy 
suppliers. We believe that it is 
important to have AO approval and 
oversight regulations that are as 
consistent as possible across all AOs 
and to treat all AOs in a similar manner. 


b. Consideration of Existing Regulations 
In formulating our approach to 


implementing the statutory 
requirements related to accreditation 
organizations, we had considered using 
the regulations at 42 CFR 488.1 to 
488.13 for the approval and oversight of 
AOs that accredit home infusion 
therapy suppliers. However, we decided 
not to do so because we believe that 
Congress, by setting out separate 
accreditation organization approval 
standards for home infusion therapy 
suppliers at 1834(u)(5)(A) of the Act, 
intended approval for this accreditation 
program to be a discrete process. We 
believe that having a separate set of 
approval regulations applicable only to 
home infusion therapy suppliers will 
best reflect Congress’s intent. 


Only limited portions of the 
regulations at §§ 488.1 through 488.13 
will apply to AOs that accredit home 
infusion therapy suppliers. For 
example, § 488.6, regarding accredited 
provider entities’ participation in 
Medicaid, will not apply to home 
infusion therapy because home infusion 
therapy suppliers is not a benefit 
specified in our Medicaid regulations. 


Section 488.7, titled ‘‘Release and use 
of accreditation surveys’’ and § 488.8 
titled ‘‘Ongoing review of accrediting 
organizations’’ will have parallel 
provisions applicable to AOs that 
accredit home infusion therapy 
suppliers (§ 488.1025). However, § 488.9 
titled ‘‘Validation surveys’’ will not 
have a parallel provision applicable to 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00164 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2







56569 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


AOs for home infusion therapy 
suppliers because the State Survey 
Agency (SA) only performs validation 
surveys for AOs that operate under the 
statutory authority of section 1865 of the 
Act. In addition, section 1864(a) of the 
Act provides, that by agreement with 
the Secretary, the SA shall provide 
services to the following Medicare 
certified healthcare providers: hospitals, 
skilled nursing facilities, home health 
agencies, hospice programs, rural health 
clinics, critical access hospitals, 
comprehensive outpatient rehabilitation 
facilities, laboratories, clinics, 
rehabilitation agencies, public health 
agencies, or ambulatory surgical centers. 
Home infusion therapy suppliers are not 
included in this list. 


Section 488.10, titled ‘‘State survey 
agency review: Statutory provisions’’, 
§ 488.11 titled ‘‘State survey agency 
functions’’ and § 488.12 titled ‘‘Effect of 
survey agency certification’’ will also 
not have parallel provisions applicable 
to home infusion therapy AOs. This is 
because, as stated previously, the SA 
does not perform validation surveys for 
AOs that accredit home infusion 
therapy providers. Section 488.13, titled 
‘‘Loss of accreditation’’ provides that ‘‘if 
an accrediting organization notifies 
CMS that it is terminating a provider or 
supplier due to non-compliance with its 
CMS-approved accreditation 
requirements, the SA will conduct a full 
review in a timely manner.’’ This 
section will also not have parallel 
provisions applicable to AOs that 
accredit home infusion therapy 
suppliers because this regulation section 
requires use of the SA. 


Section 488.14 titled, ‘‘Effect of QIO 
review’’ provides that ‘‘when a QIO is 
conducting review activities under 
section 1154 of the Act and part 466 of 
this chapter, its activities are in lieu of 
the utilization review and evaluation 
activities required of health care 
institutions under sections 1861(e)(6), 
and 1861(k) of the Act.’’ This section 
will not have parallel provisions 
applicable to AOs for home infusion 
therapy suppliers because it is only 
applicable only to hospitals. 


Finally, § 488.18, titled 
‘‘Documentation of findings’’ states that 
‘‘the findings of the State agency with 
respect to each of the conditions of 
participation, requirements (for SNFs 
and NFs), or conditions for coverage 
must be adequately documented.’’ As 
noted previously, we will not be 
including a parallel provision 
applicable to AOs that accredit home 
infusion therapy suppliers because it 
involves the activities of the SAs, which 
will not be involved in the home 


infusion therapy supplier accreditation 
process. 


In conclusion, a majority of sections 
contained in §§ 488.1 through 488.13 do 
not apply to home infusion therapy AOs 
and home infusion therapy suppliers. 
Therefore, we have created a separate 
set of regulations that are specifically 
applicable to home infusion therapy 
AOs. 


We sought comment on our decision 
not to use the existing regulation at 
§§ 488.1 through 488.13. We did not 
receive any comments on this topic. 


c. Consideration of a Validation Process 
for Accrediting Organizations That 
Accredit Home Infusion Therapy 
Suppliers 


Our conventional validation process 
involves the participation of the CMS 
Regional Offices (ROs) to request the 
State Survey Agency to conduct an 
onsite validation (follow-up) survey 
within 60 days of an AO’s onsite survey. 
The purpose of a validation survey is to 
evaluate the ability of that AO’s survey 
process to identify serious, condition 
level deficiencies. 


We did not propose to establish a 
validation program requirement for 
home infusion therapy AOs and 
suppliers due to a number of resource 
constraints. Several factors limit our 
ability to establish and implement a 
validation program for home infusion 
therapy AOs. First, as mentioned 
previously, the SAs are not available to 
perform validation surveys for home 
infusion therapy AOs. This is because, 
pursuant to section 1864(a) of the Act, 
the SA, enters into an agreement with 
the Secretary to provides services to 
only a limited number of healthcare 
provider types (that is, hospitals, skilled 
nursing facilities, home health agencies, 
hospice programs, rural health clinics, 
critical access hospitals, comprehensive 
outpatient rehabilitation facilities, 
laboratories, clinics, rehabilitation 
agencies, public health agencies, or 
ambulatory surgical centers. 


We sought public comment on the 
decision not to propose a validation 
process at this time. 


Even though we would not have a 
formal validation process in place, we 
would be able to monitor the 
performance of the home infusion 
therapy AOs as part of the ongoing AO 
oversight process provided for in the 
home infusion therapy AO approval and 
oversight regulations at §§ 488.1010 
through 488.1050. For example, under 
proposed § 488.1030 we would have the 
ability to carry out performance reviews 
to evaluate the performance of each 
CMS-approved home infusion therapy 
accreditation program on an ongoing 


basis; comparability reviews to assess 
the equivalency of a home infusion 
therapy AO’s CMS-approved program 
requirements with the comparable 
Medicare home infusion therapy 
accreditation requirements after CMS 
imposes new or revised Medicare 
accreditation requirements; and 
standards reviews when a home 
infusion therapy accrediting 
organization proposes to adopt new or 
revised accreditation standards. We may 
also perform CMS-approved home 
infusion therapy accreditation program 
review if a comparability, performance, 
or standards review reveals evidence of 
substantial non-compliance of a home 
infusion therapy AO’s CMS-approved 
home infusion therapy accreditation 
program with the requirements of this 
subpart. (See § 488.1005 for a definition 
of ‘‘substantial non-compliance’’). 


In addition, proposed § 488.1035 
would require the home infusion 
therapy AOs to submit information to 
CMS which would help us monitor the 
AO’s performance. This information 
would also help to ensure that the home 
infusion therapy suppliers accredited by 
the AO provide care that meets the 
health and safety standards contained in 
42 CFR part 486, subpart B. This 
information includes the following: 


• Copies of all home infusion therapy 
supplier accreditation surveys, together 
with any survey-related information. 


• Notice of all accreditation 
decisions. 


• Notice of all complaints related to 
the AO’s accredited suppliers. 


• Information about all home infusion 
therapy accredited suppliers against 
which the home infusion therapy 
accreditation organization has taken 
remedial or adverse action, including 
revocation, withdrawal, or revision of 
the providers or suppliers accreditation. 


• Annual basis, summary data 
specified by CMS that relate to the past 
year’s accreditation activities and 
trends. 


• Notice of any changes in the home 
infusion therapy accrediting 
organization’s accreditation standards or 
requirements or survey process. 


Comment: Several commenters agreed 
with CMS that validation surveys 
should not be required for home 
infusion therapy AOs. One of these 
commenters agreed with CMS’ position 
that the performance reviews performed 
under proposed § 488.1030 would 
provide more objective and effective 
data about the AOs performance. 


Response: We thank these 
commenters for their input. 


Final Decision: In consideration of the 
comments received, we are finalizing 
this proposal without modification and 
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will perform ongoing monitoring as part 
of the approval and ongoing oversight 
process for home infusion therapy AOs. 


d. Application Requirement for AOs 
That Currently Provide Accreditation 
for Home Infusion Therapy Suppliers 


We proposed to establish regulations 
for the approval and oversight of AOs 
for home infusion therapy suppliers. We 
also proposed the health and safety 
standards which home infusion therapy 
suppliers must meet, and which the 
home infusion AOs must meet or exceed 
in their accreditation standards. These 
health and safety standards are being set 
forth in this final rule with comment 
period at 42 CFR part 486, subpart I. 
The AOs that currently accredit home 
infusion therapy suppliers have not 
heretofore been governed by any CMS 
regulations related to home infusion 
therapy accreditation or health and 
safety standards. These AOs have each 
created their own set of accreditations 
standards. These accreditation 
standards vary from AO to AO. 


Section 1834(u)(5)(C) of the Act 
requires home infusion therapy 
suppliers to be accredited in order to 
receive payment for the services they 
provide. We proposed to require that the 
home infusion therapy accreditation 
program submitted to CMS for approval 
by each of the AOs that currently 
accredit home infusion therapy 
suppliers be separate and distinct 
accreditation programs that are not part 
of the AOs home health accreditation 
program. We proposed to further require 
that the AOs home infusion therapy 
accreditation standards meet or exceed 
the health and safety standards for home 
infusion therapy suppliers. Finally, we 
would require that the application meet 
the requirements of proposed 42 CFR 
488.1010. 


e. Oversight of Home Infusion Therapy 
Accrediting Organizations 


As noted previously, we proposed to 
create a new set of regulations titled, 
‘‘Approval and Oversight of Home 
Infusion Therapy Supplier Accrediting 
Organizations’’ at 42 CFR part 488, 
subpart L. These proposed regulations 
would set forth the application and 
reapplication procedures for national 
AOs seeking approval or re-approval of 
authority to accredit home infusion 
therapy suppliers; ongoing CMS 
oversight processes for approved AOs 
that accredit home infusion therapy 
suppliers; and, appeal procedures for 
AOs that accredit home infusion 
therapy suppliers. In this section of the 
final rule, we describe our regulatory 
provisions. 


The following sections discuss the 
regulations, in their order. 


(1) Basis and Scope (§ 488.1000) 
We proposed at § 488.1000 to set forth 


the statutory authority related to this set 
of regulations. Sections 1834(u)(5) and 
1861(iii) of the Act would be the 
statutory basis for these regulations. 
These sections of the Act provide the 
Secretary with the authority necessary 
to carry out the administration of the 
Medicare program. Section 1861 of the 
Act defines services, supplier types and 
benefits, and over whom Medicare may 
have authority. Section 1861(d) defines 
the term ‘‘supplier.’’ Section 1834(u)(5) 
of the Act governs accreditation of home 
infusion therapy suppliers. 


Section 1861(iii)(3)(D)(i)(III) of the Act 
requires that home infusion therapy 
suppliers be accredited by an 
organization designated under section 
1834(u)(5) of the Act. Section 1834(u)(5) 
of the Act requires that the Secretary 
establish factors in designating 
accrediting organizations and designate 
accrediting organizations to accredit 
suppliers furnishing home infusion 
therapy by January 1, 2021. 


Proposed § 488.1000(a) would set 
forth the statutory authority for the 
accreditation of home infusion therapy 
suppliers by the home infusion therapy 
AOs. Title 42 CFR 488.1000(b) would 
set forth the scope of the regulation, 
which is the application and 
reapplication procedures for national 
AOs seeking approval or re-approval of 
authority to accredit home infusion 
therapy suppliers; ongoing CMS 
oversight processes for approved of 
home infusion therapy AOs; and, appeal 
procedures for AOs of home infusion 
therapy suppliers. 


(2) Definitions (§ 488.1005) 
We proposed the following 


definitions: 
• ‘‘Accredited home infusion therapy 


supplier’’ means a supplier that has 
demonstrated substantial compliance 
with a CMS-approved national home 
infusion therapy AO’s applicable CMS- 
approved home infusion therapy 
accreditation program standards, which 
meet or exceed those of Medicare, and 
has been awarded accreditation by that 
AO. 


• ‘‘Qualified home infusion therapy 
supplier’’ means an entity that meets the 
following criteria which are set forth at 
1861(iii)(3)(D)(i): (1) Furnishes infusion 
therapy to individuals with acute or 
chronic conditions requiring 
administration of home infusion drugs; 
(2) ensures the safe and effective 
provision and administration of home 
infusion therapy on a 7-day-a-week, 24- 


hour-a-day basis; (3) is accredited by an 
organization designated by the Secretary 
pursuant to section 1834(u)(5); and (4) 
meets such other requirements as the 
Secretary determines appropriate. 


• ‘‘Immediate jeopardy’’ means a 
situation in which the provider’s or 
supplier’s non-compliance with one or 
more Medicare accreditation 
requirements has caused, or is likely to 
cause, serious injury, harm, impairment, 
or death to a patient, as codified at 
§ 488.1. 


• ‘‘National accrediting organization’’ 
means an organization that accredits 
supplier entities under a specific 
program and whose accredited supplier 
entities under each program are widely 
dispersed geographically across the 
United States. In addition, the specific 
program is active, fully implemented, 
and operational. This definition is 
codified at § 488.1. 


• ‘‘Reasonable assurance’’ means an 
AO has demonstrated to CMS’ 
satisfaction that its accreditation 
program requirements meet or exceed 
the Medicare program requirements. 
This definition is codified at § 488.1. 


• ‘‘Rural’’ area means an area as 
defined at section 1886(d)(2)(D) of the 
Act. 


• ‘‘Substantial allegation of non- 
compliance’’ means a complaint from 
any of a variety of sources (such as 
patient, relative, or third party), 
including complaints submitted in 
person, by telephone, through written 
correspondence, or in the newspaper, 
magazine articles or other media, that 
will, if found to be present, adversely 
affect the health and safety of patients 
and raises doubts as to a supplier’s 
compliance with any of the Medicare 
home infusion therapy accreditation 
requirements. This definition is codified 
at § 488.1. 


(3) Application and Reapplication 
Procedures for National Accrediting 
Organizations (§ 488.1010) 


Proposed § 488.1010 would contain 
application and re-application 
procedures for all national AOs seeking 
CMS-approval of an accreditation 
program for home infusion therapy 
suppliers. Proposed § 488.1010(a) would 
provide a comprehensive listing of the 
information, supporting documentation, 
certifications, written statements and 
other data that prospective AOs for 
home infusion therapy suppliers would 
be required to include in their 
application for approval to accredit 
home infusion therapy suppliers. The 
proposed requirements under this 
section would apply to both initial 
applications for CMS-approval as well 
as applications for re-approval of an 
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existing CMS-approved home infusion 
therapy accreditation program. This 
proposed provision would also require 
the AOs for home infusion therapy 
supplies to furnish CMS with 
information that demonstrates that their 
accreditation program requirements 
meet or exceed the applicable Medicare 
requirements. 


Proposed § 488.1010(a)(1) requires 
AOs for home infusion therapy 
suppliers seeking initial or renewed 
CMS-approval of their home infusion 
therapy accreditation program to 
demonstrate that they meet the 
definition of a ‘‘national accrediting 
organization.’’ Section 1865 of the Act 
requires that accrediting organizations 
be national in scope. 


Proposed § 488.1010(a)(2) requires 
AOs to specifically identify the 
Medicare supplier type for which they 
are requesting CMS-approval or 
reapproval. 


Proposed § 488.1010(a)(3) requires 
AOs to demonstrate their ability to take 
into account the capacities of home 
infusion therapy suppliers in rural areas 
(as defined in section 1834(u)(5)(A)(ii) 
of the Act. 


Proposed § 488.1010(a)(4) requires the 
home infusion therapy AO to provide 
information that documents their 
knowledge, expertise, and experience in 
the healthcare field for which they offer 
accreditation and for which they are 
requesting approval. 


Proposed § 488.1010(a)(5) requires the 
AO to submit a detailed crosswalk (in 
table format) that identifies, for each of 
the applicable Medicare health and 
safety requirements, the exact language 
of the accrediting organization’s 
comparable accreditation requirements 
and standards. This proposed 
requirement would allow CMS to 
evaluate whether the accreditation 
program standards meet or exceed the 
applicable Medicare requirements. 


Proposed § 488.1010(a)(6) requires 
each AO for home infusion therapy 
suppliers to provide a detailed 
description of its survey process. This 
requirement is intended to allow CMS 
to gain a better understanding of an 
AO’s survey process and ensure that its 
survey and enforcement processes are 
comparable to Medicare’s health and 
safety standards (contained in 42 CFR 
part 486, subpart I). 


Proposed § 488.1010(a)(7)(ii) requires 
home infusion therapy AOs that use 
offsite audits, or other evaluation 
strategies to evaluate the quality of 
services provided by a home infusion 
therapy supplier, to follow up these 
offsite audits with periodic onsite visits. 
We believe that it is very important for 
the AOs that accredit home infusion 


therapy suppliers to follow-up off-site 
survey reviews with periodic on-site 
visits to ensure that the home infusion 
therapy supplier is complying with all 
accreditation standards and meeting all 
health and safety regulations. 


We proposed at § 488.1010(a)(8), to 
require an AO for home infusion 
therapy suppliers to provide a 
description of the criteria for 
determining the size and composition of 
the onsite survey or offsite audit teams 
or teams used for other accreditation 
evaluation strategies. 


We proposed at § 488.1010(a)(9) to 
require that an AO for home infusion 
therapy suppliers provide CMS with 
information regarding the overall 
adequacy of the number of surveyors, 
auditors, and other staff available to 
perform all survey related activities. 
Under this section, the home infusion 
therapy AO would also be required to 
provide an explanation as to how it will 
maintain an adequate number of trained 
surveyors on staff. The home infusion 
therapy AO must also describe its 
ability to increase the size of survey, 
audit, and other survey program staff to 
match growth in the number of 
accredited home infusion therapy 
suppliers while maintaining re- 
accreditation intervals for existing 
accredited home infusion therapy 
suppliers. 


We proposed at § 488.1010(a)(10) to 
require that an AO for home infusion 
therapy suppliers provide CMS with 
detailed information about the 
individuals who perform survey 
activities, including onsite surveys, 
offsite audits and other review 
processes, for the purpose of ensuring 
accredited home infusion therapy 
suppliers maintain adherence to the 
accreditation program requirements. 


Proposed § 488.1010(a)(11) requires 
each AO for home infusion therapy 
suppliers to describe the content, 
frequency and types of in-service 
training provided to survey and audit 
personnel. 


We proposed at § 488.1010(a)(12) to 
require AOs for home infusion therapy 
suppliers to provide documentation 
which describes the evaluation systems 
used to monitor the performance of 
individual surveyors, survey teams, and 
staff that perform audit activities. This 
requirement will provide CMS with 
insight into how each home infusion 
therapy AO measures the performance 
of their surveyors, survey teams and 
staff that perform audit activities. 


We proposed at § 488.1010(a)(13) to 
require the AO for home infusion 
therapy suppliers to provide the 
organization’s policies and procedures 
for avoiding and handling conflicts of 


interest, including the appearance of 
conflicts of interest, involving 
individuals who conduct surveys, 
audits or participate in accreditation 
decisions. 


Proposed § 488.1010(a)(14) requires 
the AO for home infusion therapy 
suppliers to provide CMS with 
documentation of its policies and 
procedures for handling disputes filed 
by a home infusion therapy supplier 
regarding survey or audit findings, or an 
adverse decision. 


We proposed at § 488.1010(a)(15) 
requires that home infusion therapy 
AOs provide CMS with copies of the 
policies and procedures to be used 
when an accredited home infusion 
therapy supplier either—(1) removes or 
ceases furnishing services for which 
they are accredited; or (2) adds home 
infusion therapy services for which they 
are not accredited. 


We proposed at § 488.1010(a)(16) to 
require the home infusion therapy AOs 
to provide CMS with the organization’s 
policies and procedures for responding 
to and investigating complaints and 
grievances against accredited suppliers. 


We proposed at § 488.1010(a)(17) to 
require that the home infusion therapy 
AOs furnish a description of the AO’s 
accreditation status decision-making 
process. 


We proposed at § 488.1010(a)(18) to 
require a home infusion therapy AOs to 
provide CMS with a list of all home 
infusion therapy suppliers currently 
accredited by that home infusion 
therapy AO. 


We proposed at § 488.1010(a)(19) to 
require that the home infusion therapy 
AOs provide CMS with a schedule of all 
survey activity (including but not 
limited to onsite surveys, offsite audits 
and other types if survey strategies), 
expected to be conducted by the home 
infusion therapy AO during the 6-month 
period following submission of the 
application. 


We proposed at § 488.1010(a)(20) to 
require that the home infusion therapy 
AO submit a written statement or 
document that demonstrates the 
organization’s ability to furnish CMS 
with the electronic data the home 
infusion therapy AO must report to 
CMS as required by proposed 
§ 488.1035. 


We proposed at § 488.1010(a)(21) to 
require that the home infusion therapy 
AO provide a description of the 
organization’s data management and 
analysis system with respect to its 
surveys and accreditation decisions. 


We proposed at § 488.1010(a)(22) to 
require the home infusion therapy AO 
to furnish the three most recent annual 
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audited financial statements from their 
organization. 


We proposed at § 488.1010(a)(23) to 
require the home infusion therapy AOs 
to provide a written statement, in which 
the home infusion therapy AO 
acknowledges, as a condition for 
approval, that the organization agrees to 
the items set forth in § 488.1010(a)(23)(i) 
through (vi). 


Proposed § 488.1010(a)(23)(i) requires 
the home infusion therapy AO to 
provide a written statement 
acknowledging that, as a condition for 
approval, that if the home infusion 
therapy AO decides to voluntarily 
terminate its accreditation program, the 
home infusion therapy AO must provide 
written notification to CMS and all 
home infusion therapy suppliers 
accredited by that AO. This written 
notice must be provided at least 180 
calendar days in advance of the effective 
date of the home infusion therapy AOs 
decision to voluntarily terminate its 
CMS-approved accreditation program. 


Proposed § 488.1010(a)(24) requires 
the home infusion therapy AOs to 
provide CMS with a listing of the 
organization’s fees for home infusion 
therapy accreditation. The home 
infusion therapy AO must notify CMS of 
any plans for reducing the burden and 
cost of accreditation to small or rural 
home infusion therapy suppliers. While 
CMS does not undertake to set or 
regulate the fees charges by a home 
infusion therapy AO, we do review fees 
charged by AOs to determine whether 
they are reasonable as directed by 
sections 1834(u)(5)(A)(iii) of the Act. 


Proposed § 488.1010(b) requires home 
infusion therapy AOs to agree to submit 
any additional information, 
documentation, or attestations, 
including items not previously listed 
that CMS may deem necessary to make 
a determination for approval or denial 
of the home infusion therapy AO’s 
application. Should we require this 
additional information, we would notify 
the home infusion therapy AO of the 
request and provide the home infusion 
therapy AO with a reasonable timeframe 
to submit the requested information. 


We proposed at § 488.1010(c) to allow 
a home infusion therapy AO to 
withdraw its initial application for 
CMS’s approval of its home infusion 
therapy accreditation program at any 
time before we publish the final Federal 
Register notice described at proposed 
§ 488.1020(b). Proposed § 488.1020(b) 
requires that the final notice, published 
by CMS, specify the basis for our 
decision. 


Proposed § 488.1010(d) requires CMS 
to complete its review of an application 
submitted by a home infusion therapy 


AO within 210 calendar days from the 
date that CMS determines that the 
application is complete. We proposed 
that to determine completeness, each 
application would be assigned to a 
technical review team upon receipt by 
CMS. 


We sought public comment on the 
application requirements set forth in 
§ 488.1010. We further sought 
comments on the burden related to the 
requirements of the application 
procedure. We received the following 
public comments: 


Comment: Several commenters 
expressed general concern about the 
time and cost burden that would be 
incurred by a home infusion therapy AO 
related to obtaining CMS approval for 
their accreditation program. Another 
commenter questioned what the 
additional time and cost burden to 
home infusion therapy AOs for the 
ongoing administration of their home 
infusion therapy accreditation program, 
after CMS approval is obtained. 


Response: While we understand that 
there would be some time and cost 
burden associated with the accreditation 
process for home infusion therapy AOs, 
this burden is necessary because the 
CMS approval process is required by 
section 1834(u)(5)(B) of the Act which 
requires the Secretary to designate AOs 
to accredit home infusion therapy 
suppliers furnishing home infusion 
therapy not later than January 1, 2021. 


Comment: Several home infusion 
therapy suppliers expressed concern 
that the additional or increased 
operational costs incurred by new of 
existing home infusion therapy AOs 
(such as training, staff wages, revision of 
accreditation standards to meet the new 
Medicare home infusion therapy health 
and safety standards, preparation of the 
application for CMS seeking CMS 
approval of the AOs home infusion 
therapy accreditation program meet new 
and/or different accreditation standards, 
etc.) are likely that these standards and 
associated costs will vary among AOs. 


Response: While we understand that 
there would be some time and cost 
burden associated with the accreditation 
process for home infusion therapy AOs, 
this burden is necessary because the 
CMS approval process is required by 
section 1834(u)(5)(B) of the Act which 
requires the Secretary to designate AOs 
to accredit home infusion therapy 
suppliers furnishing home infusion 
therapy not later than January 1, 2021. 


Comment: Several commenters urged 
CMS to amend proposed 
§ 488.1010(a)(23)(i) to require an AO to 
provide home infusion therapy 
suppliers with a 180 day notice, rather 
than a 90 day notice of the AO’s 


voluntary withdrawal from the CMS 
accreditation program. These 
commenters stated the belief that the 90 
day notice requirement would be too 
short a period of time for an otherwise 
compliant home infusion therapy 
supplier to secure new accreditation 
from a different CMS-approved home 
infusion therapy AO. 


Response: We believe that, in most 
cases, an home infusion therapy AO that 
has decided to voluntarily terminate 
their CMS-approved home infusion 
therapy accreditation program is likely 
make this decision at least 6 months 
prior to the date that they would 
completely cease operations, in order to 
give them time to wrap up their 
business affairs and wind down 
operations. For example, the AO would 
need to complete any surveys that had 
been scheduled or refer these clients to 
other AOs. They would also need to 
provide notice to their accredited home 
infusion therapy suppliers of their 
decision to voluntarily terminate their 
CMS-approved home infusion therapy 
accreditation program. 


We agree with these commenters that 
the 90 day notice period may not be a 
sufficient period of time in which an 
otherwise compliant home infusion 
therapy provider could seek out another 
CMS-approved home infusion therapy 
AO, file the required application, and 
complete the accreditation process. 
Therefore, we have decided to increase 
the notice requirement specified in 
§ 488.1010(a)(23)(i) from 90 days to 180 
days as requested. 


It is important to note that 
§ 488.1010(a)(23) requires the home 
infusion therapy AOs to provide a 
written statement in their application to 
CMS, in which the home infusion 
therapy AO acknowledges, as a 
condition for approval, that the 
organization agrees to the items set forth 
in § 488.1010(a)(23)(i) through (vi). 
However, the actual requirement that 
the home infusion therapy AO provide 
notice is set forth at § 488.1045(a). Since 
we will be increasing the notice 
requirement that is to be included in the 
statement that is to be provided in the 
application submitted by the home 
infusion therapy AO as a condition for 
approval as required by 
§ 488.1010(a)(23)(i), we must also make 
a corresponding change to the notice 
requirement in § 488.1045(a). 


Final Decision: Section 
488.1010(23)(a)(i) will be amended by 
changing the notice requirement for 
home infusion therapy AOs that 
voluntarily terminate their CMS- 
approved accreditation program from 90 
days to 180 days. This change requires 
that we also make a corresponding 
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change to the notice requirement of 
§ 488.1045(a). (See the discussion of 
§ 488.1045(a) in this final rule with 
comment period) for this corresponding 
change. 


(4) Resubmitting a Request (§ 488.1015) 
Proposed § 488.1015(a) requires that 


except as provided in paragraph (b), a 
home infusion therapy AO whose 
request for CMS’ approval or re- 
approval of a home infusion therapy 
accreditation program was denied, or an 
organization that has voluntarily 
withdrawn an initial application, could 
resubmit its application if the 
organization had: (1) Revised its 
accreditation program to address the 
issues related to the denial of its 
previous request or its voluntary 
withdrawal; and (2) resubmitted the 
application in its entirety. 


Proposed § 488.1015(b) provides that 
a home infusion therapy AO that has 
requested reconsideration of an 
application denial by CMS could not 
submit a new application until the 
pending reconsideration was 
administratively final. This proposed 
provision would ensure that review of 
accreditation matters on reconsideration 
are pending before only one 
administrative agency and one 
administrative level at a time. 


We sought public comments on the 
requirements of § 488.1015. We did not 
receive any comments regarding 
§ 488.1015. 


Final Decision: Having received no 
comments in regards to § 488.1015, this 
section will be finalized as drafted, 
without modification. 


(5) Public Notice and Comment 
(§ 488.1020) 


Proposed § 488.1020(a) requires CMS 
to publish a notice in the Federal 
Register upon receipt of a complete 
application package. The notice would 
identify the organization, the type of 
home infusion therapy suppliers 
covered by the accreditation program, 
and provides for at least a 30-day public 
comment period (which begins on the 
date of publication of the Federal 
Register notice). The purpose of the 
Federal Register notice is to notify the 
public that a national AO has filed an 
application for approval of a home 
infusion therapy accreditation program 
and to seek public comment in response 
to this application. The requirement for 
the publication of a notice in the 
Federal Register when an application is 
received is an existing regulatory 
procedural requirement for all other AO 
types. We have added this requirement 
to the home infusion therapy AO 
approval and oversight regulations for 


consistency, and because we believe 
that it is important for the public to 
have notice of accreditation 
organization activities. 


Section 488.1020(b) requires that 
when CMS approves or re-approves an 
application for approval of a home 
infusion therapy AO’s accreditation 
program, a final notice will be 
published in the Federal Register. This 
notice would have to specify the basis 
for CMS’ decision. Section 
488.1020(b)(1), requires that our final 
notice include at a minimum, the 
following information: (1) How the 
accreditation program met or exceeded 
Medicare accreditation program 
requirements; (2) the effective date of 
the CMS approval, which is not later 
than the publication date of the notice; 
and (3) the term of the approval (6 years 
or less). 


If CMS makes a decision to 
disapprove a home infusion therapy 
AOs application, our final notice would 
state the deficiencies found in the 
application and the reason why the AOs 
accreditation program did not met or 
exceeded Medicare accreditation 
program requirements. However, an AO 
has the option of voluntarily 
withdrawing its application at any time 
up until the publication of the final 
notice. 


We proposed at § 488.1020(b)(2) that 
if CMS did not approve a home infusion 
therapy AO’s application for approval of 
its home infusion therapy accreditation 
program, the final notice would explain 
how the home infusion therapy AO 
failed to meet Medicare home infusion 
therapy accreditation program 
requirements. This notice would 
indicate the effective date of the 
decision. 


We sought comment on the 
requirements of § 488.1020, including 
on the appropriate term for approval of 
an AO. We did not receive any 
comments regarding § 488.1020. 


Final Decision: Having received no 
comments in regards to § 488.1020, this 
section will be finalized as drafted, 
without modification. 


(6) Release and Use of Accreditation 
Surveys (§ 488.1025) 


Proposed § 488.1025 requires a home 
infusion therapy AO to include, in its 
accreditation agreement with each home 
infusion therapy supplier, an 
acknowledgement that the home 
infusion therapy supplier agrees to 
release to CMS a copy of its most 
current accreditation survey and any 
information related to the survey that 
CMS may require, including the home 
infusion therapy supplier’s corrective 
action plans. Proposed § 488.1025(a) 


provides that CMS may determine that 
a home infusion therapy supplier does 
not meet the applicable Medicare 
conditions or requirements on the basis 
of its own investigation of the 
accreditation survey or any other 
information related to the survey. 


Proposed § 488.1025(b) prohibits CMS 
from disclosing home infusion therapy 
survey reports or survey related 
information according to section 1865(b) 
of the Act. However, CMS would be 
permitted to publicly disclose an 
accreditation survey and information 
related to the survey, upon written 
request, to the extent that the 
accreditation survey and survey 
information is related to an enforcement 
action taken by CMS. 


CMS would use the home infusion 
therapy supplier accreditation survey 
information for purposes such as: (1) 
Confirmation of the home infusion 
therapy supplier’s eligibility for 
Medicare participation; (2) to review 
and approve the home infusion therapy 
AO’s recommendations regarding 
accreditation; (3) to review the home 
infusion therapy AO’s investigations of 
complaints; and (4) to review the 
corrective action taken by the AO when 
deficiencies are found on survey. 


We sought public comments on the 
requirements of § 488.1025. We did not 
receive any comments regarding 
§ 488.1025. 


Final Decision: Having received no 
comments in regards to § 488.1025, this 
section will be finalized as drafted, 
without modification. 


(7) Ongoing Review of Accrediting 
Organizations (§ 488.1030) 


Proposed § 488.1030 clarifies that a 
formal accreditation program review 
could be opened on an ongoing basis. 
Specifically, this proposed section 
would describe standardized 
requirements related to the ongoing 
federal review of home infusion therapy 
AOs and their approved accreditation 
programs. This proposed section would 
clarify that CMS oversight of 
accreditation programs is consistent 
across home infusion therapy AOs. We 
are committed to treating all home 
infusion therapy AOs subject to our 
oversight in the same manner. Under 
proposed § 488.1030, we could conduct 
the following three types of reviews of 
an AO’s home infusion therapy 
accreditation programs: (1) Performance 
review; (2) comparability review; and 
(3) CMS-approved accreditation 
program review. 


Proposed § 488.1030(a) allows CMS to 
perform a performance review, in which 
we would evaluate the performance of 
each CMS-approved home infusion 
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therapy accreditation program on an 
ongoing basis. Specifically, we would 
review the following aspects of a home 
infusion therapy AO’s for home infusion 
therapy program performance: The 
organization’s survey activity, and the 
organization’s continued fulfillment of 
the requirements stated in § 488.1010. 


Proposed § 488.1030(b) allows CMS to 
perform a comparability review to 
assess the equivalency of a home 
infusion therapy AO’s CMS-approved 
home infusion therapy accreditation 
program requirements with comparable 
Medicare home infusion therapy 
accreditation requirements. Proposed 
§ 488.1030(b)(1) allows CMS to perform 
a comparability review when CMS 
imposes new or revised Medicare 
accreditation requirements. When this 
occurs, proposed § 488.1030(b)(1) 
requires CMS to provide written notice 
to the home infusion therapy AOs when 
changes have been made to the 
Medicare home infusion therapy 
accreditation requirements. Proposed 
§ 488.1030(b)(2) requires the home 
infusion therapy accrediting 
organization to make revision to its 
home infusion therapy accreditation 
standards or survey process so as to 
incorporate the new or revised Medicare 
accreditation requirements. 


Proposed § 488.1030(b)(3) would 
further require that the written notice 
sent by CMS to the home infusion 
therapy AO specify a deadline (not less 
than 30 days) by which the home 
infusion therapy AO must prepare and 
submit their home infusion therapy 
accreditation program requirement 
revisions and the timeframe for 
implementation. Proposed 
§ 488.1030(b)(4) would allow a home 
infusion therapy AO to submit a written 
request for an extension of the 
submission deadline as long as this 
request was submitted prior to the 
original deadline. 


Proposed at § 488.1030(b)(5) requires 
that, after completing the comparability 
review, CMS would provide written 
notification to the home infusion 
therapy AO, specifying whether or not 
their revised home infusion therapy 
accreditation program standards 
continued to meet or exceed all 
applicable Medicare requirements. We 
propose at § 488.1030(b)(6) that if, no 
later than 60 days after receipt of the 
home infusion therapy AO’s 
accreditation standard changes, CMS 
did not provide the written notice to the 
home infusion therapy AO, then the 
revised home infusion therapy program 
accreditation standards would be 
deemed to meet or exceed all applicable 
Medicare requirement and the 
accreditation program will have 


continued CMS-approval without 
further review or consideration. 


Proposed § 488.1030(b)(7) provide 
that if a home infusion therapy AO was 
required to submit a new application 
because CMS imposed new regulations 
or made significant substantive 
revisions to the existing regulations, 
CMS would provide notice of the 
decision to approve or disapprove the 
application within the time period 
specified in proposed § 488.1010(d). 


We proposed at § 488.1030(b)(8) that 
if a home infusion therapy AO failed to 
submit its changes within the required 
timeframe, or failed to implement the 
changes that had been determined by 
CMS to be comparable, CMS could open 
an accreditation program review in 
accordance with § 488.1030(d). 


When a home infusion therapy AO 
proposes to adopt new home infusion 
therapy accreditation standards or 
changes, in its survey process, we 
proposed at § 488.1030(c)(1) to require 
the home infusion therapy AO to 
provide notice to CMS no less than 60 
days prior to the planned 
implementation date of the changes. 
Proposed § 488.1030(c)(2) prohibits the 
home infusion therapy AO from 
implementing these changes before 
receiving CMS’ approval except as 
provided in proposed § 488.1030(c)(4). 
Proposed § 488.1030(c)(3) requires that 
this written notice contain a detailed 
description of the changes to be made to 
the organization’s home infusion 
therapy accreditation standards, 
including a detailed crosswalk (in table 
format) that states the exact language of 
the revised accreditation requirements 
and the corresponding Medicare 
requirements for each. The requirements 
of proposed §§ 488.1030(c)(2) and 
488.10(c)(3) ensures that the home 
infusion therapy AO provides CMS with 
advance notice of any changes to their 
home infusion therapy accreditation 
requirements and survey processes. This 
notice would allow CMS time to review 
these changes to ensure that the revised 
home infusion therapy accreditation 
standards and survey processes 
continue to meet or exceed all 
applicable Medicare home infusion 
therapy requirements and continue to be 
comparable to all applicable Medicare 
home infusion therapy survey 
processes, and provide a response to the 
home infusion therapy AO. This 
proposed section would also prohibit 
home infusion therapy AOs from 
implementing any of the changes in 
their home infusion therapy 
accreditation requirements and survey 
processes, until CMS approval has been 
received. 


Proposed § 488.1030(c)(4) requires 
CMS to provide written notice to the 
home infusion therapy accrediting 
organization indicating whether the 
home infusion therapy accreditation 
program, including the revisions, 
continued or does not continue to meet 
or exceed all applicable Medicare home 
infusion therapy requirements. If CMS 
found that the accrediting organization’s 
home infusion therapy accreditation 
program, including the revisions did not 
continue to meet or exceed all 
applicable Medicare home infusion 
therapy requirements. CMS would have 
to state the reasons for these findings. 


Section 488.1030(c)(5) requires CMS 
to provide this written notice to the 
home infusion therapy AO by the 60th 
calendar day following receipt of the 
home infusion therapy AO’s written 
changes as to whether the home 
infusion therapy AO’s revised home 
infusion therapy accreditation program 
standards and survey processes have 
been be deemed to meet or exceed all 
applicable Medicare home infusion 
therapy requirements and have 
continued CMS approval without 
further review or consideration. This 
proposed section would further specify 
that if CMS failed to provide the 
required written notice to the home 
infusion therapy AO by the 60-day 
deadline, the home infusion therapy 
AO’s revised accreditation program 
standards would be deemed to meet or 
exceed all applicable Medicare 
requirements and have continued CMS 
approval without further review or 
consideration. 


Proposed § 488.1030(c)(5) permits 
CMS to open an accreditation program 
review, in accordance with 
§ 488.1030(d), if a home infusion 
therapy AO implemented changes to 
their home infusion therapy 
accreditation requirements or survey 
process that were not determined nor 
deemed by CMS to be comparable to the 
applicable Medicare requirements. 


We proposed at § 488.1030(d) to 
permit CMS to initiate an accreditation 
program review when a comparability 
or performance review reveals evidence 
that a home infusion therapy AO’s CMS- 
approved home infusion therapy 
accreditation program is in substantial 
non-compliance with the requirements 
of the home infusion therapy health and 
safety regulations contained in 42 CFR 
part 486, subpart B. Proposed 
§ 488.1030(d)(1) requires CMS to 
provide written notice to the home 
infusion therapy AO when a home 
infusion therapy accreditation program 
review is initiated. Proposed 
§ 488.1030(d)(1)(i) through (iv) set forth 
the requirements for this written notice, 
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80 Merriam Webster Online Dictionary. 


which should contain the following 
information: (i) A statement of the 
instances, rates or patterns of non- 
compliance identified, as well as other 
related information, if applicable; (ii) a 
description of the process to be followed 
during the review, including a 
description of the opportunities for the 
home infusion therapy AO to offer 
factual information related to CMS’ 
findings; (iii) a description of the 
possible actions that may be imposed by 
CMS based on the findings of the 
accreditation program review; and (iv) 
the actions the home infusion therapy 
AO will have to take to address the 
identified deficiencies, and the length of 
the accreditation program review 
probation period, which would include 
monitoring of the home infusion 
therapy AO’s performance and 
implementation of the corrective action 
plan. The probation period is not to 
exceed 180 calendar days from the date 
that CMS has approved the home 
infusion therapy AOs plan of correction 
(which is the AO written plan for 
correcting any deficiencies in its home 
infusion therapy accreditation program 
that were found by CMS on a program 
review). 


At § 488.1030(d)(2), we proposed that 
CMS reviews and approves the home 
infusion therapy AO’s plan of correction 
for acceptability within 30 days after 
receipt. Proposed § 488.1030(d)(3) 
provides that CMS monitors the 
implementation of the home infusion 
therapy accrediting organization’s plan 
of correction for a period not to exceed 
180 days from the date of approval. 
During the 180-day review period, CMS 
monitors implementation of the 
accepted plan of correction as well as 
progress towards correction of identified 
issues and areas of non-compliance that 
triggered the accreditation program 
review. 


We proposed at § 488.1030(d)(4) to 
authorize CMS to place the home 
infusion therapy AO’s CMS-approved 
accreditation program on probation for 
a subsequent period of up to 180 
calendar days, if necessary. The 
additional period of time may be 
necessary if CMS determines, as a result 
of the home infusion therapy 
accreditation program review or a 
review of an application for renewal of 
an existing CMS-approved accreditation 
program, that the home infusion therapy 
AO has failed to meet any of the 
requirements of proposed § 488.1010, or 
has made significant progress correcting 
identified issues or areas of non- 
compliance, but requires additional 
time to complete full implementation of 
corrective actions or demonstrate 
sustained compliance. If a home 


infusion therapy AO’s term of approval 
expires before the 180-day period is 
completed, the probationary period 
would be deemed to end upon the day 
of expiration of the home infusion 
therapy AO’s term of approval. In the 
case of a renewal application where we 
have placed the home infusion therapy 
accreditation program on probation, we 
proposed that any approval of the 
applications must be conditional while 
the program remains on probation. 


If we place a home infusion therapy 
AO’s accreditation program on 
probation, proposed § 488.1030(d)(4)(i) 
requires CMS to issue a written 
determination to the home infusion 
therapy AO, within 60 calendar days 
after the end of any probationary period. 
The written determination must state 
whether or not the CMS-approved home 
infusion therapy accreditation program 
continued to meet the requirements of 
this section and the reasons for the 
determination. 


If we determined that withdrawal of 
approval from a CMS-approved 
accreditation program was necessary, 
proposed § 488.1030(d)(4)(ii) requires 
CMS to send written notice to the home 
infusion therapy AO which contained 
the following information: (1) Notice of 
CMS’ removal of approval of the home 
infusion therapy AOs accreditation 
program; (2) the reason(s) for the 
removal; and (3) the effective date of the 
removal determined in accordance with 
§ 488.1030(d)(4)(ii). 


If CMS withdrew the approval of a 
home infusion therapy AO accreditation 
program, § 488.1030(d)(4)(iii) requires 
CMS to publish a notice of its decision 
to withdraw approval of the 
accreditation program in the Federal 
Register. This notice will have to 
include the reasons for the withdrawal, 
and a notification that the withdrawal 
will become effective 60 calendar days 
after the date of publication in the 
Federal Register. The publication of this 
Federal Register notice is notice will be 
necessary to put interested stakeholders, 
such as the home infusion therapy 
suppliers that are accredited by the 
affected AO on notice about the 
withdrawal of CMS-approval of their 
AO, because this will have an effect on 
the status of their accreditation. 


Proposed § 488.1030(e) allows CMS to 
immediately withdraw the CMS 
approval of an home infusion therapy 
AO’s home infusion therapy 
accreditation program, if at any time 
CMS makes a determination that the 
continued approval of that home 
infusion therapy accreditation program 
poses an immediate jeopardy to the 
patients of the entities accredited under 
the program; or the continued approval 


otherwise constitutes a significant 
hazard to the public health. 


We proposed at § 488.1030(f) to 
mandate that any home infusion therapy 
AO whose CMS approval of its home 
infusion therapy accreditation program 
has been withdrawn must notify, in 
writing, each of its accredited home 
infusion therapy suppliers of the 
withdrawal of CMS approval and the 
implications for the home infusion 
therapy suppliers’ payment status no 
later than 30 calendar days after the 
notice is published in the Federal 
Register. This proposed requirement 
would protect the home infusion 
therapy suppliers that have received 
their accreditation from a home infusion 
therapy AO that has had its CMS 
approval of their home infusion therapy 
accreditation program removed. 


We sought public comments on the 
requirements and the burden associated 
with the requirements of § 488.1030. 


We did not receive any comments 
related to the burden associated with 
requirements § 488.1030. However, we 
did receive the following comment 
related to the requirements of 
§ 488.1030: 


Comment: Several commenters have 
requested that CMS clarify that the non- 
compliance that triggers a review under 
§ 488.1030 must not only be 
‘‘substantial’’ but also be ‘‘material.’’ 


Response: The term ‘‘substantial’’ 
means ‘‘of considerable importance, size 
or worth.’’ The term ‘‘material’’ means 
‘‘important, relevant or essential.’’ 80 We 
believe that these terms are similar 
enough in nature that adding the word 
‘‘material’’ would be duplicative. Our 
goal, as stated in the proposed rule, is 
to make the AO approval and oversight 
regulations as consistent, as possible, 
with the AO approval and oversight 
regulations for Medicare-certified 
providers and suppliers at 42 CFR 488.5 
to 488.13. The term ‘‘substantial and 
material’’ is not used in regulation 
§ 488.8 titled ‘‘Ongoing review of 
accrediting organizations.’’ which is the 
comparable regulation to § 488.1030 
regulations for Medicare-certified 
providers and suppliers. Therefore, we 
believe that to add a different standard 
for home infusion therapy AOs would 
be inconsistent and would result in 
different standards across the AO types. 


Also, many AOs have accreditation 
programs for numerous types of 
providers and suppliers. If CMS were to 
use varying standards for different types 
of providers and suppliers, it would 
make it difficult for these AOs with 
multiple accreditation programs to 
administer these programs in a smooth 
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and consistent manner. Therefore, we 
believe that it is important that CMS 
keep the language of § 488.1030 
consistent with that of § 488.8. We 
would also note that we have broad 
discretion to monitor the performance of 
AOs and to take action when necessary. 


Final Decision: After consideration on 
the comments received, we have 
decided to finalize § 488.1030 without 
modification. 


(8) Ongoing Responsibilities of a CMS- 
Approved Accreditation Organization 
(§ 488.1035) 


Proposed § 488.1035 requires a home 
infusion therapy AO to provide certain 
information to CMS and carry out 
certain activities on an ongoing basis. 
More specifically § 488.1035(a) requires 
the home infusion therapy AO to 
provide CMS with all of the following 
in written format (either electronic or 
hard copy): 


• Copies of all home infusion therapy 
accreditation surveys, together with any 
survey-related information that CMS 
may require (including corrective action 
plans and summaries of findings with 
respect to unmet CMS requirements); 


• Notice of all home infusion therapy 
accreditation decisions. 


• Notice of all complaints related to 
home infusion therapy suppliers. 


• Information about all home infusion 
therapy accredited suppliers against 
which the home infusion therapy AO 
has taken remedial or adverse action, 
including revocation, withdrawal, or 
revision of the home infusion therapy 
supplier’s accreditation. 


• Summary data specified by CMS 
that relate to the past year’s home 
infusion therapy accreditation activities 
and trends which is to be provided on 
an annual basis. 


• Notice of any changes in its home 
infusion therapy accreditation standards 
or requirements or survey process. 


Proposed § 488.1035(b) requires a 
home infusion therapy AO to submit an 
acknowledgment of receipt of CMS’ 
notification of a change in CMS 
requirements within 30 days from the 
date of the notice. Section 488.1035(c) 
requires that a home infusion therapy 
AO permit its surveyors to serve as 
witnesses if CMS takes an adverse 
action based on accreditation findings. 


Proposed § 488.1035(d) requires that 
within 2 business days of identifying a 
deficiency of an accredited home 
infusion therapy supplier that poses 
immediate jeopardy to a beneficiary or 
to the general public, the home infusion 
therapy AO must provide CMS with 
written notice of the deficiency and any 
adverse action implemented by the 
home infusion therapy AO. Section 


488.1035(e) requires that within 10 
calendar days after our notice to a CMS- 
approved home infusion therapy AO 
that CMS intends to withdraw approval 
of the home infusion therapy AO, the 
home infusion therapy AO must provide 
written notice of the withdrawal to all 
of the organization’s accredited home 
infusion therapy suppliers. 


We sought public comment on the 
requirements and the burden associated 
with § 488.1035. We received no 
comments in regards to requirements 
and the burden associated with 
§ 488.1035. 


Final Decision: As no comments 
related to § 488.1035 were received, this 
section to the proposed regulations will 
be finalized as drafted and without 
modifications. 


(9) Onsite Observations of Accrediting 
Organization Operations (§ 488.1040) 


We proposed at § 488.1040(a) and (b) 
to permit CMS to conduct an onsite 
inspection of the home infusion therapy 
AOs operations and offices at any time 
to verify the organization’s 
representations and to assess the 
organization’s compliance with its own 
policies and procedures. Activities to be 
performed by CMS staff during the 
onsite inspections may include, but are 
not limited to: (1) Interviews with 
various home infusion therapy AO staff; 
(2) review of documents, and survey 
files, audit tools and related records; (3) 
observation of meetings concerning the 
accreditation process; (4) auditing 
meetings concerning the accreditation 
process; (5) observation of in-progress 
surveys and audits; (6) evaluation of the 
home infusion therapy AO’s survey 
results and accreditation decision- 
making process. 


CMS would perform onsite visits to a 
home infusion therapy AOs offices only 
for specific reasons. For example, when 
an AO had filed an initial or renewal 
application for approval of its home 
infusion therapy accreditation program, 
CMS would perform an onsite visit to 
the AOs offices as part of the 
application review process. If CMS has 
opened a program review and put the 
home infusion therapy AO on probation 
for a 180 day period, we would perform 
an onsite visit to the AOs offices to 
check of the AOs progress in 
implementing the plan of correction. 


If CMS decides to perform on onsite 
visit to the home infusion therapy AOs 
offices, we would notify the AO. We 
would coordinate with the AO staff to 
schedule the onsite visit at mutually 
agreed upon date and time. 


The intended purpose of this 
proposed section is to provide CMS 
with an opportunity to observe, first 


hand, the daily operations of home 
infusion therapy AOs and to ensure that 
the home infusion therapy accreditation 
program is fully implemented and 
operational as presented in the written 
application. Onsite inspections would 
strengthen our continuing oversight of 
the home infusion therapy AO 
performance because they provide an 
opportunity for us to corroborate the 
verbal and written information 
submitted to CMS by the home infusion 
therapy AO in their initial and renewal 
applications. In addition, onsite 
inspections would allow CMS to assess 
the home infusion therapy AO’s 
compliance with its own policies and 
procedures. 


We sought public comments on the 
requirements of and the burden related 
to § 488.1040. However, we received no 
comments in regards to requirements 
and the burden associated with 
§ 488.1040. 


Final Decision: As no comments 
related to § 488.1040 were received, this 
section to the proposed regulations will 
be finalized as drafted and without 
modifications. 


(10) Voluntary and Involuntary 
Termination (§ 488.1045) 


The proposed provisions related to 
the voluntary and involuntary 
termination of CMS approval of a home 
infusion therapy AO’s accreditation 
program are set out at § 488.1045. 
Proposed § 488.1045(a) addresses 
voluntary termination of a home 
infusion therapy AO’s accreditation 
program by the home infusion therapy 
AO. A home infusion therapy AO that 
decides to voluntarily terminate its 
CMS-approved accreditation program 
must provide written notice to CMS and 
each of its accredited home infusion 
therapy suppliers at least 180 days in 
advance of the effective date of the 
termination. This written notice must 
state the implications for the home 
infusion therapy supplier’s payment 
should there be a lapse in their 
accreditation status. 


Proposed § 488.1045(b) addresses 
CMS’ involuntary termination of a home 
infusion therapy AO’s CMS-approved 
accreditation program. Once CMS 
publishes the notice in the Federal 
Register announcing its decision to 
terminate the accrediting organization’s 
home infusion therapy accreditation 
program, the home infusion therapy AO 
would have to provide written 
notification to all home infusion therapy 
suppliers accredited under its CMS- 
approved home infusion therapy 
accreditation program no later than 30 
calendar days after the notice was 
published in the Federal Register. This 
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notice would state that CMS is 
withdrawing its approval of the home 
infusion therapy AO’s accreditation 
program and the implications for their 
payment, should there be a lapse in 
their accreditation status. 


Proposed § 488.1045(c) addresses the 
requirements that would apply to both 
voluntary and involuntary terminations 
of CMS approval of the home infusion 
therapy AO. Proposed § 488.1045(c)(1) 
provides that the accreditation status of 
affected home infusion therapy 
suppliers will be considered to remain 
in effect until their current term of 
accreditation expired. In the case where 
a home infusion therapy AO has been 
removed as a CMS-approved AO, any 
home infusion therapy supplier that is 
accredited by the organization during 
the period beginning on the date the 
organization was approved by CMS 
until the date the organization was 
removed, shall be considered accredited 
for its remaining accreditation period. 


Proposed § 488.1045(c)(2) provides 
that for any home infusion therapy 
supplier, whose home infusion therapy 
AO’s CMS approval has been 
voluntarily or involuntarily terminated 
by CMS, and who wishes to continue to 
receive reimbursement from Medicare, 
must provide written notice to CMS at 
least 60-calendar days prior to its 
accreditation expiration date which 
states that the home infusion therapy 
supplier has submitted an application 
for accreditation under another CMS- 
approved home infusion therapy 
accreditation program. This proposed 
section further states that failure to 
comply with this 60-calendar day 
requirement prior to expiration of their 
current accreditation status could result 
in a suspension of payment. 


Proposed § 488.1045(c)(3) requires 
that the terminated home infusion 
therapy AO must provide a second 
written notification to all accredited 
suppliers 10 calendar days prior to the 
organization’s accreditation program 
effective date of termination. 


The proposed notice provisions at 
§ 488.1045(c)(2) and (3) could help 
prevent home infusion therapy 
suppliers from suffering financial 
hardship that could result from a denial 
of payment of Medicare claims if their 
home infusion therapy accreditation 
lapses as a result of the voluntary or 
involuntary termination of a CMS- 
approved home infusion therapy AO 
program. 


We proposed at § 488.1045(d), that if 
a home infusion therapy supplier 
requests a voluntary withdrawal from 
accreditation, it will not be possible for 
the withdrawal to become effective until 
the home infusion therapy AO 


completes three required steps. First, 
the AO would have to contact the home 
infusion therapy supplier to seek 
written confirmation that the home 
infusion therapy supplier intended to 
voluntarily withdraw from the 
accreditation program. Second, the 
home infusion therapy AO would have 
to advise home infusion therapy 
supplier, in writing, of the statutory 
requirement at section 
1861(iii)(3)(D)(i)(III) of the Act for 
requiring accreditation for all home 
infusion therapy suppliers. Third, the 
home infusion therapy AO would have 
to advise the home infusion therapy 
supplier of the possible payment 
consequence for a lapse in accreditation 
status. Section 488.1045(d)(3) requires 
the home infusion therapy AO to submit 
their final notice of the voluntary 
withdrawal of accreditation by the home 
infusion therapy supplier 5 business 
days after the request for voluntary 
withdrawal was ultimately processed 
and effective. 


We believe that it is important that 
the home infusion therapy seek 
confirmation that the home infusion 
therapy supplier has indeed requested a 
voluntary termination of their 
accreditation. This confirmation would 
prevent the erroneous termination of the 
accreditation of a home infusion therapy 
supplier that did not request it or had 
subsequently withdrawn their request 
for voluntary termination. 


We believe that it is also important for 
the home infusion therapy AO to 
provide the required written notice to 
the home infusion therapy supplier that 
requests a voluntary withdrawal from 
accreditation, so that the home infusion 
therapy supplier has been fully 
informed of the requirements for 
accreditation according to section 
1861(iii)(3)(D)(i)(III) of the Act and the 
payment consequences of being 
unaccredited. If there is a lapse in the 
accreditation status of the home 
infusion therapy supplier, they would 
not be eligible to receive payment from 
Medicare for services furnished to 
Medicare beneficiaries. A home infusion 
therapy infusion therapy supplier that is 
unaware of this payment consequence 
could suffer financial hardship due to 
furnishing services to Medicare 
beneficiaries for which they cannot be 
reimbursed after a lapse in 
accreditation. 


We solicited public comments on the 
requirements of and the burden related 
to § 488.1045. 


Comment: A commenter expressed 
concern that the requirements of 
proposed § 488.1045(d) would be 
extremely burdensome for the home 
infusion therapy AO to implement. This 


section provides that if a home infusion 
therapy supplier requested a voluntary 
withdrawal from accreditation, it would 
not be possible for the withdrawal to 
become effective until the home 
infusion therapy AO completed the 
following three required steps: (1) The 
AO must contact the home infusion 
therapy supplier to seek written 
confirmation that the home infusion 
therapy supplier intended to voluntarily 
withdraw from the accreditation 
program; (2) the home infusion therapy 
AO must to advise home infusion 
therapy supplier, in writing, of the 
statutory requirement at 
1861(iii)(3)(D)(i)(III) of the Act for 
requiring accreditation for all home 
infusion therapy suppliers; and (3) the 
home infusion therapy AO must advise 
the home infusion therapy supplier of 
the possible payment consequence for a 
lapse in accreditation status. Proposed 
§ 488.1045(d)(3) would require the 
home infusion therapy AO to submit 
their final notice of the voluntary 
withdrawal of accreditation by the home 
infusion therapy supplier 5 business 
days after the request for voluntary 
withdrawal was ultimately processed 
and effective. 


In support of this contention that the 
previous requirements would be too 
burdensome, the commenter stated the 
belief that the home infusion therapy 
supplier would be responsible for 
knowing the CMS rules of coverage. 
AO’s should provide this information to 
the supplier in the form of the AO’s 
accreditation process and/or 
procedures. The AO should not have the 
burden of producing documentation 
that they informed the supplier at 3 
separate times of what could happen if 
they withdrew their accreditation. 


Response: We disagree with this 
commenter’s contention that the 
requirements of proposed § 488.1045(d) 
are burdensome for the home infusion 
therapy AO to implement with the 
business technology that is readily 
available to each AO. It is important to 
point out that all 3 of these previously 
discussed steps can be accomplished 
quickly and effectively and would take 
a relatively short period of time. We say 
this because this section merely requires 
that each of the 3 categories of 
information is obtained and 
disseminated to the home infusion 
therapy supplier. This section does not 
require them to be accomplished 
separately at different times or on 
different dates. 


Similarly, we believe that this task 
can be accomplished by the AO sending 
one single correspondence to the home 
infusion therapy supplier and simple 
follow-up monitoring to ensure that the 
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home infusion therapy supplier returns 
the required written confirmation to the 
AO acknowledging that they do intend 
to voluntarily withdraw from the 
accreditation program. To simplify 
matters further and save even more 
time, we believe that the AO could 
create a pre-prepared home infusion 
therapy supplier notification letter and 
an acknowledgment of withdrawal from 
accreditation form in a fillable .pdf 
template format. Thereafter, when a 
home infusion therapy supplier notifies 
an AO that they are withdrawing from 
that AO, all the AO would need to do 
is open up the AO notification and 
home infusion therapy supplier 
acknowledgement templates on their 
computer, fill in the blanks on the 
fillable .pdf template forms, print the 
forms and send them HIT supplier via 
hand deliver, text, email, fax or U.S.P., 
federal Express, etc. Then AO would 
only have to await for the HIT supplier 
to return the signed acknowledgement 
form. 


Comment: § 488.1045(c)(2) provides 
that if a home infusion therapy supplier, 
whose home infusion therapy AO’s 
CMS approval has been voluntarily or 
involuntarily terminated by CMS wishes 
to continue to receive reimbursement 
from Medicare, that home infusion 
therapy supplier must provide written 
notice to CMS at least 60-calendar days 
prior to its accreditation expiration date 
which states that the home infusion 
therapy supplier has submitted an 
application for accreditation under 
another CMS-approved home infusion 
therapy accreditation program. This 
proposed section further states that 
failure to comply with this 60-calendar 
day requirement prior to expiration of 
their current accreditation status could 
result in a suspension of payment. 


Several commenters have urged CMS 
to amend the notice requirement of 
proposed § 488.1045(c)(2). These 
commenters have requested that CMS 
decrease the minimum time period by 
which affected home infusion therapy 
suppliers must provide their written 
notice to CMS informing us that they 
have filed an application with another 
home infusion therapy AO from 60 days 
to 5 days prior to the effective date of 
the termination of the home infusion 
therapy suppliers current term of 
accreditation. These commenters stated 
the belief that the change to a 5 day 
notice requirement will ensure that the 
second AO termination notice to 
providers can be acted upon if, for any 
reason, the original termination notice 
was missed. 


Response: We understand the concern 
on the part of home infusion therapy 
suppliers about possibly missing the 


first notice sent by their home infusion 
therapy AO when that AOs CMS- 
approval has been voluntarily or 
involuntarily withdrawn. We believe 
that in the event a home infusion 
therapy AO voluntarily or voluntarily 
has its CMS-approval terminated, there 
will be ample notice provided. 


In the case of an involuntary 
termination of an AOs CMS approval, 
§ 488.1045(b) as finalized requires that 
CMS publish a notice in the Federal 
Register announcing its decision to 
terminate the accrediting organization’s 
home infusion therapy accreditation 
program, therefore, the home infusion 
therapy AO will have to provide written 
notification to all home infusion therapy 
suppliers accredited under its CMS- 
approved home infusion therapy 
accreditation program no later than 30 
calendar days after the notice is 
published in the Federal Register. This 
notice must state that CMS is 
withdrawing its approval of the home 
infusion therapy AO’s accreditation 
program, and also discuss the 
implications for the supplier’s payment, 
should there be a lapse in their 
accreditation status. In the case of a 
voluntary termination of an AO’s CMS 
approval, proposed § 488.1045(d) 
provides that it will not be possible for 
the withdrawal to become effective until 
the home infusion therapy AO 
completes three required steps: (1) The 
AO must contact the home infusion 
therapy supplier to seek written 
confirmation that the home infusion 
therapy supplier intends to voluntarily 
withdraw from the accreditation 
program; (2) the home infusion therapy 
AO must advise home infusion therapy 
supplier, in writing, of the statutory 
requirement at section 
1861(iii)(3)(D)(i)(III) of the Act for 
requiring accreditation for all home 
infusion therapy suppliers; and (3) the 
home infusion therapy AO must advise 
the home infusion therapy supplier of 
the possible payment consequence for a 
lapse in accreditation status. 
Furthermore, § 488.1045(d)(3) requires 
the home infusion therapy AO to submit 
a final notice of the voluntary 
withdrawal of accreditation by the home 
infusion therapy supplier 5 business 
days after the request for voluntary 
withdrawal is ultimately processed and 
effective. 


In addition to the notices required by 
the regulatory provisions previously 
referenced, CMS will take all 
appropriate steps to ensure that the 
affected home infusion therapy 
suppliers are given timely notice about 
the termination of their home infusion 
therapy AO’s CMS-approved home 
infusion therapy accreditation program. 


Some possible methods CMS would use 
to make this information available to 
these affected home infusion therapy 
suppliers include, but are not limited to 
posting of information on the Quality, 
Safety and Oversight Group (QSOG) 
web page, notification sent via email 
and email blasts, information published 
in the Medicare Learning Network 
newsletter, Medicare payment manual 
bulletin, newsletter and in Medicare 
Learning Network publications, and 
discussion during Open Door Forums. 


We believe that the requirement that 
affected home infusion therapy 
suppliers provide CMS with written 
notice that they have filed an 
application for accreditation with 
another CMS-approved home infusion 
therapy AO at least 60 days prior to the 
expiration of their current term of 
accreditation is an essential requirement 
for several reasons. First, it ensures CMS 
that all home infusion therapy suppliers 
affected by a voluntary or involuntary 
termination of a particular AO’s CMS- 
approved accreditation program have 
indeed filed applications with other 
CMS-approved home infusion therapy 
AOs in a timely manner. 


Second, the required 60 day written 
notice to be provided by these affected 
home infusion therapy suppliers 
informs CMS that they have already 
filed an application and initiated the 
accreditation process with another 
CMS-approved home infusion therapy 
AO. This in turn, will trigger the CMS 
payment system not to continuing 
paying these home infusion therapy 
suppliers until their new accreditation 
information is received. 


The requirement that written notice 
be submitted by all affected home 
infusion therapy suppliers at least 60 
days prior to the expiration of their 
current terms of accreditation provides 
CMS with assurances that the 
accreditation process for each these 
affected home infusion therapy 
suppliers has already been initiated, is 
either substantially completed or will be 
completed prior to the expiration of the 
affected home infusion therapy 
suppliers current term of accreditation 
and that CMS can be assured that they 
are not going to be paying claims 
submitted by non-accredited home 
infusion therapy supplier. 


The accreditation process takes 
several months, at a minimum. If CMS 
were to allow these home infusion 
therapy suppliers to wait until 5 days 
prior to the expiration date of their 
current term of accreditation to notify 
CMS that they have initiated the 
accreditation process (filed an 
application) with another AO, CMS 
would have no assurance that the 
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accreditation process will be completed 
or substantially completed by the time 
their current term of accreditation 
lapses. If this were the case, CMS would 
not be able to prevent a lapse in 
payment to these home infusion therapy 
suppliers that find themselves in the 
situation in which the CMS-approval of 
their AO has been withdrawn. 
Therefore, this requirement is intended 
to protect those otherwise compliant 
home infusion therapy suppliers, who 
find themselves, through no fault of 
their own, in the situation in which 
their current AO is no longer CMS- 
approved. 


Final Decision: After consideration of 
the comments received, we have 
decided not to change the notification 
requirement set forth in 
§ 488.1045(c)(2). Therefore, we are 
finalizing the provisions of section 
§ 488.1045 without modification. 


(11) Reconsideration (§ 488.1050) 


We proposed at § 488.1050 to set forth 
the appeal process through which a 
home infusion therapy AO may request 
reconsideration of an unfavorable 
decision made by CMS. Proposed at 
§ 488.1050(b)(1), the home infusion 
therapy AO will have to submit a 
written request for reconsideration 
within 30 calendar days of the receipt 
of the CMS notification of an adverse 
determination or non-renewal. Proposed 
§ 488.1050(b)(2) requires the home 
infusion therapy AOs to submit a 
written request for reconsideration 
which specifies the findings or issues 
with which the home infusion therapy 
AO disagreed and the reasons for the 
disagreement. Proposed § 488.1050(b)(3) 
allows a home infusion therapy AO to 
withdraw their request for 
reconsideration at any time before the 
administrative law judge issues a 
decision. 


We proposed at § 488.1050(c)(1) to 
establish requirements for CMS when a 
request for reconsideration has been 
received from a home infusion therapy 
AO. Specifically, CMS would be 
required to provide the home infusion 
therapy AO with: The opportunity for 
an administrative hearing with a hearing 
officer appointed by the Administrator 
of CMS; the opportunity to present, in 
writing and in person, evidence or 
documentation to refute CMS’ notice of 
denial, termination of approval, or non- 
renewal of CMS approval and 
designation. Proposed § 488.1050(c)(2) 
requires CMS to send the home infusion 
therapy AO written notice of the time 
and place of the informal hearing at 
least 10 business days before the 
scheduled hearing date. 


We proposed at § 488.1050(d)(1) to 
establish rules for the administrative 
hearing such as who may attend the 
hearing on behalf of each party, 
including but not limited to legal 
counsel, technical advisors, and non- 
technical witnesses that have personal 
knowledge of the facts of the case. This 
proposed section would also specify the 
type of evidence that may be introduced 
at the hearing. Specifically, we would 
specify and clarify, at proposed 
§ 488.1050(d)(4), that the hearing officer 
would not have the authority to compel 
by subpoena the production of 
witnesses, papers, or other evidence. 
Proposed § 488.1050(d)(5) provides that 
the legal conclusions of the hearing 
officer within 45 calendar days after the 
close of the hearing. Proposed 
§ 488.1050(d)(6) requires the hearing 
officer to present his or her findings and 
recommendations in a written report 
that includes separately numbered 
findings of fact. According to proposed 
§ 488.1050(d)(7), the decision of the 
hearing officer would be final. 


We sought public comments on the 
requirements of § 488.1050. We received 
no comments on the requirements of 
§ 488.1050. 


Final Decision: Having received no 
comments in regards to § 488.1050, we 
are finalizing this provision without 
modification. 


D. Payment for Home Infusion Therapy 
Services 


1. Temporary Transitional Payment for 
Home Infusion Therapy Services for 
CYs 2019 and 2020 


In the CY 2019 HH PPS proposed rule 
(83 FR 32340) we discussed the 
implementation of the home infusion 
therapy services temporary transitional 
payment under paragraph (7) of section 
1834(u) of the Act, as added by section 
50401 of the BBA of 2018 (Pub. L. 115– 
123). This section provided for a 
temporary transitional payment for 
administration of home infusion drugs 
for 2019 and 2020. These services must 
be furnished by an eligible home 
infusion supplier in the individual’s 
home to an individual who is under the 
care of an applicable provider and 
where there is a plan of care established 
and periodically reviewed by a 
physician prescribing the type, amount, 
and duration of infusion therapy 
services. Section 1834(u)(7)(F) of the 
Act defines eligible home infusion 
suppliers as suppliers that are enrolled 
in Medicare as pharmacies that furnish 
external infusion pumps and external 
infusion pump supplies, and that 
maintain all pharmacy licensure 
requirements in the State in which the 


applicable infusion drugs are 
administered. This means that existing 
DME suppliers that are enrolled in 
Medicare as pharmacies that provide 
external infusion pumps and supplies 
are considered eligible home infusion 
suppliers. Section 1834(u)(7)(A)(iii) of 
the Act defines the term ‘‘transitional 
home infusion drug’’ using the same 
definition as ‘‘home infusion drug’’ 
under section 1861(iii)(3)(C) of the Act, 
which is a drug or biological 
administered intravenously, or 
subcutaneously for an administration 
period of 15 minutes or more, in the 
home of an individual through a pump 
that is an item of DME. Additionally, 
section 1834(u)(7)(C) of the Act specifies 
the HCPCS codes for the drugs and 
biologicals covered under the Local 
Coverage Determinations (LCDs) for 
External Infusion Pumps, and identifies 
three payment categories for which a 
single payment amount will be 
established for home infusion therapy 
services furnished on each infusion 
drug administration calendar day. 
Payment category 1 includes antifungals 
and antivirals, uninterrupted long-term 
infusions, pain management, inotropic, 
and chelation drugs. Payment category 2 
includes subcutaneous immunotherapy 
infusions. Payment category 3 includes 
certain chemotherapy drugs. The 
payment category for subsequent 
transitional home infusion drug 
additions to the LCDs and compounded 
infusion drugs not otherwise classified, 
as identified by HCPCS codes J7799 and 
J7999, will be determined by the 
Medicare administrative contractors. 


As set out at new section 
1834(u)(7)(D) of the Act, each payment 
category will be paid amounts equal to 
amounts for statutorily specified codes 
for which payment is made under the 
Physician Fee Schedule for each 
infusion drug administration calendar 
day in the individual’s home for drugs 
assigned to such category. No 
geographic adjustment applies to the 
payments. In accordance with section 
1834(u)(7)(E)(ii) of the Act, in the case 
that two (or more) home infusion drugs 
or biologicals from two different 
payment categories are administered to 
an individual concurrently on a single 
infusion drug administration calendar 
day, one payment for the highest 
payment category would be made. 


In the CY 2019 HH PPS proposed 
rule, we outlined the billing procedure 
for the temporary transitional payment. 
We created a new HCPCS G-code for 
each of the three payment categories. 
We stated that the eligible home 
infusion supplier will submit, in line- 
item detail on the claim, a G-code for 
each infusion drug administration 
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calendar day, which would include the 
length of time for which professional 
services were furnished (in 15 minute 
increments). These G-codes can be 
billed separately from or on the same 
claim as the DME, supplies, and 
infusion drug. However, under the 
temporary transitional payment period, 
the eligible home infusion supplier is 
required to be enrolled as a pharmacy 
that provides external infusion pumps 
and external infusion pump supplies 
and maintains all pharmacy licensure 
requirements. Therefore, during this 
period, it is likely that the G-codes will 
be billed on the same claim as the 
equipment, supplies, and drug. 
However, for the full implementation of 
the benefit in 2021, there may be two 
different suppliers: One furnishing the 
home infusion therapy services in the 
home and one furnishing the DME, 
supplies, and drug. The claims for the 
temporary transitional payment will be 
processed through the DME MACs. In 
order to implement the requirements of 
section 1834(u)(7) of the Act for this 
temporary transitional payment, we will 
issue a Change Request (CR) prior to 
implementation of this temporary 
transitional payment, including the G- 
codes needed for billing, outlining the 
requirements for the claims processing 
changes needed to implement this 
payment. 


In general, section 1834(u)(7) 
specifies, in detail, the requirements of 
the temporary transitional payment for 
home infusion therapy services, and in 
most instances, we generally do not 
have the discretion to apply different 
policies. However, we proposed a 
regulatory definition of ‘‘infusion drug 
administration calendar day’’ to specify 
in more detail, the policy in the statute 
as to when Medicare should make a 
single payment for home infusion 
therapy services. As required by section 
1834(u)(1)(A)(ii) of the Act, a unit of 
single payment under the home infusion 
therapy benefit payment system is for 
each infusion drug administration 
calendar day in the individual’s home. 
Section 1834(u)(7)(E)(i) clarifies that an 
infusion drug administration calendar 
day in the individual’s home refers to 
payment only for the date on which 
professional services (as described in 
section 1861(iii)(2)(A)) were furnished 
to administer such drugs to such 
individual. Therefore, we proposed to 
define in regulation that ‘‘infusion drug 
administration calendar day’’ refers to 
payment for the day on which home 
infusion therapy services are furnished 
by skilled professional(s) in the 
individual’s home on the day of 
infusion drug administration. As we 


stated in the proposed rule, we believe 
this to mean skilled services as set out 
at 42 CFR. 409.32. This regulation states 
that the skilled services furnished on 
such day must be so inherently complex 
that they can only be safely and 
effectively furnished by, or under the 
supervision of, professional or technical 
personnel. 


The following is a summary of the 
public comments received on the 
‘‘Proposed Temporary Transitional 
Payment for Home Infusion Therapy 
Services for CYs 2019 and 2020’’ and 
our responses. 


Comment: Several commenters 
supported the proposed definition of 
‘‘infusion drug administration calendar 
day’’ and noted that the home infusion 
payment rates for 2019 and 2020 
specified in the statute are generally 
comparable and, in some cases, higher 
than the payment rates for an in-home 
visit under the home health prospective 
payment system. MedPAC agreed with 
CMS’ requirement that home infusion 
therapy providers report the length of 
home visits on their claims submissions, 
as it would allow the agency to consider 
this data as it establishes the payment 
rates for 2021, and could help to inform 
the agency’s consideration of potential 
payment adjustments based on patient 
acuity or drug administration 
complexity. 


Response: We thank the commenters 
for their review and support of both the 
temporary and permanent payment 
structures for home infusion therapy 
services. We agree that the data obtained 
by requiring the length of the visit on 
the claim will be helpful in establishing 
payment adjustments for the full 
implementation of the benefit in 2021. 


Comment: In general, other 
commenters stated that the definition of 
‘‘infusion drug administration calendar 
day’’, and the resulting payment 
limitation based on physical presence 
would be contrary to law and 
Congressional intent, and would 
inappropriately limit the number of 
days of payment for home infusion 
therapy professional services. 
Commenters expressed concern that 
tying payment to days for which a nurse 
provides in-person professional 
services, would limit payment only to a 
small subset of the many professional 
services furnished in connection with 
home infusion. Commenters stated that 
CMS should define infusion drug 
administration calendar day to include 
a broader set of professional services 
such as drug preparation, including 
sterile compounding; clinical care 
planning; care coordination; and other 
professional services that most often 
occur outside of the patient’s home and 


remove the physical requirement that a 
nurse be in the home for payment to 
occur. Commenters also disagreed with 
the reference to the definition of 
‘‘skilled services’’ as set out at § 409.32. 
Commenters stated that it seems 
inappropriate to define home infusion 
therapy professional services as skilled 
services in a skilled nursing facility 
(SNF). 


Response: We agree that there are a 
variety of providers and professional 
services involved in home infusion 
therapy and recognize their significance 
in ensuring that therapy is safe and 
effective in the home. 


However, in accordance with section 
1861(iii)(1) of the Act, the term ‘‘home 
infusion therapy’’ means the items and 
services furnished by a qualified home 
infusion therapy supplier, which are 
furnished in the individual’s home. 
Likewise, section 1834(u)(7)(B)(iv) 
establishes a single payment amount for 
each infusion drug administration 
calendar day in the individual’s home. 
Additionally, section 1834(u)(7)(E)(i) of 
the Act states that payment to an 
eligible home infusion supplier or 
qualified home infusion therapy 
supplier for an infusion drug 
administration calendar day in the 
individual’s home refers to payment 
only for the date on which professional 
services, as described in section 
1861(iii)(2) of the Act, were furnished to 
administer such drugs to such 
individual. This includes all such drugs 
administered to such individual on such 
day. We believe the BBA of 2018 
includes this clarification of ‘‘infusion 
drug administration calendar day’’ in 
order to establish clear parameters so as 
to explicitly pay for services that occur 
in the patient’s home when the drug is 
being administered. Our interpretation 
of the phrase ‘‘only for the date on 
which professional services, as 
described in section 1861(iii)(2) of the 
Act, were furnished’’ is that mere 
infusion without any professional 
services furnished cannot trigger a home 
infusion therapy services payment for 
any day the drug is infused by the DME 
pump. Thus, we believe that the 
language in the statute clearly delineates 
a subset of days on which professional 
services are provided in the patient’s 
home in order for payment to occur. 


Additionally, section 1834(u)(7)(A)(i) 
of the Act states that payment to an 
eligible home infusion supplier is for 
items and services furnished in 
coordination with the furnishing of 
transitional home infusion drugs. The 
language does not indicate that payment 
is for the furnishing of the home 
infusion drug, but for the services 
provided together and in cooperation 
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81 https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Downloads/ 
bp102c15.pdf. 


with the furnishing of the drug. The 
Medicare payment for the drug is made 
separately from home infusion therapy 
services. The statute also states that 
payment is for the professional services 
furnished ‘‘to administer’’ such drugs to 
such individual. As the term 
‘‘administered’’ refers only to the 
physical process by which the drug 
enters the patient’s body,81 then the 
professional must be in the patient’s 
home furnishing services specifically 
related to this process. We noted in the 
CY 2019 HH PPS proposed rule that we 
understand that there may be 
professional services furnished in the 
patient’s home that do not occur on a 
day the drug is being administered (83 
FR 32464). However, we note that the 
home infusion therapy services 
temporary transitional payment is a unit 
of single payment, meaning all home 
infusion therapy services furnished, 
which include professional services, 
training and education, remote 
monitoring and monitoring, are built 
into the payment for the day the 
professional services are furnished in 
the home and the drug is being 
administered. With the addition of the 
home infusion therapy services 
temporary transitional payment, 
suppliers will still receive payments for 
furnishing the equipment, the supplies, 
and the drug (technically considered a 
supply) under the DME benefit; but will 
also receive a separate payment when 
professional services are furnished in 
the patient’s home under the home 
infusion therapy benefit. 


Furthermore, we note that the 
payment for an infusion drug 
administration calendar day is a single 
payment amount covering: professional 
services, including nursing services, 
furnished in accordance with a plan of 
care; training and education (not 
otherwise paid for as durable medical 
equipment); remote monitoring; and 
monitoring services furnished by a 
qualified home infusion therapy 
supplier. Therefore, at § 486.525, we 
have mirrored the language in section 
1861(iii)(2)(A) of the Act that requires 
the provision of professional services, 
including nursing services, furnished by 
the home infusion therapy supplier in 
accordance with the plan of care. Since 
the Medicare payment is a single 
payment amount, we do not believe it 
is necessary to define ‘‘professional 
services’’ in regulation. By specifically 
enumerating a specific list of services 
we would risk inadvertently excluding 
services that may be necessary for the 


care of a specific patient as part of the 
required services under the home 
infusion therapy benefit. 


Section 1861(iii)(1)(B) requires the 
individual to be under a plan of care, 
established by a physician, prescribing 
the type, amount, and duration of home 
infusion therapy services that are to be 
furnished. Thus, it is the individual’s 
physician who is responsible for 
establishing the type and scope of 
professional services needed in the 
home in order to ensure home infusion 
therapy is successful. In the proposed 
rule, we did state that the services on 
this day must meet the criteria for 
skilled services as set out at § 409.32. 
This criteria states that to be considered 
a skilled service, the service must be so 
inherently complex that it can be safely 
and effectively performed only by, or 
under the supervision of, professional or 
technical personnel. Although this is a 
requirement for coverage of post- 
hospital SNF care, the definition of 
skilled services is not specific to skilled 
nursing services in a SNF. Section 
409.42(c)(1) under the home health 
benefit also references § 409.32 as the 
criteria for intermittent skilled nursing 
services. Additionally, although both 
benefits require ‘‘skilled services’’ in 
reference to nursing, the definition is 
not exclusive to nursing services. 


Finally, section 1834(u)(7)(D) of the 
Act sets the temporary transitional 
payment equal to 4 units at the amounts 
determined under the physician fee 
schedule (that is, equivalent to 4 hours 
of infusion in a physician’s office). 
Payment for an infusion drug 
administered in a physician’s office or 
outpatient center is made based on the 
occurrence of the professional services 
furnished during the visit. The 
professional services necessary for the 
infusion drug administration at these 
sites of care are factored into the 
payment for the visit, not separately 
payable. As such, it is not necessary to 
define the professional services required 
for infusion drug administration in a 
physician’s office or outpatient center 
because payment is not dependent upon 
the individual services furnished, but 
rather the occurrence of the visit and the 
professional services furnished at the 
time. Likewise, the home infusion 
therapy services temporary transitional 
payment includes payment for any 
professional services furnished in the 
patient’s home to administer the 
infusion drug. 


Comment: A commenter 
recommended CMS add additional 
payment for visits exceeding a median 
visit time period such as 2 or 3 hours, 
as initial visits in particular can vary 
from 1 to 6 hours. The commenter stated 


that in the absence of these additional 
payments, home infusion suppliers may 
limit the types of patients they accept 
during the transitional period. 


Response: Section 1834(u)(7)(D) of the 
Act sets the temporary transitional 
payment equal to 4 units at the amounts 
determined under the physician fee 
schedule (that is, equivalent to 4 hours 
of infusion in a physician’s office). 
Although we do recognize that there 
may be some visits that exceed the 
number of units allowed, some visits 
may also be shorter. The temporary 
transitional payment is statutorily 
limited to the payment methodology as 
put forth in section 1834(u)(7)(D) of the 
Act. 


Comment: Another commenter stated 
that many chronically ill patients 
depend on home health agencies for 
home infusion therapy services and 
supplies, and stated that home health 
agencies should continue to be paid as 
they currently are for home infusion. 
Another commenter stated that many 
home infusion suppliers do not actually 
provide the necessary skilled nursing 
support and must contract with home 
health agencies, which in turn, requires 
the home infusion company to assume 
responsibility for visits which may be 
unrelated to the patient’s infusion 
therapy. 


Response: It is important to 
emphasize that the home infusion 
therapy services temporary transitional 
payment is separate from the home 
health benefit. Home infusion therapy is 
excluded from the Medicare home 
health benefit, and separately payable, 
beginning January 1, 2019. Section 
1842(u)(7)(F) of the Act requires eligible 
home infusion suppliers to be Medicare 
DME suppliers that are enrolled as 
pharmacies that supply external 
infusion pumps and supplies in order to 
receive the home infusion therapy 
services temporary transitional 
payment. Not until the full 
implementation of the benefit in 2021 
will home health agencies have the 
option of becoming home infusion 
therapy suppliers. 


It is unclear why the commenter 
states that the home infusion supplier 
would be required to assume 
responsibility for visits which may be 
unrelated to the patient’s infusion 
therapy. We recognize that currently 
home infusion suppliers may contract 
with HHAs to furnish the nursing 
services; however, it is incumbent upon 
the home infusion supplier to negotiate 
appropriate contract terms in order to 
only assume responsibility for services 
related to home infusion therapy. 


We also note that section VI.C.2.f. of 
the proposed rule discusses the 
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potential relationship/interaction 
between the home infusion therapy 
benefit and home health benefit. We 
stated that although the patient is not 
required to be homebound in order to 
receive home infusion therapy services, 
we anticipate that there may be 
circumstances when a patient may 
utilize both the home health benefit and 
the home infusion therapy benefit 
concurrently. We will provide further 
discussion on this relationship, 
including how we anticipate HHAs that 
furnish both home health and home 
infusion therapy services would submit 
claims for each of these services, in 
future rulemaking. 


Comment: A few commenters 
expressed support for the inclusion of 
requirements for remote monitoring in 
the home infusion benefit, and 
encouraged CMS to consider how to 
incorporate the use of telehealth into the 
final home infusion payment system. A 
commenter suggested that CMS include 
requirements that monitoring be 
performed using medical devices 
cleared by the FDA for remote 
monitoring purposes. 


Response: As we do not have specific 
policies surrounding the technology 
used in remote monitoring, for now we 
choose not to be prescriptive regarding 
how remote monitoring, or which 
remote monitoring devices, are used in 
home infusion. Anecdotally, we have 
heard from many home infusion 
providers that monitoring in home 
infusion consists mainly of phone calls. 
Likewise, the consensus from TEP 
members was that physical assessment 
and in-person monitoring is more 
common in home infusion due to the 
importance of visualizing the access 
site. 


Comment: Many commenters stated 
that the proposed definition of infusion 
drug administration calendar day 
assumes that a nurse would be present 
for each administration of the home 
infusion drug. Several comments stated 
that requiring a nurse to come for every 
infusion day was inefficient, 
unnecessary, and would put a 
tremendous financial burden on 
patients who could not afford to have a 
nurse come every day to administer the 
drug. Several commenters stated 
concern regarding the potential inability 
to receive their infusion drugs on those 
days in which a skilled professional is 
not present in the home during the 
administration of the infusion drug. 
Some commenters stated that this 
requirement would also cause an access 
issue for home infusion patients, 
possibly resulting in an increase in 
deaths among those who receive home 
infusion drugs, though no specific 


reason was provided as to why this 
would be the case. Another commenter 
stated that infusion suppliers would be 
forced to cut back on services, 
especially in rural areas, due to a 
limited supply of nurses. Additionally, 
this commenter stated that agencies will 
have to determine whether financially 
they are able to cover non-reimbursed 
costs associated with the benefit for 
Medicare patients, given that other 
payers do not require nurses to be 
present when drugs are infused in a 
patient’s home. 


Response: We wish to remind 
stakeholders that the provision of home 
infusion is not contingent upon a nurse 
being present each and every day a drug 
is being infused, nor that a nurse is 
present during the entire administration 
of the drug. An important goal of home 
infusion therapy services is to teach 
patients to safely, effectively, and 
independently self-administer the drug 
in the home. The home infusion therapy 
services paid under this benefit 
furnished in the patient’s home help 
ensure that patients and/or their 
caregivers can reach this goal. The 
requirement that a skilled professional 
be in the home on a day an infusion 
drug is administered is only for 
purposes of determining the days for 
which the bundled payment for home 
infusion therapy services is made. We 
also note that there is no limit on the 
number of times that a home infusion 
therapy services payment would be 
made if a nurse needed to visit the 
beneficiary’s home more than once a 
week. 


The payment for professional services 
and training and education (not 
otherwise paid for under the Medicare 
Part B DME benefit), remote monitoring 
and monitoring services is only made 
when a skilled professional is 
physically present in a patient’s home 
on a day of drug administration. This 
does not mean that that the external 
infusion pump, drug, and related 
supplies are not covered on days when 
there is not a skilled professional in the 
home. The home infusion therapy 
services temporary transitional payment 
is a separately paid amount from the 
external infusion pump, drug, and 
related supplies. 


Additionally, we state in the proposed 
rule that the professional services 
covered under this benefit are not 
intended to provide on-going nursing 
supervision throughout each infusion. 
We do not expect a nurse to be present 
for every infusion, or to stay for the 
duration of each infusion once the 
patient and/or caregiver has been taught 
to operate the pump. In section VI.C.2.d. 
of the proposed rule, we outline the 


training and education services that we 
believe the home infusion therapy 
payment would cover. We state that 
these would include a limited amount 
of teaching and training on the 
provision of home infusion drugs that is 
not already covered under the DME 
benefit. 


Furthermore, section 1861(iii)(2)(B) 
includes the provision of monitoring 
and remote monitoring as part of the 
home infusion therapy benefit. In the 
proposed rule, we indicated that we 
understand that some home infusion 
therapy patients may require daily 
monitoring, but generally do not need to 
be seen by a practitioner daily. In 
section VI.C.2.d. of the proposed rule, 
we state our belief that monitoring and 
remote monitoring can enable daily 
contact with, or assessment of certain 
patients without necessitating a visit. 


Considering that we do not expect a 
visit to be made for each infusion drug 
administration, we also do not believe 
the supplier should be paid every day 
that the medication is infused regardless 
of whether or not direct care services are 
furnished. We should also emphasize 
that the patient is responsible for 20 
percent coinsurance for every home 
infusion therapy services payment in 
addition to the 20 percent coinsurance 
charged for the DME infusion pump 
supplies and the drug. Therefore, we 
believe tying the payment to a visit in 
the beneficiary’s home would ensure 
that the beneficiary is receiving direct 
care services for which he/she is paying 
20 percent coinsurance. We state in the 
proposed rule that we generally 
anticipate that a home infusion therapy 
supplier would provide a visit 
approximately two times a week for the 
first week and then weekly thereafter 
over the course of infusion therapy 
depending on the drug and patient. 
Therefore, the proposed definition of 
infusion drug administration calendar 
day would result in payment only for 
these days when a visit occurs. 
Likewise, the beneficiary would be 
responsible for the 20 percent 
coinsurance amount only on these days. 
Section 1834(u)(7) requires that the 
temporary transitional home infusion 
therapy services payment be equal to 4 
units at the amounts determined under 
the physician fee schedule (that is, the 
equivalent of 4 hours of infusion in a 
physician’s office). This amount would 
range from $141 to $240 (using CY 2018 
fee schedule amounts). If payment were 
to be made every day an infusion 
occurred, regardless of whether a visit 
was made, the beneficiary would be 
responsible for the home infusion 
therapy services coinsurance amount 
each and every day the infusion 
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occurred. For some patients on daily, 
continuous infusions, this would mean 
paying a 20 percent coinsurance amount 
every day (approximately $900 per 
month in cost-sharing and more than 
$10,000 annually). In accordance with 
CMS’ proposed definition of infusion 
drug administration calendar day, the 
infusion therapy supplier would be paid 
every time a visit is made and a skilled 
service was furnished in the 
individual’s home, which we anticipate 
would be at least weekly. Furthermore, 
we believe requiring that direct patient 
care services be made in order to receive 
payment promotes visits that provide 
direct care to the patient, which may 
help to mitigate any infusion related 
reactions or unplanned readmissions or 
ED visits. Similar to the physician office 
and the hospital outpatient setting, 
Medicare payment is made for direct 
care services furnished to a patient for 
infusion drug administration. We 
believe that, clinically, it is occasionally 
necessary for a nurse to visualize part of 
the administration of the infusion drug 
as this is part of his/her overall patient 
assessment while in the home. For 
instance, a nurse may observe dyspnea, 
tachycardia, or infiltration during an 
infusion and can appropriately 
intervene to ensure the safe and 
effective administration of the infusion. 


We also do not anticipate that this 
requirement would lead to any 
additional home visits than are 
currently provided by home infusion 
suppliers. As many commenters pointed 
out, visits are often provided weekly, 
which aligns with what we stated in the 
proposed rule. Furthermore, we 
consider this benefit to be an additional 
payment for the direct care services 
associated in coordination with the 
furnishing of home infusion drugs. 


Comment: Some commenters 
expressed concern regarding availability 
and categorization of specific infusions 
such as Total Parenteral Nutrition 
(TPN), intravenous hydration, or 
antiemetic drugs. 


Response: While ‘‘home infusion 
drug’’ is defined under section 
1861(iii)(3)(C) as a drug or biological 
administered intravenously, or 
subcutaneously for an administration 
period of 15 minutes or more, in the 
home of an individual through a pump 
that is an item of DME, section 
1834(u)(7)(A)(iii) of the Act includes an 
exception to the definition of home 
infusion drug if the drug is identified 
under section 1834(u)(7)(C) of the Act. 
This provision for the temporary 
transitional payment specifies the 
HCPCS codes for the drugs and 
biologicals covered under the Local 
Coverage Determinations (LCD) for 


External Infusion Pumps. Therefore, 
only these drugs are covered under the 
home infusion therapy services 
temporary transitional payment. We 
intend to examine the criteria for home 
infusion drugs for coverage of home 
infusion therapy services, for 
implementation of the full home 
infusion therapy benefit in 2021. 


Comment: A few commenters pointed 
out a technical edit regarding billing 
related to the creation of the G-codes 
and questioned whether our intent is to 
create three new G-codes for each of the 
three payment categories or one new G- 
code for each of the categories. 


Response: We thank the commenters 
for bringing this to our attention. To 
clarify, we plan on creating one new G- 
code for each of the three payment 
categories. 


Final Decision: We are finalizing the 
definition of infusion drug 
administration calendar day for the 
home infusion therapy services 
temporary transitional payment to mean 
payment is for the day on which home 
infusion therapy services are furnished 
by skilled professional(s) in the 
individual’s home on the day of 
infusion drug administration. The 
skilled services provided on such day 
must be so inherently complex that they 
can only be safely and effectively 
performed by, or under the supervision 
of, professional or technical personnel. 
We recognize the concerns from 
stakeholders and members of Congress 
on our interpretation of ‘‘infusion drug 
administration calendar day’’, including 
with respect to professional services that 
may be provided outside of the home 
and, as applicable, payment amounts 
for such services. It is our intention to 
ensure access to home infusion therapy 
services in accordance with section 
50401 of the BBA of 2018. Therefore, we 
believe the best course of action is to 
monitor the effects on access to care of 
finalizing this definition and, if 
warranted and within the limits of our 
statutory authority, engage in additional 
rulemaking or guidance regarding this 
definition for temporary transitional 
payments. We seek comments on this 
interpretation and on its potential 
effects on access to care.’’ 


1. Solicitation of Public Comments 
Regarding Payment for Home Infusion 
Therapy Services for CY 2021 and 
Subsequent Years 


Upon the expiration of the home 
infusion therapy services temporary 
transitional payment, we will be fully 
implementing the home infusion 
therapy services payment system under 
section 1834(u)(1) of the Act, as added 
by section 5012 of the 21st Century 


Cures Act (Pub. L. 114–255). In the CY 
2019 HH PPS proposed rule (83 FR 
32340), we discussed the provisions of 
the law, and in anticipation of future 
rulemaking, solicited comments 
regarding the payment system for home 
infusion therapy services beginning in 
CY 2021. We discussed the relationship 
between the new home infusion therapy 
benefit and the existing Medicare DME 
and home health benefits; the definition 
of infusion drug administration day; 
payment basis, limitation on payment, 
required and discretionary adjustments, 
and billing procedures; the professional/ 
nursing services and monitoring related 
to the administration of home infusion 
drugs; and the role of prior 
authorization. Specifically, we 
requested comments on retaining the 
definition of ‘‘infusion drug 
administration calendar day’’, as 
proposed in section IV.C.2. of the 
proposed rule for the full 
implementation of the home infusion 
therapy services benefit, and invited 
comments on any additional 
interpretations of professional, nursing, 
training and education, and monitoring 
services that may be considered under 
the scope of the home infusion therapy 
benefit. We solicited comments on ways 
to account for therapy type and 
complexity of administration, as well as 
ways to capture patient acuity, and 
requested feedback on situations that 
may incur an outlier payment and 
potential designs for an outlier payment 
calculation. And finally, we invited 
comments on the unit of single 
payment; limitations on payment; prior 
authorization; and required and 
discretionary adjustments, and solicited 
any additional suggestions as to how 
qualified home infusion therapy 
suppliers should bill and be paid for 
services under the home infusion 
therapy benefit, including whether it is 
reasonable to require two separate 
claims submissions to account for 
different components of home infusion 
therapy. 


As there is overlap between the 
provisions of the home infusion therapy 
services temporary transitional payment 
and the full home infusion therapy 
benefit to be implemented in 2021, 
many of the proposed rule comments 
we received pertained to both. However, 
while we did not include proposals 
regarding payment for home infusion 
therapy services for CY 2021 and 
beyond, we did receive several 
comments related specifically to 
implementation of the full benefit. 
These comments included suggestions 
regarding billing, payment basis and 
adjustments, prior authorization, and 
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the relationship between the home 
infusion and home health benefits. We 
appreciate commenters’ review of, and 
input regarding the discussion of the 
home infusion benefit, and will give 
careful consideration to all comments 
received when implementing the 
permanent Medicare payment structure 
for home infusion therapy services. 


We did receive several technical 
comments regarding certain provisions 
that are addressed in the responses in 
this section of this final rule with 
comment period. 


Comment: Several commenters 
expressed concern with retaining the 
proposed definition of ‘‘infusion drug 
administration calendar day’’ for the full 
implementation of the home infusion 
therapy benefit in 2021 as required by 
the 21st Century Cures Act. 


Response: While we did not formally 
propose a definition of ‘‘infusion drug 
administration calendar day’’ in the 
discussion of the full implementation of 
the home infusion therapy benefit in 
2021, we will note that the clarification 
in section 1834(u)(7)(E)(i) of the Act, as 
added by the BBA of 2018, regarding 
‘‘infusion drug administration calendar 
day’’ provides that this definition is 
with respect to the furnishing of 
‘‘transitional home infusion drugs’’ or 
‘‘home infusion drugs’’ to an individual 
by an ‘‘eligible home infusion supplier’’ 
or a ‘‘qualified home infusion therapy 
supplier.’’ As ‘‘home infusion drugs’’ 
and ‘‘qualified home infusion therapy 
supplier’’ are terms for the permanent 
benefit in the 21st Century Cures Act, 
this definition of ‘‘infusion drug 
administration calendar day’’ would 
pertain to both the temporary benefit 
and the full benefit. 


Comment: A few commenters 
expressed concern with the potential 
exclusion of particular drugs from the 
full implementation of the home 
infusion therapy services benefit. 
Another commenter stated the 
understanding that Intravenous Immune 
Globulin (IVIG) is covered under the 
legislation enacted by the 21st Century 
Cures Act. Additionally, this commenter 
expressed concern with the conclusion 
of the Medicare IVIG demonstration as 
it relates to the full implementation of 
the home infusion therapy benefit and 
encouraged CMS to expedite the final 
report prior to the implementation of 
the benefit. Another commenter 
expressed concern that, because the 
legislation excludes drugs and 
biologicals on a self-administered drug 
(SAD) exclusion list, some 
subcutaneous immune globulins (SCIG) 
that are covered under the temporary 
transitional payment would be excluded 
from the benefit in 2021. 


Response: We appreciate the 
commenter’s concern regarding the 
conclusion of the IVIG demonstration; 
however, the timeline of the 
demonstration’s final report is out of the 
scope of this rule. While section 50401 
of the BBA of 2018 defines ‘‘transitional 
home infusion drug’’ by identifying the 
HCPCS codes for drugs under the LCD 
that are for coverage under the home 
infusion therapy services temporary 
transitional payment, the full 
implementation of the benefit in 2021 is 
less specific with regard to particular 
home infusion drugs. Section 
1861(iii)(3)(C) of the Act defines a 
‘‘home infusion drug’’ as a parenteral 
drug or biological administered 
intravenously, or subcutaneously for an 
administration period of 15 minutes or 
more, in the home of an individual 
through a pump that is an item of 
durable medical equipment. Such term 
does not include insulin pump systems 
or self-administered drugs or biologicals 
on a self-administered drug exclusion 
list. We understand commenter concern 
regarding certain drugs and biologicals, 
specifically SCIG and IVIG, and will 
continue to examine the scope of drugs 
covered under Part B, along with the 
criteria for inclusion on the Self- 
Administered Drug Exclusion list for 
full implementation of the home 
infusion therapy benefit in 2021. 


Comment: A commenter urged CMS 
to ensure that coverage guidelines for 
home infusion therapy make continued 
coverage available even if the 
beneficiary and/or family member is 
unwilling or unable to be trained to 
assume responsibility for the infusion 
themselves. 


Response: We should reiterate that the 
home infusion therapy benefit is 
intended for drugs that are administered 
through an item of DME. As DME must 
be appropriate for use in the home, 
DMEPOS supplier standards require 
suppliers to document that they or 
another qualified party provided 
beneficiaries with instructions and 
education on safe and effective 
operation of the equipment (42 CFR 
424.57(c)(12)). CMS convened a 
technical expert panel (TEP) in August 
of 2018, during which TEP members 
concurred that despite a physician’s 
belief that home infusion may be 
medically acceptable and appropriate 
for a patient, success is very 
individualized and to a great extent, 
patient-dependent. We solicited 
comments regarding a reasonable 
number of visits needed to train the 
patient and caregiver on safe and 
effective use of the pump, and many 
commenters supported our assumption 
of two visits the first week and then 


weekly thereafter. We also 
acknowledged that there may be 
patients that are unable or unwilling to 
self-administer, in which case the home 
would not be the appropriate site of 
care. 


We appreciate commenter feedback 
and will take all comments under 
consideration while implementing the 
permanent home infusion therapy 
services benefit. We encourage 
commenters to submit additional 
comments regarding the full 
implementation of the benefit to the 
home infusion policy mailbox at 
HomeInfusionPolicy@cms.hhs.gov. 


VII. Changes to the Accreditation 
Requirements for Certain Medicare- 
Certified Providers and Suppliers 


A. Background 


To participate in the Medicare 
program, Medicare-certified providers 
and suppliers of health care services, 
must be substantially in compliance 
with specified statutory requirements of 
the Act, as well as any additional 
regulatory requirements related to the 
health and safety of patients specified 
by the Secretary of the Department of 
Health and Human Services (HHS). 
Medicare certified providers and 
suppliers are enrolled in the Medicare 
program by entering into an agreement 
with Medicare. They include hospitals, 
skilled nursing facilities, home health 
agencies, hospice programs, rural health 
clinics, critical access hospitals, 
comprehensive outpatient rehabilitation 
facilities, laboratories, clinics, 
rehabilitation agencies, public health 
agencies, and ambulatory surgical 
centers. These health and safety 
requirements are generally called 
conditions of participation (CoPs) for 
most providers, requirements for skilled 
nursing facilities (SNFs), conditions for 
coverage (CfCs) for ambulatory surgical 
centers (ASCs) and other suppliers, and 
conditions for certification for rural 
health clinics (RHCs). A Medicare- 
certified provider or supplier that does 
not substantially comply with the 
applicable health and safety 
requirements risks having its 
participation in the Medicare program 
terminated. 


In accordance with section 1864 of 
the Act, state health departments or 
similar agencies, under an agreement 
with CMS, survey health care providers 
and suppliers to ascertain compliance 
with the applicable CoPs, CfCs, 
conditions of certification, or 
requirements, and certify their findings 
to us. Based on these State Survey 
Agency (SA) certifications, we 
determine whether the provider or 
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supplier qualifies, or continues to 
qualify, for participation in the 
Medicare program. 


Section 1865(a) of the Act allows most 
health care facilities to demonstrate 
compliance with Medicare CoPs, 
requirements, CfCs, or conditions for 
certification through accreditation by a 
CMS-approved program of a national 
accreditation body. If an AO is 
recognized by the Secretary as having 
standards for accreditation that meet or 
exceed Medicare requirements, any 
provider or supplier accredited by the 
AO’s CMS-approved accreditation 
program may be deemed by us to meet 
the Medicare conditions or 
requirements. 


We are responsible for the review, 
approval and subsequent oversight of 
national AOs’ Medicare accreditation 
programs, and for ensuring providers or 
suppliers accredited by the AO meet the 
quality and patient safety standards 
required by the Medicare CoPs, 
requirements, CfCs, and conditions for 
certification. Any national AO seeking 
approval of an accreditation program in 
accordance with section 1865(a) of the 
Act must apply for and be approved by 
CMS for a period not to exceed 6 years. 


The AO must reapply for renewed 
CMS approval of an accreditation 
program before the date its approval 
period expires. This allows providers or 
suppliers accredited under the program 
to continue to be deemed to be in 
compliance with the applicable 
Medicare CoPs, requirements, CfCs, and 
conditions for certification. Regulations 
implementing these provisions are 
found at 42 CFR 488.1 through 488.9. 


We believe that it is necessary to 
revise the regulations for Medicare- 
certified providers and providers to add 
two new requirements for the AOs that 
accredit certified providers and 
providers. First, we proposed at § 488.5 
to require AOs for Medicare-certified 
providers and suppliers to include a 
written statement in their application 
which states that if a fully accredited 
and deemed facility in good standing 
provides written notification that they 
wish to voluntarily withdraw from the 
AO’s CMS-approved accreditation 
program, the AO must continue the 
facility’s current accreditation until the 
effective date of withdrawal identified 
by the facility or the expiration date of 
the term of accreditation, whichever 
comes first. We also proposed to modify 
the AO oversight regulations at § 488.5 
by adding new requirements for training 
for AO surveyors. 


B. Changes to Certain Requirements for 
Medicare-Certified Providers and 
Suppliers at Part 488 


1. Continuation of Term of 
Accreditation When a Medicare- 
Certified Provider or Supplier Decides 
to Voluntarily Terminate the Services of 
an Accrediting Organization (§ 488.5) 


We proposed adding a new provision 
to the approval and oversight 
regulations for AOs that accredit 
Medicare certified providers and 
suppliers at § 488.5(a)(17)(iii), which 
would require that, with an initial or 
renewal application for CMS-approval 
of a Medicare certified provider or 
supplier accreditation program, an AO 
must include a written statement 
agreeing that when a fully accredited, 
deemed provider or supplier in good 
standing notifies its AO that it wishes to 
voluntarily withdraw from the AO’s 
accreditation program, the AO would 
honor the provider’s or supplier’s 
current term of accreditation until the 
effective date of withdrawal identified 
by the facility, or the expiration date of 
the term of accreditation, whichever 
comes first. We made this proposal 
because we have received numerous 
complaints from accredited and deemed 
facilities in good standing with their 
then-current AO stating that once they 
provide notification to the AO of their 
intent to voluntarily withdrawal their 
accreditation business from that AO, the 
AO frequently terminated their 
accreditation immediately, without 
regard to their current accreditation 
status, up to date payment of fees, 
contract status, or the facility’s 
requested effective date of withdrawal. 
We do not believe it is reasonable for 
AOs to penalize facilities because they 
choose to terminate the services of an 
AO. 


Providers and suppliers may be left 
without an accreditation status that 
would allow them to continue to 
participate in Medicare. 


Comment: Several commenters 
expressed general support for our 
proposal at § 488.5(a)(17)(iii), which 
would require that, with an initial or 
renewal application for CMS-approval 
of a Medicare certified provider or 
supplier accreditation program, AO 
must include a written statement 
agreeing that when a fully accredited, 
deemed provider or supplier in good 
standing notifies its AO that it wishes to 
voluntarily withdraw from the AO’s 
accreditation program, the AO would 
honor the provider’s or supplier’s 
current term of accreditation until the 
effective date of withdrawal identified 
by the facility, or the expiration date of 
the term of accreditation, whichever 


comes first. A commenter stated that 
‘‘we agree with this proposed change 
because when a provider/supplier is 
accredited in good standing their 
accreditation should be good for the full 
term of their agreement with the 
accreditor.’’ Another commenter stated 
the opinion that ‘‘we agree that it is 
unreasonable for AOs to penalize 
facilities who choose to terminate the 
services of that AO, and as such, 
support this proposal. Another 
commenter stated full agreement with 
this proposal and stated that this is the 
standard operating procedure for this 
commenter’s AO. 


Response: We thank these 
commenters for their input. 


Comment: Another commenter 
expressed agreement with the proposal 
regarding § 488.5(a)(17)(iii) and in 
addition, expressed the opinion CMS 
should require all AOs for Medicare 
certified providers and suppliers to 
document the dates of accreditation as 
the dates of the actual survey and 
acceptance of the plan of correction. 
This commenter argued that the 
requirement was necessary because AOs 
that accredit large multiple site 
providers/suppliers use a corporate 
accreditation cycle where the dates of 
the accreditation cycle are the same for 
all sites. 


Response: We thank this commenter 
for their support for our proposal. We 
further that this commenter for the 
suggestion that CMS should consider a 
policy applicable to AOs that accredit 
large multiple site providers/suppliers 
which utilize a corporate accreditation 
cycle where the dates of the 
accreditation cycle are the same for all 
sites. However, this is an issue that is 
outside the scope of the proposed rule. 
We will take this information under 
advisement. We thank this commenter 
for bringing this concern to our 
attention. 


Comment: A commenter expressed 
disapproval of our proposal, stating the 
proposal, as written, undermines the 
autonomy of this and all other AOs to 
enforce their own policies. The 
commenter also stated that each AO 
develops its own policies and 
procedures related to accreditation 
termination effective dates, which CMS 
subsequently approves. 


The commenter also stated that this 
proposal would allow facilities to 
circumvent the mechanisms AOs for 
Medicare certified providers and 
suppliers have had in place for ongoing 
review of accredited facilities. The 
commenter believes that the rule, as 
written, would require this AO to 
maintain a facility’s accreditation status 
regardless of the commenter AO’s 
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policies and procedures related to 
termination of a facility’s accreditation 
status. The commenter noted that 
throughout the accreditation process, 
participating facilities are obligated to 
comply with an AO’s standards, 
policies, and procedures until an 
awarded accreditation term expires or 
terminates; therefore, this proposal 
would conflict with an AO’s operation 
of its accreditation program and its 
authority to make accreditation 
decisions. The commenter strongly 
urged CMS to withdraw this 
requirement. 


Response: We respectfully disagree 
with the views expressed by this 
commenter. We do not agree that the 
requirement would undermine the 
autonomy of this AO to enforce its own 
policies or conflict with commenter’s 
AOs operation of its accreditation 
program and its authority to make 
accreditation decisions. This commenter 
provided no examples or explanation 
for how the addition of the proposed 
policy would do so. 


It is our position that if an accredited 
provider or supplier has paid the agreed 
upon accreditation fees, successfully 
gone through the survey process, and is 
in good standing with their AO, but has, 
for whatever reason, decided to switch 
accreditation to another AO or to submit 
to a survey by a state agency, there is no 
justifiable reason for the current AO to 
cancel that provider/suppliers 
accreditation prior to the expiration 
date. 


CMS has seen cases in which shortly 
after an AOs has been informed by one 
of its accredited providers/suppliers in 
good standing that said provide/ 
supplier wishes to withdraw their 
accreditation business from that AO and 
become accredited by another AO (or 
obtain state certification), the current 
AO terminates that provider/suppliers 
accreditation, regardless of how much 
time remains on that provider’s or 
supplier’s existing term of accreditation. 
We believe that these instances of early 
termination of the accreditation of a 
provider/suppliers in good standing, 
with no performance or complaint 
issues who has recently informed their 
AO that they were switching to another 
AO are either retaliatory in nature, or 
done because these providers were no 
longer considered a viable source of 
revenue. We agree that it is 
unreasonable for AOs to penalize 
facilities who choose to terminate the 
services of that AO, and as such, 
support this proposal. 


Final Decision: In consideration of the 
comments received, this provision will 
be added to 42 CFR 488.5(a)(17)(iii) as 
drafted, without modification. 


2. Training Requirements for 
Accrediting Organization Surveyors 
(§ 488.5(a)(7)) 


We proposed to add a new 
requirement at § 488.5(a)(7) which 
imposes a new training requirement for 
surveyors of AO that accredit Medicare- 
certified provider and supplier types by 
amending the provision at § 488.5(a)(7). 
We proposed that all AO surveyors be 
required to complete the relevant 
program-specific CMS online trainings 
initially, and thereafter, consistent with 
requirements established by CMS for 
state surveyors. CMS provides a wide 
variety of comprehensive trainings 
through an on-demand integrated 
surveyor training website. These online 
trainings are available and can be 
accessed by state and federal surveyors 
and the public, free of charge, 24 hours 
a day, 365 days a year. These online 
trainings are currently publically 
available for the SA surveyors. 


As part of our oversight of the AOs 
performance, CMS has contracted with 
the SAs to perform validation surveys 
on a sample of providers and suppliers 
(such as hospitals, critical access 
hospital, ambulatory surgical centers, 
and home health agencies) accredited by 
the AOs that accredit Medicare certified 
providers and suppliers. Validation 
surveys must be performed by the SA 
within 60 days of the survey performed 
by the AO. As a validation survey is 
performed within 60 days of the AO 
survey, we believe that the conditions at 
the hospital or other facility being 
surveyed will be similar at the time of 
the validation survey. 


The purpose of a validation survey is 
to compare the survey findings of the 
AO to the survey findings of the SA to 
see if there are any disparities. The 
amount of disparities found in the AO’s 
survey is called the ‘‘disparity rate’’ and 
is tracked by CMS as an indication of 
the quality of the surveys performed by 
the AO. 


CMS has determined that many of the 
AOs’ disparity rates have been 
consistently high. This means that the 
AOs have consistently failed to find the 
same condition level deficiencies in the 
care provided by the hospital or other 
providers surveyed that were found by 
the SA during the validation survey. 


At the time of the writing of the 
proposed rule, we believed that the 
disparity in findings made by the AO 
surveyors and those of the SA surveyors 
could largely be attributed the 
difference in the training and education 
provided to the AO surveyors. Each AO 
is responsible for providing training and 
education to their surveyors. In the 
proposed rule, we stated that because 


each AO is an independent entity, the 
surveyor training and education 
provided by each AO to its surveyor’s 
varies and is not consistent. We further 
stated that CMS provides 
comprehensive online training to the SA 
surveyor staff on the CMS Surveyor 
Training website 82 which are specific to 
each type of provider of supplier type to 
be surveyed. 


In the proposed rule, we stated that it 
was our belief that the AO’s disparity 
rate would be decreased if all surveyors 
took the same training. We further 
stated the belief that completion of the 
same surveyor training by both SA and 
AO surveyors would increase the 
consistency between the results of the 
surveys performed by the SAs and AOs 
and have a positive impact on the 
historically high disparity rate. 
Therefore, we proposed that all AO 
surveyors be required to take the CMS 
online surveyor training offered on the 
CMS website. We further proposed to 
require each AO to provide CMS with 
documentation which provides proof 
that each surveyors had completed the 
CMS online surveyor training. Finally, 
we proposed that if the AO fails to 
provide this documentation, CMS could 
place the AO on an accreditation 
program review pursuant to § 488.8(c). 
We received a number of comments in 
response to this proposals. 


Comment: Several commenters stated 
strong support CMS’ proposal to require 
consistent, comprehensive training for 
AO surveyors. 


Response: We thank these 
commenters for their support of our 
proposal. 


Comment: Another commenter who 
supported CMS’ proposal to require 
consistent, comprehensive training for 
AO surveyors stated that they did not 
believe the proposal went far enough. 
This commenter recommended that 
CMS undertake a rigorous review of the 
entire ‘‘deemed status’’ system. This 
commenter further stated concern that 
since these deemed-status health care 
providers are not subject to routine state 
certification surveys, they are not 
subject to the civil monetary penalties 
that could result from surveys 
conducted by state agencies. This 
commenter urged CMS to fix the flaws 
and loopholes in the deemed status 
program. 


Response: We thank this commenter 
for their support of the proposal to 
require AO surveyors to take the CMS 
online surveyor training. We further 
thank this commenter for the remainder 
of their suggestions. As these 
suggestions are outside the scope of the 
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topics discussed in the proposed rule 
they will not be discussed here. 
However, we will take this commenters 
suggestions under advisement. 


Comment: Several commenters urged 
CMS to consider including a 
corresponding decrease in CMS 
validation surveys for those AOs whose 
surveyors have completed the training, 
since the CMS online surveyor training 
which is supposed to decrease the 
disparity rate. Another commenter 
suggested that CMS resources devoted 
to validation surveys could be reduced, 
saving taxpayer dollars and lessening 
HHA time and effort spend on largely 
redundant surveys. 


In support of the request to decrease 
the number of validation surveys to be 
performed if this requirement for 
surveyor training is finalized, a 
commenter pointed out that there are 
other administrative reviews including 
the RAC, Pre Claim Review, Probe & 
Educate, and routine MAC ADR probes 
that could assess an AOs compliance 
and performance. Another commenter 
stated that while there are ample 
enforcement tools, CMS has not clearly 
targeted these efforts to bad actors and 
high-value HHAs have had to divert 
resources from direct care to 
administrative functions. This 
commenter suggestion that audit 
frequency should be determined using 
current data along with Program for 
Evaluating Payment Patterns Electronic 
Report (PEPPER) reports to identify 
underperforming and/or noncompliant 
agencies and that audits should be 
limited to topics within statutory and 
regulatory parameters. 


Response: CMS is currently in the 
process of reviewing and redesigning 
the validation process in an effort to 
make it more accurate, effective and less 
burdensome for facilities. While outside 
the scope of the proposals made, we 
will take the suggestions made by these 
commenters under advisement. 


Comment: In this section of this final 
rule with comment period is a summary 
of the remainder of the comments 
received in response to our response to 
our proposal to require surveyors for the 
AOs that accredit Medicare certified 
providers and suppliers to the take CMS 
online surveyor training: 


• A commenter recommended that 
CMS make the online surveyor trainings 
available but not mandatory for all AO 
surveyor so that each AO could then 
evaluate its own training and education 
materials and make an independent 
decision regarding how best to use the 
CMS training tools. 


• A commenter stated that they 
support the CMS aim of reducing 
disparity rates, but that they cannot 


support the proposal as written due to 
its vagueness. 


• Another commenter stated that the 
proposed rule offers little guidance on 
CMS implementation of this new 
requirement. Another commenter 
expressed concern regarding how this 
requirement would be fully 
operationalized. 


• A commenter noted that the 
proposed rule does not specify the CMS 
online training courses for which it 
expects completion. Another 
commenter expressed the concern that it 
is unclear from the text of this rule, how 
often surveyors would be required to 
participate in the training. 


• Several commenters stated the 
belief that there are ambiguities in the 
proposal that essentially create further 
opportunity for non-uniformity in 
surveyor training across the industry. 
Any non-uniformity in training could 
reduce the meaningfulness of any 
presumed links between surveyor 
training mandates and disparity rates 
that CMS hopes to identify and impact. 


• Another commenter requested more 
clarity concerning training requirements 
including course enrollment 
expectations, frequency of course 
completion, and clarification regarding 
whether CMS intends to implement a 
reporting mechanism for AOs to 
validate surveyor course completion. 
This commenter expressed concern that, 
while the proposed rule proposed 
completion of ‘‘relevant program 
specific CMS online trainings 
established for state surveyor,’’ the 
variety of online training programs 
offered and the lack of specificity over 
the precise training modules required 
per program could create confusion over 
which precise training elements would 
be required for full rule compliance. 


• Another commenter expressed 
doubt that a mandatory requirement for 
AO surveyors to take CMS online 
surveyor training would improve AO 
the disparity rates, and that reviewing 
online training does not guarantee 
surveyors will retain and then apply all 
the information from the trainings 
during their surveys. 


• Several commenters strongly 
suggested that CMS needs to establish a 
measurable correlation between the 
proposal and the expected outcome 
before CMS proposes to require AOs to 
implement any costly program. 


• Several commenters suggested that 
if CMS has questions and concerns with 
the current surveyor education provided 
by AOs, it seems like this would be an 
issue to be addressed when reevaluating 
that AO’s own accreditation from CMS. 


• A commenter also made the 
suggestion that CMS should also 


evaluate the length of surveys and 
determine whether it would make sense 
to have a minimum (or standard) length 
for all individuals surveying for a 
specific provider or supplier type. Or 
have a minimum (or standard) number 
of surveyors participating in each 
survey. This commenter stated the belief 
that there could be a number of factors 
involved in the disparity rate. 


• Several commenters stated that they 
do not agree with CMS’ assumptions 
that inconsistent training between SA 
surveyors and AO surveyors is the 
reason for high disparity rates. One of 
these commenters stated that they fail to 
see the correlation between different AO 
surveyor training programs and 
disparity rates when the disparity rate is 
a comparison of an SA survey result 
against an AO survey result and not a 
comparison between AOs. 


• Another commenter recognizes that 
disparity rates are a constant challenge 
for CMS and AOs, and that root-cause 
factors driving high disparity rates are 
complex and multi-faceted. Yet another 
of these commenters stated that while 
surveyor training may be a factor that 
influences disparity rates, it is unclear 
whether mandating that AOs to require 
that surveyors complete CMS training 
modules will actually reduce the 
disparity rate. The hypothesis that 
mandating additional AO surveyor 
training will lower disparity rates is 
untested and unproven, and the basis 
for the hypothesis is unclear. 


• Several commenters expressed the 
belief that unknown or alternative 
factors may truly drive high disparity 
rates and that there are multiple 
explanations as to why the disparity rate 
could be elevated that are not related to 
surveyor training. For example, 
according to these commenters, it is 
possible that there could be variance or 
issues with the validation surveyors. 
Reviewing online training does not 
guarantee surveyors will retain and then 
apply all the information from the 
trainings during their surveys. 


• A number of commenters raised the 
following points in objection to our 
proposal that AO surveys complete 
CMS-provided mandatory surveyor 
training: 


++ CMS reviews and approves all AO 
training, verifying its adequacy. 


++ State agency surveyors are not 
required to have actual experience in 
the health care field for which they 
survey. This commenter stated that at 
least one accreditor requires a minimum 
of 5 years’ experience in the same field 
that they will survey, thus making them 
a subject matter expert. 


++ State agencies send multiple 
surveyors for multiple days, where AOs 
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usually send one surveyor for 2 to 5 
days. The length of the survey depends 
on the number of unduplicated 
admissions the facility bills over a 12 
month period. 


++ State agencies cite the same 
deficiencies multiple times. AOs 
normally do not. 


++ There is not an appeal process for 
the AO in regard to a validation survey. 
When a validation survey comes back 
with deficiencies that the AO did not 
cite and does not agree with, CMS only 
accepts the state validation surveyors’ 
deficiencies as accurate. 


• Several commenters expressed 
concern that this new requirement 
would place significant new burden on 
AOs. 


A commenter recommended that CMS 
delay implementation of the current 
proposal, and instead bring together 
accreditation organizations and 
providers and suppliers to more fully 
explore how to improve disparity rates 
between AO and validation surveys. 
Several other commenters encouraged 
CMS to engage the AOs directly in both 
the initiative to reduce disparity rates 
and on any initiatives that may impact 
AO accreditation program operations. 


General Response: We agree with 
these commenters that the text of this 
section of the proposed rule may have 
been unclear about how the requirement 
for online surveyor training was to be 
operationalized and that it was not clear 
about the number and types of training 
the AO surveyor would have to take. 
While we do believe that the disparity 
rate would be decreased somewhat by 
the requirement that AO surveyors take 
the CMS online surveyor training, at 
this time CMS is not able to demonstrate 
that such training will significantly 
reduce the validation disparity rate. 
After consideration of the comments 
received, we acknowledge that root- 
cause factors driving high disparity rates 
are complex and multi-faceted and that 
there are a number of other factors that 
could have an impact on the disparity. 
We also acknowledge that while 


surveyor training may be a factor that 
influences disparity rates, it is unclear 
whether requiring that AOs require that 
surveyors complete CMS training 
modules will reduce the disparity rate. 
Therefore, after consideration of the 
comments received, we have decided 
not to finalize our proposal to require 
the surveyors for AOs that accredit 
Medicare certified providers and 
suppliers to take the CMS online 
surveyor training. However, it is 
important to note that many of the AOs’ 
disparity rates have been consistently 
high. We are continuing to monitor 
these rates and look for ways to reduce 
them. 


Final Decision: After consideration of 
the comments received, we have 
decided not to finalize our proposal to 
require the surveyors for AOs that 
accredit Medicare certified providers 
and suppliers to take the CMS online 
surveyor training. 


VIII. Requests for Information 
This section addressed two requests 


for information (RFI). 


A. Request for Information on 
Promoting Interoperability and 
Electronic Healthcare Information 
Exchange Through Possible Revisions to 
the CMS Patient Health and Safety 
Requirements for Hospitals and Other 
Medicare- and Medicaid-Participating 
Providers and Suppliers 


In the CY 2019 HH PPS proposed rule 
(83 FR 32471 through 32473), we 
included a Request for Information (RFI) 
related to promoting interoperability 
and electronic health care information 
exchange. We received approximately 
28 timely pieces of correspondence on 
this RFI. We appreciate the input 
provided by commenters. 


B. Request for Information on Price 
Transparency: Improving Beneficiary 
Access to Home Health Agency Charge 
Information 


In the CY 2019 HH PPS proposed rule 
(83 FR 32473 and 32474), we included 


a Request for Information (RFI) related 
to price transparency and improving 
beneficiary access to home health 
agency charge information. We received 
approximately 15 timely pieces of 
correspondence on this RFI. We 
appreciate the input provided by 
commenters. 


IX. Collection of Information 
Requirements 


Under the Paperwork Reduction Act 
of 1995, we are required to provide 30- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 


• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 


• The accuracy of our estimate of the 
information collection burden. 


• The quality, utility, and clarity of 
the information to be collected. 


• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 


A. Wage Estimates 


To derive average costs, we used data 
from the U.S. Bureau of Labor Statistics’ 
May 2017 National Occupational 
Employment and Wage Estimates for all 
salary estimates (http://www.bls.gov/ 
oes/current/oes_nat.htm). In this regard, 
the following Table 42 presents the 
mean hourly wage rate, fringe benefits 
costs and overhead (calculated at 100 
percent of salary), and the adjusted 
hourly wage. 
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83 The OASIS-based HH QRP outcome measures 
that use OASIS Item M1730 as a risk adjuster in the 
calculation of the measure are: Improvement in 
Bathing (NQF #0174), Improvement in Bed 
Transferring (NQF #0175), Improvement in 
Ambulation/Locomotion (NQF #0167), 
Improvement in Dyspnea, Improvement in Pain 
Interfering with Activity (NQF #0177), 
Improvement in Management of Oral Medications 
(NQF #0176), and Improvement in Status of 
Surgical Wounds (NQF #0178). 


84 The OASIS-based HH QRP outcome measures 
that use OASIS Items M1340 and M1342 as a risk 
adjuster in the calculation of the measure are: 
Improvement in Bathing (NQF #0174), 
Improvement in Bed Transferring (NQF #0175), 
Improvement in Ambulation/Locomotion (NQF 
#0167), Improvement in Dyspnea, Improvement in 
Pain Interfering with Activity (NQF #0177), and 
Improvement in Management of Oral Medications 
(NQF #0176). 


85 Measure specifications can be found in the 
Home Health Potentially Avoidable Events 
Measures Table on the Home Health Quality 
Measures website (https://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment-Instruments/ 
HomeHealthQualityInits/Downloads/Home-Health- 
PAE-Measures-Table-OASIS-C2_4-11-18.pdf). 


This final rule with comment period 
makes reference to associated 
information collections that are not 
discussed in the regulation text 
contained in this document. These final 
changes are associated with the 
information collection request (ICR)— 
Outcome and Assessment Information 
Set (OASIS) OASIS–C2/ICD–10 (CMS– 
10545), approved under OMB control 
number 0938–1279. We note that on 
March 12, 2018 (83 FR 10730) we 
published a notice in the Federal 
Register seeking public comment on a 
revision to CMS–10545 (OMB control 
number 0938–1279), which will modify 
the OASIS and refer to the revised item 
set as the OASIS–D upon 
implementation of the revised data set 
on January 1, 2019 . We solicited public 
comment on additional changes related 
to when certain OASIS items are 
required to be completed by HHA 
clinicians due to the implementation of 
the patient-driven groupings model 
(PDGM) for CY 2020, as outlined in 
section III.F of this final rule with 
comment period; and the changes to due 
to the removal of HH QRP measures 
beginning with the CY 2021 HH QRP, as 
outlined in section V.E. of this final rule 
with comment period. 


B. ICRs Regarding the OASIS 
We believe that the burden associated 


with the OASIS is the time and effort 
associated with data collection and 
reporting. As of April 1, 2018, there are 
approximately 11,623 HHAs reporting 
OASIS data to CMS. 


In section V.E.1. of this final rule with 
comment period, we are removing the 
Depression Assessment Conducted 
Measure from the HH QRP under 
measure removal Factor 1: Measure 
performance among HHAs is so high 
and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 
Removing this measure will not impact 
our collection of information because 
OASIS Item M1730, which is used to 


calculate this measure, is also used as a 
risk adjuster to calculate other OASIS- 
based outcome measures currently 
adopted for the HH QRP.83 


In section V.E.2. of this final rule with 
comment period, we are removing the 
Diabetic Foot Care and Patient/Caregiver 
Education Implemented during All 
Episodes of Care Measure from the HH 
QRP under measure removal Factor 1: 
Measure performance among HHAs is so 
high and unvarying that meaningful 
distinctions in improvements in 
performance can no longer be made. 
This measure is calculated using OASIS 
Item M2401, row a at the time point of 
Transfer to an Inpatient Facility (TOC) 
and Discharge from Agency—Not to an 
Inpatient Facility (Discharge). 
Specifically, we are removing this one 
data element at the TOC and Discharge 
time points. 


In section V.E.3. of this final rule with 
comment period, we are removing the 
Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537) Measure from 
the HH QRP under measure removal 
Factor 1: Measure performance among 
HHAs is so high and unvarying that 
meaningful distinctions in 
improvements in performance can no 
longer be made. This measure is 
calculated using OASIS Item M1910 at 
the time point of SOC/ROC. 
Specifically, we are removing this one 
data element at the SOC/ROC time 
point. 


In section V.E.4. of this final rule with 
comment period, we are removing the 
Pneumococcal Polysaccharide Vaccine 
Ever Received Measure from the HH 


QRP, under measure removal Factor 3: 
A measure does not align with current 
clinical guidelines or practice. This 
measure is calculated using OASIS 
Items M1051 and M1056 at the time 
points of TOC and Discharge. 
Specifically, we are removing these two 
data elements at the TOC and Discharge 
time points. 


In section V.E.5. of this final rule with 
comment period, we are removing the 
Improvement in the Status of Surgical 
Wounds Measure from the HH QRP 
under measure removal Factor 4: A 
more broadly applicable measure 
(across settings, populations, or 
conditions) for the particular topic is 
available. Removing this measure will 
not impact our collection of information 
because OASIS Items M1340 and M1342 
are used as risk adjusters to calculate 
other OASIS-based outcome measures 
currently adopted for the HH QRP and 
OASIS Items M1340 and M1342 are also 
used for the Potentially Avoidable 
Events measure Discharged to the 
Community Needing Wound Care or 
Medication Assistance that is used by 
HH surveyors during the survey 
process.84 85 


In sections V.E.6. and V.E.7. of this 
final rule with comment period, we are 
removing the Emergency Department 
Use without Hospital Readmission 
during the First 30 Days of HH (NQF 
#2505) Measure and the 
Rehospitalization during the First 30 
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Days of HH (NQF #2380) Measure from 
the HH QRP beginning with the CY 
2021 HH QRP under measure removal 
Factor 4. A more broadly applicable 
measure (across settings, populations, or 
conditions) for the particular topic is 
available. Because these are both claims- 
based measures, removing them will not 
impact our collection of information. 


In summary, we are finalizing the net 
reduction of 1 data element at SOC, 1 
data element at ROC, 3 data elements at 
TOC and 3 data elements at Discharge 
associated with OASIS item collection 
as a result of the measure removals from 
the HH QRP. 


The OASIS instrument is used for 
meeting the home health Conditions of 
Participation, requirements under the 
HH QRP, and for payment purposes 
under the HH PPS. As outlined in 
section III.F. of this final rule with 
comment period, to calculate the case- 
mix adjusted payment amount for the 
PDGM, we are finalizing our proposal to 
add collection of two current OASIS 
items (10 data elements) at the follow- 
up (FU) time point: 


• M1033: Risk for Hospitalization (9 
data elements) 


• M1800: Grooming (1 data element). 
As outlined in section III.F of this 


final rule with comment period, several 
OASIS items will not be needed in case- 
mix adjusting the period payment for 
the PDGM; therefore, 19 current OASIS 
items (48 data elements) are optional at 
the FU time point: 


• M1021: Primary Diagnosis (3 data 
elements) 


• M1023: Other Diagnosis (15 data 
elements) 


• M1030: Therapies (3 data elements) 
• M1200: Vision (1 data element) 
• M1242: Frequency of Pain Interfering 


(1 data element) 
• M1311: Current Number of Unhealed 


Pressure Ulcers at Each Stage (12 data 
elements) 


• M1322: Current Number of Stage 1 
Pressure Ulcers (1 data element) 


• M1324: Stage of Most Problematic 
Unhealed Pressure Ulcer that is 
Stageable (1 data element) 


• M1330: Does this patient have a Stasis 
Ulcer? (1 data element) 


• M1332: Current Number of Stasis 
Ulcer(s) that are Observable (1 data 
element) 


• M1334: Status of Most Problematic 
Stasis Ulcer that is Observable (1 data 
element) 


• M1340: Does this patient have a 
Surgical Wound (1 data element) 


• M1342: Status of Most Problematic 
Surgical Wound that is Observable (1 
data element) 


• M1400: Short of Breath (1 data 
element) 


• M1610: Urinary Incontinence or 
Urinary Catheter Presence (1 data 
element) 


• M1620: Bowel Incontinence 
Frequency (1 data element) 


• M1630: Ostomy for Bowel 
Elimination (1 data element) 


• M2030: Management of Injectable 
Medications (1 data element) 


• M2200: Therapy Need (1 data 
element) 


Therefore, we are finalizing the net 
reduction of 38 data elements at FU 


associated with OASIS item collection 
as a result of the implementation of the 
PDGM for CY 2020. 


In summary, as a net result of the 
policies we are finalizing in this final 
rule with comment period, we will be 
removing 1 data element at SOC, 1 data 
element at ROC, 38 data elements at FU, 
3 data elements at TOC and 3 data 
elements at Discharge associated with 
OASIS item collection as a result of the 
measure removals from the HH QRP and 
the implementation of the PDGM 
starting January 1, 2020. 


We assume that each data element 
requires 0.3 minutes of clinician time to 
complete. Therefore, we estimate that 
there is a reduction in clinician burden 
per OASIS assessment of 0.3 minutes at 
SOC, 0.3 minutes at ROC, 11.4 minutes 
at FU, 0.9 minutes at TOC and 0.9 
minutes at Discharge. 


The OASIS is completed by RNs or 
physical therapists (PTs), or very 
occasionally by occupational therapists 
(OT) or speech language pathologists 
(SLP/ST). Data from 2016 show that the 
SOC/ROC OASIS is completed by RNs 
(approximately 87 percent of the time), 
PTs (approximately 12.7 percent of the 
time), and other therapists, including 
OTs and SLP/STs (approximately 0.3 
percent of the time). We estimated a 
weighted clinician average hourly wage 
of $70.75, inclusive of fringe benefits, 
using the hourly wage data in Table 41. 
Individual providers determine the 
staffing resources necessary. 


Table 43 shows the total number of 
assessments submitted in CY 2017 and 
estimated burden at each time point. 


Based on the data in Table 43 for the 
11,623 active Medicare-certified HHAs 
in April 2018, we estimate the total 
average decrease in cost associated with 


changes with OASIS item collection at 
$5,148.94 per HHA annually, or 
$59,846,101.27 for all HHAs annually. 
This corresponds to an estimated 


reduction in clinician burden associated 
with changes to collection of 
information associated with the OASIS 
of 72.8 hours per HHA annually, or 
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845,881.3 hours for all HHAs annually. 
This burden decrease will be accounted 
for in the information collection under 
OMB control number 0938–1279. We 
did not receive comments on collection 
of information requirements associated 
with the OASIS. 


C. ICRs Regarding Home Infusion 
Therapy 


At § 486.520, Plan of Care, we propose 
that all patients must have a plan of care 
established by a physician that 
prescribes the type, amount, and 
duration of infusion therapy services 
that are to be furnished. This 
requirement directly implements 
section 5012 of the 21st Century Cures 
Act. Accredited home infusion therapy 
suppliers are already required by their 
accrediting bodies to provide all care in 
accordance with a plan of care that 
specifies the type, amount, and duration 
of infusion therapy services to be 
furnished to each patient; therefore this 
requirement will not impose a burden 
upon accredited agencies. Furthermore, 
all existing home infusion therapy 
suppliers are already accredited due to 
existing payment requirements 
established by private insurers and 
Medicare Advantage plans. In 
accordance with the implementing 
regulations of the PRA at 5 CFR 
1320.3(b)(3), this requirement exists 
even in the absence of a federal 
requirement; therefore, the associated 
burden is not subject to the PRA. We 
did not receive any comments from the 
public, either in agreement or 
opposition, regarding our estimation of 
burden for information collection 
requirements in relation to the 
implementation of the home infusion 
therapy standards as delineated by 
section 5012 of the 21st Century Cures 
Act; therefore, we are finalizing this 
estimate without modification. 


We did not receive any comments 
from the public, either in agreement or 
opposition, regarding our estimation of 
burden for information collection 
requirements in relation to the 
implementation of the home infusion 
therapy standards as delineated by 
section 5012 of the 21st Century Cures 
Act; therefore, we are finalizing this 
estimate without modification. 


D. ICRs Regarding the Approval and 
Oversight of Accrediting Organizations 
for Home Infusion Therapy 


1. Background 


We are finalizing establish a new set 
of regulations related to the approval 
and oversight of accrediting 
organizations that accredit home 
infusion therapy suppliers. If finalized, 


these new regulatory requirements will 
impose burden on those new AOs that 
seek approval of their Home Infusion 
Therapy accreditation program. This 
burden will include, but is not limited 
to the time and costs associated with the 
following activities: (1) Preparation and 
filing of an initial application seeking 
CMS approval of the AOs home infusion 
therapy accreditation program; (2) 
participation in the application review 
process (that is, meetings, provide 
additional information and materials 
that may be required, participate in a 
site visit, etc.); (3) seeking new 
accreditation clients; (4) performing on- 
site surveys, off-site survey audits or the 
performance of other types of survey 
activities; (5) participation in CMS 
ongoing accreditation program review 
activities; (6) performance of periodic 
re-accreditation activities; (7) 
investigation of complaints and 
performing complaint surveys; (8) 
administration of the appeals process 
for providers that have been denied 
accreditation; (9) staff training, in- 
services and continuing education; and 
(10) ensuring that surveyor staff have 
the proper education, training, and 
credentials. 


The following is a discussion of the 
potential ICR burdens associated with 
the home infusion therapy supplier 
accreditation oversight regulations and 
well as any PRA exceptions that may 
apply. 


2. Applicable PRA Exception 
We believe that the information 


collection burden associated with the 
preparation and submission of an initial 
or renewal application for approval and 
designation as a home infusion therapy 
AO and the participation in other 
accreditation related activities does not 
meet the definition of ‘‘collection of 
information’’ as defined in 5 CFR 
1320.3(c) because it is ‘‘not imposed on 
10 or more persons.’’ This information 
collection burden will be imposed only 
on those national AOs that accredit 
home infusion therapy suppliers. 


At this time, there are five CMS- 
approved HHA AOs that provide home 
infusion therapy accreditation as part of 
the deeming accreditation of home 
health agencies. These HHA AOs are 
The Joint Commission (TJC), the 
Accreditation Commission for Health 
Care (ACHC), The Compliance Team 
(TCT), the Community Health 
Accreditation Partner (CHAP), and the 
Healthcare Quality Association on 
Accreditation. 


There are three pharmacy association 
AOs that provide non-CMS approved 
home infusion therapy accreditation. 
These non-CMS approved Home 


infusion AOs are the National 
Association of Boards of Pharmacy, the 
Centers for Pharmacy Practice 
Accreditation (CPPA) and URAC). 


In this final rule with comment 
period, we have to require that these AO 
must apply for CMS approval of a home 
infusion therapy accreditation that is 
separate and distinct from its home 
health accreditation program. When we 
do solicit AOs to accredit home infusion 
therapy suppliers, we do not anticipate 
receiving more than the six applications 
which will be submitted by the existing 
AOs seeking approval of a home 
infusion therapy accreditation program, 
because this is a specialized area of 
accreditation. 


It is possible that the number of AOs 
that we designate to accredit home 
infusion therapy suppliers may increase 
to 10 or more in the future, when we 
begin accepting applications for home 
infusion therapy AOs. However, we do 
not anticipate that the number of AOs 
that will accredit home infusion therapy 
suppliers will increase to 10 or more in 
the foreseeable future. 


Should the number of AOs that 
accredit home infusion therapy 
suppliers rise to 10 or more, we will 
prepare and submit an information 
collection request (ICR) for the burden 
associated with the accreditation 
process, as well as obtain OMB 
approval, prior to accepting additional 
applications. 


We did not receive comments on 
these information collection 
requirements. 


E. ICR Regarding Modifications to 42 
CFR 488.5 


We are modifying the AO approval 
and oversight regulations for Medicare 
certified providers and suppliers by 
adding a new requirement. Section 
488.5(a)(17)(iii) will require that the 
AOs for Medicare certified providers 
and suppliers include a written 
statement in their application for CMS 
approval agreeing that if a fully 
accredited and deemed facility in good 
standing provides written notification 
that they wish to voluntarily withdraw 
from the accrediting organization’s 
CMS-approved accreditation program, 
the accrediting organization must 
continue the facility’s current 
accreditation in full force and effect 
until the effective date of withdrawal 
identified by the facility or the 
expiration date of the term of 
accreditation, whichever comes first. 


An AO would prepare this written 
statement as part of the preparation of 
the initial or renewal applications they 
submit to CMS seeking initial and 
renewal approval of the CMS approval 
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of their accreditation program. This 
statement would be included in a 
written document with other required 
written statements. As the AO would 
already be in the process of preparing 
the documentation for their application, 
we believe that there would be little, if 
any burden associated with the 
preparation of this statements. 


We believe that it would take no more 
than 15 minutes for the AO to add this 
statement to the written document 
containing all the statements and 
affirmations that AO must submits as a 
condition of approval. We believe that 
this task would be performed by an 
administrative assistant. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for an executive 
administrative assistant is $28.56 
(https://www.bls.gov/oes/current/ 
oes436011.htm). We estimate that the 
AO would incur a cost burden for wages 
related to the preparation of the 
required statement in the amount of 
$14.28 ($28.56 × 15 minutes = $7.14) + 
($7.14 for fringe benefits and overhead). 


We had also proposed to add a new 
requirement at § 488.5(a)(7) to require 
surveyors for AOs that accredit non- 
certified providers and suppliers to take 
the CMS online surveyor training. 
However, after consideration of the 
public comments received regarding 
this proposal, we have decided not to 
finalize the proposal. 


F. Submission of PRA-Related 
Comments 


We have submitted a copy of this final 
rule with comment period to OMB for 
its review of the rule’s information 
collection and recordkeeping 
requirements. The requirements are not 
effective until they have been approved 
by OMB. 


We invite public comments on these 
information collection requirements. If 
you wish to comment, please identify 
the rule (CMS–1689–F) and, where 
applicable, the ICR’s CFR citation, CMS 
ID number, and OMB control number. 


To obtain copies of a supporting 
statement and any related forms for the 
collection(s) summarized in this notice, 
you may make your request using one 
of following: 


1. Access CMS’ website address at 
https://www.cms.gov/Regulations-and- 
Guidance/Legislation/ 
PaperworkReductionActof1995/PRA- 
Listing.html. 


2. Email your request, including your 
address, phone number, OMB number, 
and CMS document identifier, to 
Paperwork@cms.hhs.gov. 


3. Call the Reports Clearance Office at 
(410) 786–1326. 


See this rule’s DATES and ADDRESSES 
sections for the comment due date and 
for additional instructions. 


X. Regulatory Impact Analysis 


A. Statement of Need 


1. Home Health Prospective Payment 
System (HH PPS) 


Section 1895(b)(1) of the Act requires 
the Secretary to establish a HH PPS for 
all costs of home health services paid 
under Medicare. In addition, section 
1895(b) of the Act requires: (1) The 
computation of a standard prospective 
payment amount include all costs for 
home health services covered and paid 
for on a reasonable cost basis and that 
such amounts be initially based on the 
most recent audited cost report data 
available to the Secretary; (2) the 
prospective payment amount under the 
HH PPS to be an appropriate unit of 
service based on the number, type, and 
duration of visits provided within that 
unit; and (3) the standardized 
prospective payment amount be 
adjusted to account for the effects of 
case-mix and wage levels among HHAs. 
Section 1895(b)(3)(B) of the Act 
addresses the annual update to the 
standard prospective payment amounts 
by the HH applicable percentage 
increase. Section 1895(b)(4) of the Act 
governs the payment computation. 
Sections 1895(b)(4)(A)(i) and 
(b)(4)(A)(ii) of the Act require the 
standard prospective payment amount 
to be adjusted for case-mix and 
geographic differences in wage levels. 
Section 1895(b)(4)(B) of the Act requires 
the establishment of appropriate case- 
mix adjustment factors for significant 
variation in costs among different units 
of services. Lastly, section 1895(b)(4)(C) 
of the Act requires the establishment of 
wage adjustment factors that reflect the 
relative level of wages, and wage related 
costs applicable to home health services 
furnished in a geographic area 
compared to the applicable national 
average level. 


Section 1895(b)(3)(B)(iv) of the Act 
provides the Secretary with the 
authority to implement adjustments to 
the standard prospective payment 
amount (or amounts) for health services 
paid under Medicare. In addition, 
section 1895(b) of the Act requires: (1) 
The computation of a standard 
prospective payment amount include all 
costs for home health services covered 
and paid for on a reasonable cost basis 
and that such amounts be initially based 
on the most recent audited cost report 
data available to the Secretary; (2) the 
prospective payment amount under the 
HH PPS to be an appropriate unit of 
service based on the number, type, and 


duration of visits provided within that 
unit; and (3) the standardized 
prospective payment amount be 
adjusted to account for the effects of 
case-mix and wage levels among HHAs. 
Section 1895(b)(3)(B) of the Act 
addresses the annual update to the 
standard prospective payment amounts 
by the HH applicable percentage 
increase. Section 1895(b)(4) of the Act 
governs the payment computation. 
Sections 1895(b)(4)(A)(i) and 
(b)(4)(A)(ii) of the Act require the 
standard prospective payment amount 
to be adjusted for case-mix and 
geographic differences in wage levels. 
Section 1895(b)(4)(B) of the Act requires 
the establishment of appropriate case- 
mix adjustment factors for significant 
variation in costs among different units 
of services. Lastly, section 1895(b)(4)(C) 
of the Act requires the establishment of 
wage adjustment factors that reflect the 
relative level of wages, and wage-related 
costs applicable to home health services 
furnished in a geographic area 
compared to the applicable national 
average level. 


Section 1895(b)(3)(B)(iv) of the Act 
provides the Secretary with the 
authority to implement adjustments to 
the standard prospective payment 
amount (or amounts) for subsequent 
years to eliminate the effect of changes 
in aggregate payments during a previous 
year or years that were the result of 
changes in the coding or classification 
of different units of services that do not 
reflect real changes in case-mix. Section 
1895(b)(5) of the Act provides the 
Secretary with the option to make 
changes to the payment amount 
otherwise paid in the case of outliers 
because of unusual variations in the 
type or amount of medically necessary 
care. Section 1895(b)(3)(B)(v) of the Act 
requires HHAs to submit data for 
purposes of measuring health care 
quality, and links the quality data 
submission to the annual applicable 
percentage increase. Section 50208 of 
the BBA of 2018 (Pub. L. 115–123) 
requires the Secretary to implement a 
new methodology used to determine 
rural add-on payments for CYs 2019 
through 2022. 


Section 1895(b)(2) of the Act and 
section 1895(b)(3)(A) of the Act, as 
amended by section 51001(a)(1) and 
51001(a)(2) of the BBA of 2018 
respectively, require the Secretary to 
implement a 30-day unit of service, 
effective for CY 2020, and calculate a 
30-day payment amount for CY 2020 in 
a budget neutral manner, respectively. 
In addition, section 1895(b)(4)(B) of the 
Act, as amended by section 51001(a)(3) 
of the BBA of 2018, requires the 
Secretary to eliminate the use of the 
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number of therapy visits provided to 
determine payment, also effective for 
CY 2020. 


Finally, the HHVBP Model applies a 
payment adjustment based on an HHA’s 
performance on quality measures to test 
the effects on quality and expenditures. 


2. Home Infusion Therapy 
Section 1861(iii) of the Act, as added 


by the Cures Act, sets forth three 
elements for home infusion therapy 
suppliers in three areas: (1) Ensuring 
that all patients have a plan of care 
established and updated by a physician 
that sets out the care and prescribed 
infusion therapy necessary to meet the 
patient-specific needs, (2) having 
procedures to ensure that remote 
monitoring services associated with 
administering infusion drugs in a 
patient’s home are provided, and (3) 
having procedures to ensure that 
patients receive education and training 
on the effective use of medications and 
equipment in the home. These 
provisions serve as the basis for 
suppliers to participate in Medicare. 


Section 1834(u) of the Act serves as 
the basis for the establishment of a 
prospective payment system for home 
infusion therapy covered under 
Medicare. Section 1834(u)(7) of the Act, 
as added by BBA of 2018 requires the 
Secretary to provide a temporary 
transitional payment to eligible home 
infusion therapy suppliers for items and 
services associated with the furnishing 
of transitional home infusion drugs for 
CYs 2019 and 2020. Under this payment 
methodology (as described in section 
VI.D. of this final rule with comment 
period), the Secretary will establish 
three payment categories at amounts 
equal to the amounts determined under 
the Physician Fee Schedule established 
under section 1848 of the Act for 
services furnished during CY 2019 for 
codes and units of such codes, 
determined without application of the 
geographic adjustment. 


Section 1834(u)(5)(B) of the Act 
requires the Secretary to designate 
organizations to accredit qualified home 
infusion therapy suppliers furnishing 
home infusion therapy no later than 
January 1, 2021. Qualified home 
infusion therapy suppliers must furnish 
infusion therapy to individuals with 
acute or chronic conditions requiring 
administration of home infusion drugs; 
ensure the safe and effective provision 
and administration of home infusion 
therapy on a 7-day-a-week, 24-hour-a- 
day basis; be accredited by an 
accrediting organization designated and 
approved by the Secretary; and meet 
other such requirements as the Secretary 
deems appropriate. 


B. Overall Impact 


We have examined the impacts of this 
rule as required by Executive Order 
12866 on Regulatory Planning and 
Review (September 30, 1993), Executive 
Order 13563 on Improving Regulation 
and Regulatory Review (January 18, 
2011), the Regulatory Flexibility Act 
(RFA) (September 19, 1980, Pub. L. 96– 
354), section 1102(b) of the Social 
Security Act, section 202 of the 
Unfunded Mandates Reform Act of 1995 
(March 22, 1995; Pub. L. 104–4), 
Executive Order 13132 on Federalism 
(August 4, 1999), the Congressional 
Review Act (5 U.S.C. 804(2)), and 
Executive Order 13771 on Reducing 
Regulation and Controlling Regulatory 
Costs (January 30, 2017). 


Executive Orders 12866 and 13563 
direct agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). Section 3(f) of Executive Order 
12866 defines a ‘‘significant regulatory 
action’’ as an action that is likely to 
result in a rule: (1) Having an annual 
effect on the economy of $100 million 
or more in any 1 year, or adversely and 
materially affecting a sector of the 
economy, productivity, competition, 
jobs, the environment, public health or 
safety, or state, local or tribal 
governments or communities (also 
referred to as ‘‘economically 
significant’’); (2) creating a serious 
inconsistency or otherwise interfering 
with an action taken or planned by 
another agency; (3) materially altering 
the budgetary impacts of entitlement 
grants, user fees, or loan programs or the 
rights and obligations of recipients 
thereof; or (4) raising novel legal or 
policy issues arising out of legal 
mandates, the President’s priorities, or 
the principles set forth in the Executive 
Order. 


A regulatory impact analysis (RIA) 
must be prepared for major rules with 
economically significant effects ($100 
million or more in any 1 year). The net 
transfer impact related to the changes in 
payments under the HH PPS for CY 
2019 is estimated to be $420 million (2.2 
percent). The net transfer impact in CY 
2020 related to the change in the unit of 
payment under the PDGM is estimated 
to be $0 million as section 51001(a) of 
the BBA of 2018 requires such change 
to be implemented in a budget-neutral 
manner. The net transfer impact in CY 
2019 related to the Temporary 
Transitional Payment for Home Infusion 


Therapy is estimated to be $48 million. 
The savings impacts related to the 
HHVBP model as a whole are estimated 
at $378 million for CYs 2018 through 
2022. Due to the modifications to OASIS 
item collection as a result of the changes 
to the HH QRP and the changes to the 
HH PPS (PDGM), both effective on and 
after January 1, 2020, we estimate that 
this rule generates $60 million in 
annualized cost savings, or $46 million 
per year on an ongoing basis discounted 
at 7 percent relative to year 2016, over 
a perpetual time horizon beginning in 
CY 2020. Finally, the estimated cost 
impact to each potential home infusion 
therapy AO is $35,711. The cost of 
$12,453 would be incurred by the home 
infusion AO for the preparation and 
submission of their initial application to 
CMS seeking CMS approval of the AO’s 
home infusion therapy accreditation 
program. The AO will incur this 
$12,453 cost with the submission of 
their initial application and then every 
6 years thereafter, with the submission 
of their renewal application. The 
remaining costs of $23,258, which 
represents the costs associated with the 
home infusion therapy AO‘s 
participation in ongoing CMS AO 
overview, monitoring and program 
review activities will be incurred on a 
bi-yearly basis. 


We estimate that this rulemaking is 
‘‘economically significant’’ as measured 
by the $100 million threshold, and 
hence also a major rule under the 
Congressional Review Act. Accordingly, 
we have prepared a Regulatory Impact 
Analysis that to the best of our ability 
presents the costs and benefits of the 
rulemaking. 


C. Anticipated Effects 
The RFA requires agencies to analyze 


options for regulatory relief of small 
entities, if a rule has a significant impact 
on a substantial number of small 
entities. For purposes of the RFA, small 
entities include small businesses, 
nonprofit organizations, and small 
governmental jurisdictions. Most 
hospitals and most other providers and 
suppliers are small entities, either by 
nonprofit status or by having revenues 
of less than $7.5 million to $38.5 
million in any one year. For the 
purposes of the RFA, we estimate that 
almost all HHAs are small entities as 
that term is used in the RFA. 
Individuals and states are not included 
in the definition of a small entity. The 
economic impact assessment is based on 
estimated Medicare payments 
(revenues) and HHS’s practice in 
interpreting the RFA is to consider 
effects economically ‘‘significant’’ only 
if greater than 5 percent of providers 
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reach a threshold of 3 to 5 percent or 
more of total revenue or total costs. The 
majority of HHAs’ visits are Medicare 
paid visits and therefore the majority of 
HHAs’ revenue consists of Medicare 
payments. Based on our analysis, we 
conclude that the policies in this final 
rule with comment period will result in 
an estimated total impact of 3 to 5 
percent or more on Medicare revenue 
for greater than 5 percent of HHAs. 
Therefore, the Secretary has determined 
that this HH PPS final rule would have 
a significant economic impact on a 
substantial number of small entities. 


In addition, section 1102(b) of the Act 
requires us to prepare a RIA if a rule 
may have a significant impact on the 
operations of a substantial number of 
small rural hospitals. This analysis must 
conform to the provisions of section 604 
of RFA. For purposes of section 1102(b) 
of the Act, we define a small rural 
hospital as a hospital that is located 
outside of a metropolitan statistical area 
and has fewer than 100 beds. This rule 
is not applicable to hospitals. Therefore, 
the Secretary has determined this final 
rule with comment period would not 
have a significant economic impact on 
the operations of small rural hospitals. 


Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. In 2018, that 
threshold is approximately $150 
million. This rule is not anticipated to 
have an effect on State, local, or tribal 
governments, in the aggregate, or on the 
private sector of $150 million or more. 


Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a final 
rule (and subsequent final rule) that 
imposes substantial direct requirement 
costs on state and local governments, 
preempts State law, or otherwise has 
Federalism implications. We have 
reviewed this final rule with comment 
period under these criteria of Executive 
Order 13132, and have determined that 
it will not impose substantial direct 
costs on state or local governments. If 
regulations impose administrative costs 
on private entities, such as the time 
needed to read and interpret this final 
rule with comment period, we must 
estimate the cost associated with 
regulatory review. Due to the 
uncertainty involved with accurately 
quantifying the number of entities that 
would review the rule, we assume that 
the total number of unique commenters 
on this year’s final rule would be the 
similar to the number of reviewers of 


last year’s final rule. We acknowledge 
that this assumption may understate or 
overstate the costs of reviewing this 
rule. It is possible that not all 
commenters reviewed this year’s rule in 
detail, and it is also possible that some 
reviewers chose not to comment on the 
proposed rule. For these reasons we 
believe that the number of past 
commenters would be a fair estimate of 
the number of reviewers of this rule. We 
welcome any comments on the 
approach in estimating the number of 
entities which would review this final 
rule with comment period. We also 
recognize that different types of entities 
are in many cases affected by mutually 
exclusive sections of this final rule with 
comment period, and therefore for the 
purposes of our estimate we assume that 
each reviewer reads approximately 50 
percent of the rule. Using the wage 
information from the BLS for medical 
and health service managers (Code 11– 
9111), we estimate that the cost of 
reviewing this rule is $107.38 per hour, 
including overhead and fringe benefits 
(https://www.bls.gov/oes/current/oes_
nat.htm). Assuming an average reading 
speed of 250 words per minute, we 
estimate that it would take 
approximately 5.3 hours for the staff to 
review half of this final rule with 
comment period, which consists of 
approximately 160,000 words. For each 
HHA that reviews the rule, the 
estimated cost is $569.11 (5.3 hours × 
$107.38). Therefore, we estimate that 
the total cost of reviewing this 
regulation is $767,729.39 ($569.11 × 
1,349 reviewers). 


1. HH PPS 


a. HH PPS for CY 2019 
The update set forth in this rule 


applies to Medicare payments under HH 
PPS in CY 2019. Accordingly, the 
following analysis describes the impact 
in CY 2019 only. We estimate that the 
net impact of the policies in this rule is 
approximately $420 million in 
increased payments to HHAs in CY 
2019. We applied a wage index budget 
neutrality factor and a case-mix weight 
budget neutrality factor to the rates as 
discussed in section III.C.3 of this final 
rule with comment period. Therefore, 
the estimated impact of the 2019 wage 
index and the recalibration of the case- 
mix weights for CY 2019 is $0 million. 
The $420 million increase reflects the 
distributional effects of the CY 2019 
home health payment update of 2.2 
percent ($420 million increase), a 0.1 
percent increase in payments due to the 
new lower FDL ratio, which will 
increase outlier payments in order to 
target to pay no more than 2.5 percent 


of total payments as outlier payments 
($20 million increase) and a 0.1 percent 
decrease in payments due to the new 
rural add-on policy mandated by the 
BBA of 2018 for CY 2019 ($20 million 
decrease). The $420 million in increased 
payments is reflected in the last column 
of the first row in Table 44 as a 2.2 
percent increase in expenditures when 
comparing CY 2018 payments to 
estimated CY 2019 payments. 


With regard to options for regulatory 
relief, the rural add-on policy for CYs 
2019 through 2022 is statutory and we 
do not have the authority to alter the 
methodology used to categorize rural 
counties or to revise the rural add-on 
percentages. 


b. HH PPS for CY 2020 (PDGM) 
We estimate no net impact of the 


policies related to the implementation 
of the PDGM for the CY 2020 HH PPS, 
as the transition to the 30-day unit of 
payment is required to be budget 
neutral. However, since the PDGM 
eliminates the use of therapy thresholds 
as a factor in determining payment, 
HHAs that provide more nursing visits, 
and thus experience lower margins 
under the current payment system 
which may incentivize overutilization 
of therapy, may experience higher 
payments. Conversely, HHAs that 
provide more therapy visits compared to 
nursing visits, and thus may profit more 
from the current payment system, may 
experience lower payments. 


c. Elimination of Recertification 
Requirement To Estimate How Much 
Longer Home Health Services Will Be 
Required 


Sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act require, as a 
condition of payment, that a physician 
must certify (and recertify, when home 
health services are furnished over a 
period of time) that the individual is 
eligible for home health services. The 
regulations at § 424.22(b)(2) set forth the 
content and basis for recertification 
requirements and states that the 
recertification statement must indicate 
the continuing need for services and 
estimate how much longer the services 
will be required. This requirement has 
been longstanding policy that predates 
the Paperwork Reduction Act of 1995 
requirements. Therefore, there is no 
corresponding Collection of Information 
that was submitted to the Office of 
Management and Budget (OMB) for 
review and approval for the burden 
estimate for the recertification 
requirement that the certifying 
physician must estimate how much 
longer home health services will be 
required. 
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86 CY 2017 OASIS assessments matched to 
Medicare FFS claims (as of March 2, 2018). 


In section III.G. of this final rule with 
comment period, we eliminate the 
regulatory requirement as set forth at 42 
CFR 424.22(b)(1), that the certifying 
physician, as part of the recertification 
process, include an estimate of how 
much longer home health services will 
be required at each home health 
recertification. While all other 
recertification content requirements 
under § 424.22 will remain unchanged, 
the certifying physician would not be 
required to provide his/her estimation 
as to how much longer the patient will 
require home health services on 
recertifications on and after January 1, 
2019. Therefore, we believe this would 
result in a reduction of burden for 
certifying physicians by reducing the 
amount of time physicians spend on the 
recertification process and we are 
providing an estimate on the reduction 
in burden in this final rule with 
comment period. All salary information 
is based on the May 2017 wage data for 
physicians and surgeons from the 
Bureau of Labor Statistics (BLS) website 
at (https://www.bls.gov/oes/current/ 
oes291069.htm) and includes a fringe 
benefits and overhead worth 100 
percent of the base salary. 


Using CY 2017 claims, we estimate 
that of the total number of Medicare 
home health claims (5.8 million), 37 
percent were recertifications (2.1 
million) completed by 284,615 
certifying physicians.86 Of those 2.1 
million recertifications, we estimate that 
the time needed to recertify patient 
eligibility will decrease by 2 minutes 
per recertification with a total reduction 
of 69,930 physician hours for all 
recertifications as a result of eliminating 
the time estimation statement. Based on 
the physician’s hourly wage of $203.26 
as described previously ($101.63 with 
100 percent fringe benefits and 
overhead), this results in an overall 
annualized cost savings of $14.2 million 
beginning in CY 2019. 


2. HHVBP Model 
Under the HHVBP Model, the first 


payment adjustment applies in CY 2018 
based on PY1 (2016) data and the final 
payment adjustment will apply in CY 
2022 based on PY5 (2020) data. In the 
CY 2016 HH PPS final rule, we 
estimated that the overall impact of the 
HHVBP Model from CY 2018 through 
CY 2022 was a reduction of 
approximately $380 million (80 FR 
68716). In the CY 2017 HH PPS final 
rule, we estimated that the overall 
impact of the HHVBP Model from CY 
2018 through CY 2022 was a reduction 


of approximately $378 million (81 FR 
76795). We do not believe the changes 
finalized in this rule would affect the 
prior estimates. 


3. Home Infusion Therapy 


a. Health and Safety Standards 
Section 5012 of the Cures Act (Pub. L. 


114–255), which amended section 
1861(s)(2) of the Social Security Act (the 
Act), established a new Medicare home 
infusion therapy benefit. Section 
1861(iii) of the Act, as added by section 
5012 of the Cures Act defines, the 
Medicare home infusion therapy benefit 
and covers professional services 
including nursing services, training and 
education, and remote monitoring and 
monitoring services associated with 
administering certain infusion drugs in 
a patient’s home. This benefit would 
ensure consistency in coverage for home 
infusion benefits for all Medicare 
beneficiaries. Section 1861(iii) of the 
Act, as added by the Cures Act, sets 
forth elements for home infusion 
therapy suppliers in three areas: (1) 
Ensuring that all patients have a plan of 
care established and updated by a 
physician that sets out the care and 
prescribed infusion therapy necessary to 
meet the patient-specific needs; (2) 
having procedures to ensure that remote 
monitoring services associated with 
administering infusion drugs in a 
patient’s home are provided; and (3) 
having procedures to ensure that 
patients receive education and training 
on the effective use of medications and 
equipment in the home. 


We implement the following 
requirements for home infusion therapy 
suppliers— 


• Ensure that all patients must have 
a plan of care established by a physician 
that prescribes the type, amount and 
duration of infusion therapy services 
that are furnished. The plan of care 
would specify the care and services 
necessary to meet the patient specific 
needs. 


• Ensure that the plan of care for each 
patient is periodically reviewed by the 
physician. 


• Ensure that patients have infusion 
therapy support services at all times 
through the provision of professional 
services, including nursing services, 
furnished in accordance with the plan 
of care on a 7-day-a-week, 24-hour-a-day 
schedule. 


• Provide patient training and 
education. 


• Provide remote monitoring and 
monitoring services for the provision of 
home infusion therapy and home 
infusion drugs. 


• All home infusion therapy 
suppliers must provide home infusion 


therapy services in accordance with 
nationally recognized standards of 
practice, and in accordance with all 
applicable state and federal laws and 
regulations (including the applicable 
provisions in the Federal Food, Drug, 
and Cosmetic Act). 


All current standards established by 
AOs already address the requirements 
set forth in this rule. Furthermore, all 
existing home infusion therapy 
suppliers are already accredited by an 
existing AO for home infusion therapy 
to meet requirements established by 
private insurers and Medicare 
Advantage plans. Therefore, we assume 
that there would be no new burden 
imposed on home infusion therapy 
suppliers in order to meet the health 
and safety standards. Additionally, we 
assume that these health and safety 
provisions would not impose a new 
burden on home infusion therapy AOs 
that are likely to apply to be Medicare 
approved AOs for home infusion 
therapy because their existing standards 
would already meet or exceed those that 
would be established in this rule. 


b. Home Infusion Therapy Payment 
We estimate that the net impact of the 


policies in this rule is approximately 
$48 million (not including $12 million 
in beneficiary cost-sharing) in increased 
Medicare payments to home infusion 
suppliers in CY 2019. This increase 
reflects the cost of providing infusion 
therapy services to existing Medicare 
beneficiaries who are receiving DME 
home infusion therapy (at a 4-hour rate), 
as the temporary transitional payment 
applies only to existing Medicare 
eligible home infusion suppliers (that is, 
DME suppliers that are enrolled as 
pharmacies that provide external 
infusion pumps and supplies are 
considered eligible home infusion 
suppliers). Prior to the implementation 
of the temporary transitional payment, 
home infusion suppliers have not been 
separately paid for providing these 
services under the DME benefit. For the 
temporary transitional payment we do 
not anticipate an increase in 
beneficiaries receiving home infusion 
therapy services as referral patterns are 
not likely to change significantly due to 
the inability for other provider types (for 
example, physicians, HHAs) to become 
home infusion therapy suppliers prior 
to CY 2021 and given that existing DME 
suppliers already provide home 
infusion therapy services without 
separate reimbursement. 


c. Accreditation of Quality Home 
Infusion Therapy Suppliers 


The requirement for accreditation of 
home infusion therapy suppliers will 
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cause both the home infusion therapy 
AOs and the home infusion therapy 
suppliers to incur costs related to the 
accreditation process. This section 
provides a discussion of the estimated 
time and cost burdens that home 
infusion therapy suppliers may incur as 
part of the accreditation process. It also 
discusses the estimated time and cost 
burdens that may be incurred by the 
home infusion therapy AOs to comply 
with the home infusion therapy AO 
approval and oversight regulations at 
§§ 488.1010 through 488.1050. As the 
following discussion demonstrates, we 
have estimated that each home infusion 
therapy AO would incur an estimated 
cost burden in the amount of $23,258 
for compliance with the home infusion 
therapy AO approval and oversight 
regulations at §§ 488.1010 through 
488.1050. 


(1) Burden Incurred by Home Infusion 
Therapy AOs 


Section 1834(u)(5)(B) of the Act 
requires the Secretary to designate AOs 
to accredit suppliers furnishing home 
infusion therapy not later than January 
1, 2021. To date, we have not solicited 
nor approved any AOs to accredit home 
infusion therapy suppliers as required 
by section 1834(u)(5)(B) of the Act. 


The AOs that respond to the 
solicitation notice would be required to 
submit an application to CMS 
requesting CMS-approval of a home 
infusion therapy accreditation program 
for Medicare. If CMS approves the AOs 
application, the home infusion therapy 
AO would also be required to meet, on 
an ongoing basis, the requirements set 
forth i§§ 488.1010 through 488.1050. 
The following is a discussion of the 
burden associated with specific sections 
of the home infusion therapy AO 
approval and oversight regulations at 
§§ 488.1010 through 488.1050. 


(a) Burden for Home Infusion Therapy 
AOs Associated With § 488.1010 


The AOs that accredit home infusion 
therapy suppliers would incur time and 
costs burdens associated with the 
preparation of the application they 
submit to CMS requesting approval of 
their home infusion therapy 
accreditation program. This would 
include the preparation, gathering or 
obtaining of all the documentation 
required in § 488.1010(a)(1) through 
(24). 


If the AO has never submitted an 
application to CMS, we estimate that it 
would take approximately 70 hours of 
time to gather, obtain or prepare all 
documentation required by 
§ 488.1010(a)(1) through (23). However, 
for an existing AO that has previously 


submitted an application to CMS for any 
type of accreditation program, we 
estimate that it would take 
approximately 45 hours to gather, obtain 
or prepare all required documentation. 
We believe that it would take less time 
for an AO that has previously submitted 
an application to CMS to prepare an 
application requesting approval of a 
home infusion therapy accreditation 
program because this AO would already 
be familiar with the application process 
and requirements. The application 
requirements for home infusion therapy 
AOs, set forth at § 488.1010(a)(1) 
through (23), are consistent with those 
for Medicare-certified providers and 
suppliers which are set forth at § 488.5. 


The home infusion therapy AO would 
incur costs associated with the 
preparation and submission of the home 
infusion therapy accreditation program 
application. The home infusion therapy 
AO would incur costs for the wages of 
all AO staff that work on the preparation 
of the application. We estimate that the 
AO would have 2 staff work on the 
preparation of the application. We 
believe that the AO staff that works on 
the AOs application would be clinicians 
such as registered nurses or medical or 
health services manager. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm) and the mean 
hourly wage for a medical or health 
services manager is $53.69 (https://
www.bls.gov/oes/current/ 
oes119111.htm). Therefore, we estimate 
that the home infusion therapy AO 
would incur wages for 45 hours of time 
by a registered nurse and wages for 45 
hours of time by a medical or health 
services manager in the amount of 
$8,014.50 (45 hours × $35.36 per hour 
= $1,591.20) + (45 hours × $53.69 = 
$2,416.05 per hour) + ($4,007.25 for 
fringe benefits and overhead). 


As stated previously, we estimate that 
it would take approximately 70 hours 
for an AO that has never submitted an 
application before to prepare and 
submit their home infusion therapy 
accreditation program application to 
CMS. We estimate that the home 
infusion therapy AO would incur wages 
for 70 hours of time by a registered 
nurse and 70 hours of time by a medical 
or health services manager in the 
amount of $12,453 (70 hours × $35.36 
per hour = $2,475.20) + (70 hours × 
$53.59 = $3,751.30) + ($6,226,50 for 
fringe benefits and overhead). 


In addition, AOs are required to 
submit 2 hard copies of their 
application to CMS in notebooks with 
dividers and an electronic copy of their 
application on a thumb drive. Because 


of this requirement, the home infusion 
therapy AO would incur costs for the 
notebooks, dividers, thumb drive, 
photocopying, paper and ink, and 
postage costs for mailing the notebooks 
with the hard copies of the application 
to the CMS Central Office. We estimate 
that these costs would be no more than 
$250. 


At this time, there are five HHA AOs 
that accredit home infusion therapy 
suppliers as part of the deeming 
accreditation of a home health 
accreditation program (that is, The Joint 
Commission (TJC), Accreditation 
Commission for Health Care (ACHC), 
The Compliance Team (TCT), 
Community Health Accreditation 
Partner (CHAP), Healthcare Quality 
Association on Accreditation (HQAA)). 
The other three home infusion therapy 
AOs are pharmacy associations that 
provide non-Medicare approved 
accreditation to home infusion therapy 
suppliers. (That is, the National 
Association of Boards of Pharmacy, the 
Center for Pharmacy Practice 
Accreditation (CPPA) and URAC). The 
home infusion therapy accreditation 
programs offers by these 8 AO have not 
been approved under the requirements 
of section 1834(u)(5)(A) of the Act. 
Therefore, in order for the home 
infusion therapy suppliers accredited by 
these AOs to continue to receive 
payment for the home infusion therapy 
services furnished to Medicare 
beneficiaries, these AOs must obtain 
Medicare approval for a home infusion 
therapy accreditation program. If all of 
these eight AOs were to submit 
applications to CMS for approval of a 
home infusion therapy accreditation 
program, the cost incurred across all of 
these potential home infusion therapy 
AOs for the preparation and submission 
of their applications would be $64,116 
($4,007.25 × 8 AOs = $32,058) + 
($32,058 for fringe benefits and 
overhead). 


To obtain this CMS approval, these 
AOs would be required to submit an 
application to CMS seeking approval of 
a home infusion therapy accreditation 
program that meets the requirements set 
forth in the new home infusion therapy 
AO approval and oversight regulations 
set forth at § 488.1010(a)(1) through 
(a)(24) and the new home infusion 
therapy health and safety regulations at 
42 CFR part 466, subpart I. We have 
further that the home infusion therapy 
accreditation programs submitted to 
CMS for approval by the existing home 
infusion therapy AOs be consistent with 
the requirements of section 5102 of the 
21st Century CURES Act and section 
1861(iii) of the Act. We would also 
require that the home infusion therapy 
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programs submitted by these AOs be 
separate and distinct from the AOs 
home health deeming accreditation 
program. 


The AOs that currently provide home 
infusion therapy accreditation would 
incur the time and costs associated with 
the preparation of the CMS application 
and required supporting documentation. 
We estimate that it would take these 
AOs approximately 45 hours to prepare 
their applications and supporting 
documentation because they have 
previously submitted applications for 
approval of their home health 
accreditation programs. The existing 
AOs that accredit home infusion 
therapy suppliers would also incur costs 
for the wages for all AO staff involved 
with the preparation and submission of 
the application. The AO would also 
incur costs for printing the hard copies 
of the application, ink and paper, 
notebooks and dividers, and postage. 


(b) Burden for Home Infusion Therapy 
AOs Associated With § 488.1030 


In accordance with § 488.1030(b) CMS 
would perform a comparability review if 
CMS makes changes to the home 
infusion therapy AO approval and 
oversight regulations or home infusion 
therapy health and safety regulation. 
The purpose of the comparability 
review is to allow CMS to assess the 
equivalency of a home infusion therapy 
AO’s accreditation standards with the 
comparable Medicare home infusion 
therapy accreditation requirements after 
CMS imposes new or revised Medicare 
home infusion therapy accreditation 
requirements. 


Section 488.1030(b)(1) would provide 
that if CMS were to make changes to the 
home infusion therapy AO approval and 
oversight accreditation regulations or 
the home infusion therapy health and 
safety regulations, CMS would send a 
written notice of the changes to the 
home infusion therapy AOs. Section 
488.1030(b)(2) would provide that CMS 
would provide a deadline of not less 
than 30 day by which the AO must 
submit its revised home infusion 
therapy accreditation program standards 
to CMS. 


Section 488.1030(b)(2) would require 
the home infusion therapy AOs to revise 
their home infusion therapy 
accreditation standards so as to 
incorporate the changes made by CMS. 
The AO must submit their revised home 
infusion therapy accreditation program 
standards to CMS by the deadline 
specified in CMS’ written notice. The 
AO may submit a request for an 
extension of the submission deadline, so 
long as the request is submitted prior to 
the original submission deadline. 


The home infusion therapy AOs 
would incur a time burden associated 
with the time required for the AO staff 
to review CMS’ notice of the revisions 
to the home infusion therapy AO 
approval and oversight accreditation 
standards or home infusion therapy 
health and safety standards. We 
estimate that it would take no more than 
1 hour for the AO to review the notice 
from CMS notifying the AO of the 
changes to the AO approval and 
oversight regulations or health and 
safety regulation. 


The home infusion therapy AOs 
would incur a cost burden for the wages 
of the AO staff that are involved with 
reviewing the CMS notice and the 
preparation of the home infusion 
therapy AO’s revised accreditation 
program standards. We believe that the 
AO staff that would review the notice 
from CMS regarding changes to the CMS 
home infusion therapy regulations 
would be clinicians such as registered 
nurses. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a non-industry specific registered 
nurse is $35.36 (https://www.bls.gov/ 
oes/current/oes291141.htm). Therefore, 
the home infusion therapy AO would 
incur a cost burden in the amount of 
$70.72 for the preparation of the 
response to CMS (1 hour × $35.36 per 
hour = $35.36) + ($35.36 for fringe 
benefits and overhead). 


The home infusion therapy would 
also incur a cost burden for the wages 
of the AO staff for the time spent 
preparing the AOs revised home 
infusion therapy accreditation 
standards. There is uncertainty around 
our estimate of this cost because the 
amount of wages incurred would be 
dependent on the amount of time spent 
by the AO staff preparing the AOs 
revised accreditation standards. 


We believe that the AO staff that 
would prepare the home infusion 
therapy AOs revised home infusion 
therapy accreditation standards would 
be a clinician such as registered nurses. 
According to the U.S. Bureau of Labor 
Statistics, the mean hourly wage for a 
non-industry specific registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). If we were to 
estimate that it would take 5 hours for 
the home infusion therapy AO to 
prepare the revised home infusion 
therapy accreditation standards, the 
estimated cost burden to the AO would 
be $353.60 (5 hours × $35.36 per hour 
= $176.80) + ($176.80 for fringe benefits 
and overhead). 


At this time, there are five HHA AOs 
that accredit home infusion therapy 
suppliers as part of the deeming 
accreditation of a home health 


accreditation program (that is, The Joint 
Commission (TJC), Accreditation 
Commission for Health Care (ACHC), 
The Compliance Team (TCT), 
Community Health Accreditation 
Partner (CHAP), Healthcare Quality 
Association on Accreditation (HQAA)). 
The other three home infusion therapy 
AOs are pharmacy associations that 
provide non-Medicare approved 
accreditation to home infusion therapy 
suppliers (that is, the National 
Association of Boards of Pharmacy, the 
Center for Pharmacy Practice 
Accreditation (CPPA) and URAC). The 
home infusion therapy accreditation 
programs offers by these 8 AO have not 
been approved under the requirements 
of section 1834(u)(5)(A) of the Act. If all 
of these eight AOs were to submit 
applications to CMS for approval of a 
home infusion therapy accreditation 
program, the cost incurred across all of 
these AOs for the preparation of revised 
accreditation standards would be 
$2,828.80 ($176.80 × 8 AOs = $1,414.40) 
+ ($1,414.40 for fringe benefits and 
overhead). As provided by 
§ 488.1030(b)(4), a home infusion 
therapy AO may request an extension of 
the deadline by which they must submit 
their revised accreditation home 
infusion therapy standards, so long as 
the extension request is submitted prior 
to the submission deadline. If the home 
infusion therapy AO requested an 
extension of the submission deadline, 
the AO would incur burden for the time 
required to prepare and submit the 
deadline extension request, however, 
we believe this burden would be 
minimal. We believe that the extension 
request could be sent in the form of an 
email to CMS, would consist of no more 
than a few paragraphs and would take 
no more than 15 minutes to prepare and 
send. 


The AO would incur a cost burden for 
the wages for the AO staff who prepares 
the extension request. We believe that 
this email would be sent by an 
administrative assistant. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for an executive 
administrative assistant is $28.56 
(https://www.bls.gov/oes/current/ 
oes436011.htm). We estimate that the 
AO would incur a cost burden for wages 
related to the preparation and sending 
of the extension request to CMS in the 
amount of $14.28. ($28.56 × 15 minutes 
= $7.14) + ($7.14 for fringe benefits and 
overhead). 


At this time, there are eight AOs that 
accredit home infusion therapy 
suppliers (that is—The Joint 
Commission (TJC), Accreditation 
Commission for Health Care (ACHC), 
The Compliance Team (TCT), 
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Community Health Accreditation 
Partner (CHAP), Healthcare Quality 
Association on Accreditation (HQAA), 
National Association of Boards of 
Pharmacy), the Center for Pharmacy 
Practice Accreditation (CPPA) and 
URAC. If all of these eight AOs were to 
submit applications to CMS for approval 
of a home infusion therapy accreditation 
program, they could become CMS- 
approved home infusion therapy AOs. It 
is unlikely that all of the AOs would 
submit a request for an extension of the 
deadline to submit their revised 
accreditation standards to CMS. 
However, if this were to occur, the cost 
incurred across all of these AOs for the 
preparation of the extension requests by 
each home infusion therapy AO would 
be $114.24 ($7.14 × 8 AOs = $57.12) + 
($57.12 for fringe benefits and 
overhead). 


Section § 488.1030(b)(7) would 
provide that if CMS were to make 
significant substantial changes to the 
home infusion therapy AO approval and 
oversight accreditation standards or the 
home infusion therapy health and safety 
standards, we may require the home 
infusion therapy AOs to submit a new 
application for approval of their revised 
home infusion therapy accreditation 
programs. If this were to occur, the 
home infusion therapy AOs would incur 
a time burden for the time associated 
the preparation of the AOs new 
application. 


We estimate that it would take the 
home infusion therapy AO 
approximately 45 hours to prepare and 
submit their new application to CMS. 
This would include the time and costs 
required to gather and prepare the 
required supporting documentation to 
go with the application. We believe that 
the home infusion therapy AOs would 
already be familiar with the CMS 
application process and would be able 
to use their previous application and 
supporting documentation with 
updates, therefore, the reapplication 
process would be less burdensome. 


The home infusion therapy AO would 
also incur costs associated with the 
preparation and submission of a new 
application. The home infusion therapy 
AO would incur costs for the wages of 
all AO staff that work on the preparation 
of the application. We estimate that the 
AO would have 2 staff persons work on 
the preparation of the application. 
Furthermore, we believe that the AO 
staff that works on the AOs application 
would be clinicians such as a registered 
nurse and a medical or health services 
manager. According to the U.S. Bureau 
of Labor Statistics, the mean hourly 
wage for a non-industry specific 
registered nurse is $35.36 (https://


www.bls.gov/oes/current/ 
oes291141.htm) and the mean hourly 
wage for a medical or health services 
manager is $53.69 (https://www.bls.gov/ 
oes/current/oes119111.htm). Therefore, 
we estimate that the home infusion 
therapy AO would incur wages for 45 
hours of time by a registered nurse and 
45 hours of time by a medical or health 
services manager in the amount of 
$8,014.50 (45 hours × $35.36 per hour 
= $1,591.20) + (45 hours × $53.69 = 
$2,416.05 per hour) + ($4,007.25 for 
fringe benefits and overhead). The cost 
across all the 6 potential home infusion 
therapy AOs would be $48,087 
($4,007.25 × 6 AOs = $24,043.50) + 
($24,043.50 for fringe benefits and 
overhead). 


In addition, AOs are required to 
submit 2 hard copies of their 
application to CMS in notebooks with 
dividers and an electronic copy of their 
application on a thumb drive. Because 
of this requirement, the home infusion 
therapy AO would incur costs for the 
notebooks, dividers, thumb drive, 
photocopying, paper and ink, and 
postage costs for mailing the notebooks 
with the hard copies of the application 
to the CMS Central Office. We estimate 
that these costs would be no more than 
$250. 


In accordance with § 488.1030(c), 
CMS will perform a standards review 
when the home infusion therapy AO 
makes updates to its accreditation 
standards and surveys processes. 
Section 488.1030(c)(1) would require 
that when a home infusion therapy AO 
proposed to adopt new or revised 
accreditation standards, requirements or 
changes in its survey process, the home 
infusion therapy AO must submit its 
revised accreditation standards and 
survey processes to CMS for review, at 
least 60 days prior to the 
implementation date of the revised 
standards. Section 488.1030(c)(3) would 
require that the home infusion therapy 
AO provide CMS with a detailed 
description of the changes that are to be 
made to the AO’s home infusion therapy 
accreditation standards, requirements 
and survey processes and a detailed 
crosswalk (in table format) that states 
the exact language of the organization’s 
revised accreditation requirements and 
the applicable Medicare requirements 
for each. Section 488.1030(c)(4) would 
provide that CMS must provide a 
written notice to the home infusion 
therapy accrediting organization which 
states whether the home infusion 
therapy accreditation program, 
including the revisions, continues or 
does not continue to meet or exceed all 
applicable Medicare home infusion 
therapy requirements within 60 days of 


receipt of the home infusion therapy 
accrediting organization’s changes. 
Section 488.1030(c)(5) would provide 
that if a home infusion therapy AO 
implements changes that have neither 
been determined nor deemed by CMS to 
be comparable to the applicable 
Medicare home infusion therapy 
requirements, CMS may open a home 
infusion therapy accreditation program 
review in accordance with § 488.1030(c) 
or (d). 


The burden to the home infusion 
therapy AO associated with the 
standards review includes the time 
required for the home infusion therapy 
AO to prepare its revised accreditation 
standards and detailed crosswalk for 
submission to CMS and submit them to 
CMS for review. This burden would also 
include the time required for the AO 
staff to read and respond to CMS’ 
written response. It is important to note 
that we do not include in our burden 
estimate the time that would be spent by 
the home infusion therapy AO in 
making voluntary revisions to their 
accreditation standards that are not 
required by CMS nor prompted by a 
regulatory change. 


The home infusion therapy AO would 
also incur costs for the wages of the AO 
staff involved with the preparation of 
the AO’s revised home infusion therapy 
accreditation standards and the detailed 
crosswalk for submission to CMS. The 
AO would also incur costs for wages for 
the time the AO staff spent reviewing 
CMS’ response. However, the AO could 
send their revised accreditation 
standards to CMS via email, therefore 
the AO would not incur costs for 
postage. 


We are not able to accurately estimate 
the total time and cost burden 
associated with the standards review 
because the time required for the home 
infusion therapy AO to prepare its 
revised home infusion therapy 
accreditation standards and detailed 
crosswalk would depend on the extent 
of the revision the AO has made to its 
home infusion therapy accreditation 
standards or survey processes. The 
burden would also depend of the 
content and length of CMS’ response 
letter. However, we do estimate that the 
preparation of the home infusion 
therapy AOs revised accreditation 
standard and detailed crosswalk for 
submission to CMS would take no less 
than 5 hours. 


We believe that the AO staff that 
would prepare the home infusion 
therapy AOs revised home infusion 
therapy accreditation standards and 
detailed crosswalk for submission to 
CMS would be clinicians such as 
registered nurses. According to the U.S. 


VerDate Sep<11>2014 18:06 Nov 09, 2018 Jkt 247001 PO 00000 Frm 00194 Fmt 4701 Sfmt 4700 E:\FR\FM\13NOR2.SGM 13NOR2am
oz


ie
 o


n 
D


S
K


3G
D


R
08


2P
R


O
D


 w
ith


 R
U


LE
S


2



https://www.bls.gov/oes/current/oes291141.htm

https://www.bls.gov/oes/current/oes291141.htm

https://www.bls.gov/oes/current/oes291141.htm

https://www.bls.gov/oes/current/oes119111.htm

https://www.bls.gov/oes/current/oes119111.htm





56599 Federal Register / Vol. 83, No. 219 / Tuesday, November 13, 2018 / Rules and Regulations 


Bureau of Labor Statistics, the mean 
hourly wage for a non-industry specific 
registered nurse is $35.36 (https://
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, if we were 
to estimate that this task would take 5 
hours to complete, the cost burden to 
the home infusion therapy would be 
$353.60 (5 hours × $35.36 per hour = 
$176.80) + ($176.80 for fringe benefits 
and overhead). 


We further estimate that it would take 
the home infusion therapy AO 
approximately 30 minutes for the home 
infusion therapy AO to review the CMS 
response to their submission of the 
revised home infusion therapy 
accreditation standards and detailed 
crosswalk. We believe that a clinician 
such as a registered nurse would review 
the CMS response letter. Therefore, the 
cost burden to the home infusion 
therapy AO associated with this task 
would be $53.04 (45 minutes × $35.36 
per hour = $26.52) + ($26.52 for fringe 
benefits and overhead). 


It is important to note that we have 
not calculated this burden across all of 
the potential home infusion therapy 
AOs. We have not done so because the 
submission of revised home infusion 
therapy accreditation standards by a 
home infusion therapy AO would only 
occur on an occasional basis and would 
never be done by all 6 potential AOs at 
the same time. 


In accordance with § 488.1030(d), 
CMS may perform a home infusion 
therapy accreditation program review if 
a comparability, performance, or 
standards review reveals evidence of 
substantial non-compliance of a home 
infusion therapy AO’s CMS-approved 
home infusion therapy accreditation 
program with the requirements of the 
home infusion therapy AO approval and 
oversight regulation at 42 CFR part 488, 
subpart L. If a home infusion therapy 
accreditation program review is 
initiated, CMS will provide written 
notice to the home infusion therapy AO 
indicating that its CMS-approved 
accreditation program approval may be 
in jeopardy and that a home infusion 
therapy accreditation program review is 
being initiated. The notice would 
provide all of the following information: 


• A statement of the instances, rates 
or patterns of non-compliance 
identified, as well as other related 
information, if applicable. 


• A description of the process to be 
followed during the review, including a 
description of the opportunities for the 
home infusion therapy accrediting 
organization to offer factual information 
related to CMS’ findings. 


• A description of the possible 
actions that may be imposed by CMS 


based on the findings of the home 
infusion therapy accreditation program 
review. 


• The actions the home infusion 
therapy accrediting organization must 
take to address the identified 
deficiencies. 


• A timeline for implementation of 
the home infusion therapy accrediting 
organization’s corrective action plan, 
not to exceed 180 calendar days after 
receipt of the notice that CMS is 
initiating a home infusion therapy 
accreditation program review. 


Section 488.1030(d)(3) would provide 
that CMS will monitor the performance 
of the AO’s home infusion therapy and 
the implementation of the corrective 
action plan during a probation period of 
up to 180 days. Section 488.1030(d)(4) 
would provide that if CMS determines, 
as a result of the home infusion therapy 
accreditation program review or a 
review of an application for renewal of 
the accrediting organizations existing 
CMS-approved home infusion therapy 
accreditation program, that the home 
infusion therapy accrediting 
organization has failed to meet any of 
the requirements of the regulations at 
§§ 488.1010 through 488.1050, CMS 
may place the home infusion therapy 
AO’s CMS-approved home infusion 
therapy accreditation program on an 
additional probation period of up to 180 
calendar days subsequent to the period 
described in § 488.1030(d)(1)(iv). 


The time burden associated with the 
home infusion therapy accreditation 
program review includes the time 
burden associated with the AO’s review 
of CMS’ written notice which indicates 
that the home infusion therapy AO’s 
CMS-approved accreditation program 
approval may be in jeopardy and that a 
home infusion therapy accreditation 
program review is being initiated. The 
time required for the review of the CMS 
letter will depend on the length of CMS’ 
finding. However, we estimate it would 
take no more than 60 minutes to review 
this letter. 


The AO would incur costs for the 
wages of the AO staff who performs the 
review of the CMS letter. We believe 
that an AO staff person with a clinical 
background such as a registered nurse 
would review the CMS letter. According 
to the U.S. Bureau of Labor Statistics, 
the mean hourly wage for a registered 
nurse is $35.36 (https://www.bls.gov/ 
oes/current/oes291141.htm). Therefore, 
we estimate that the cost burden to the 
home infusion therapy AO associated 
with the review of the CMS letter would 
be approximately $70.72 (1 hour × 
$35.36 = $35.36) + ($35.36 for fringe 
benefits and overhead). 


There is further burden associated 
with the requirement that the AO 
prepare and submit a written response 
to the CMS letter and a corrective action 
plan. However, we are unable to 
accurately estimate the time burden 
associated with this task because the 
amount of time required for the home 
infusion therapy AO to prepare the 
response letter and corrective plan 
would be dependent on the number and 
type of findings identified in CMS’ 
letter. 


However, we believe that an AO staff 
person with a clinical background such 
as a registered nurse would prepare the 
home infusion therapy AO’s written 
response to the CMS letter and a 
corrective action plan. According to the 
U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). If we were to 
estimate that it would take the home 
infusion therapy AO 3 hours to prepare 
and submit a written response to the 
CMS letter and a corrective action plan, 
the estimated cost burden to the home 
infusion therapy AO associated with 
this task would be $212.16 (3 hours × 
$35.36 = $106.08) + ($106.08 for fringe 
benefits and overhead). Section 
488.1030(d)(2) provides that CMS 
would review and approve the AO’s 
plan of correction within 30 days of 
receipt. If CMS requires the home 
infusion therapy AO to make changes to 
their corrective action plan as a 
condition of approval, the AO would 
incur burden for the time required to 
make the required revisions to their 
plan of correction and resubmit it to 
CMS. 


The home infusion therapy AO would 
incur a time burden for the time spent 
by the AO staff making corrections to 
the AOs corrective action plan. We are 
unable to accurately estimate how long 
it would take for the AO to revise its 
corrective action plan because the 
revision to be made to the corrective 
action plan would be dependent on the 
extent of the correction requested by 
CMS. 


However, we believe that an AO staff 
person with a clinical background such 
as a registered nurse would make the 
corrections to the AOs corrective action 
plan. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a registered nurse is $35.36 (https:// 
www.bls.gov/oes/current/ 
oes291141.htm). So, if we were to 
estimate that it would take the home 
infusion therapy AO 2 hours to prepare 
and submit a written response to the 
CMS letter and make any necessary 
revision to the corrective action plan, 
the estimated cost burden to the home 
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infusion therapy AO associated with 
this task would be $141.44 (2 hours × 
$35.36 per hour = $70.72) + ($70.72 for 
fringe benefits and overhead). During 
the 180 day probationary period, CMS is 
likely to require the home infusion 
therapy AO to submit periodic progress 
reports and participate in periodic 
telephone to monitor the home infusion 
therapy AOs progress. The home 
infusion therapy AO would incur 
burden for the time required to prepare 
and submit an initial progress report. 
We estimate that the initial progress 
report would take approximately one 
hour to prepare. We further estimate 
that the burden associated with the 
preparation and submission of 
subsequent progress reports would be 
less than that for the initial progress 
report because the AO would be able to 
modify or update their initial or 
previous progress report. We estimate 
that it would take approximately 1 hour 
for the AO staff to prepare the initial 
progress report and 30 minutes for the 
AO staff to prepare subsequent progress 
reports. If CMS were to require the AO 
to submit one progress report per month 
during the entire 180 day probation 
period (6 months), the AO would have 
to submit 1 initial progress report and 
5 subsequent progress reports. 
Therefore, we estimate that the AO 
would incur a time burden in the 
amount of 3.5 hours for the submission 
of all progress reports during the 180 
day probation period. The AO would 
also incur a cost burden for the wages 
of the AO staff person who is involved 
in the preparation and submission of the 
progress reports. We believe that the 
initial and subsequent progress reports 
would be prepared by person with a 
clinical background such as a registered 
nurse. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a registered nurse is $35.36 (https:// 
www.bls.gov/oes/current/ 
oes291141.htm). We estimate that the 
home infusion therapy AO would incur 
a cost burden in the amount of $247.52 
for the preparation of the progress 
reports during the 180 day probation 
period (3.5 hours × $35.36 per hour = 
$123.76) + ($123.76 for fringe benefits 
and overhead). 


The home infusion therapy AO would 
also incur burden associated with the 
time required to participate in the 
periodic phone calls with CMS. We are 
not able to accurately estimate the 
amount of time that would be required 
for these periodic phone calls because 
we do not know how often the AO 
would be required to participate in 
phone calls with CMS or how long these 
phone calls would last. However, we do 


not believe that these phone calls would 
be held more often that monthly or last 
more than one hour. The AO would 
incur costs for the wages of all AO staff 
that participate in the periodic 
telephone calls. We are not able to 
accurately estimate the total cost burden 
for wages that would be incurred by the 
home infusion therapy AO at this time, 
because we do not know who from the 
AO would be attending these meetings. 


If we were to estimate that these 
phone calls were to be held on a 
monthly basis during the 180 day 
probation period for a period of one 
hour period per call, the home infusion 
therapy AO would incur a time burden 
in the amount of 6 hours per each staff 
member that participates in these phone 
calls. We believe that the AO would 
have a minimum of 3 staff that are 
clinicians, such as registered nurses, 
participate on the call. According to the 
U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/ooh/ 
healthcare/registered-nurses.htm). 
Therefore, the cost burden to the home 
infusion therapy AO for participation in 
the monthly telephone calls would be 
$1,272.96 ((3 AO staff × $35.36 per hour 
= $106.08 per call per all staff/$106.08 
per call per all staff × 6 calls = $636.48 
total wages per all staff per all calls) + 
($636.48 for fringe benefits and 
overhead)). 


At or near the end of the first 180 day 
probationary period, CMS will make a 
decision as to whether the home 
infusion therapy AO has successfully 
come into compliance with the home 
infusion therapy regulations, or whether 
the AO has failed to do so. Section 
488.1030(d)(4) would provide that if 
CMS finds that the home infusion 
therapy AO has failed to properly 
implement the plan of correction and 
come into compliance with the 
requirements of the home infusion 
therapy AO approval and oversight 
regulation or the home infusion therapy 
health and safety regulations, CMS may 
place the home infusion therapy AO’s 
on an additional probation period of up 
to 180 calendar days. If this were to 
occur, the AO would incur the same or 
similar time and cost burdens as in the 
initial 180 day probationary period. (See 
previous estimates for the estimated 
time and cost burden associated with 
the 180-day probationary period). 


It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under 
§ 488.1030(d) across all of the potential 
home infusion therapy AOs. We have 
not done so because the act of CMS 
placing a home infusion therapy AO on 


an accreditation program review would 
only occur on a sporadic and as needed 
basis. There is unlikely to ever be a 
situation in which all 8 potential AOs 
would be under an accreditation 
program review at the same time. 


(c) Burden for Home Infusion Therapy 
AOs Associated With § 488.1035 


Section 488.1035 titled ‘‘Ongoing 
responsibilities of a CMS-approved 
home infusion therapy accrediting 
organization’’ would require that the 
home infusion therapy AO carry out 
certain activities and submit certain 
documents to CMS on an ongoing basis. 
Section 488.1035(a) would require the 
home infusion therapy AO to submit the 
following documents to CMS: (1) Copies 
of all home infusion therapy 
accreditation surveys, together with any 
survey-related information that CMS 
may require (including corrective action 
plans and summaries of findings with 
respect to unmet CMS requirements); (2) 
notice of all accreditation decisions; (3) 
notice of all complaints related to 
providers or suppliers; (4) information 
about all home infusion therapy 
accredited suppliers against which the 
home infusion therapy accreditation 
organization has taken remedial or 
adverse action, including revocation, 
withdrawal, or revision of the providers 
or suppliers accreditation; (5) the home 
infusion therapy accrediting 
organization must provide, on an annual 
basis, summary data specified by CMS 
that relate to the past year’s 
accreditation activities and trends; (6) 
notice of any changes in the home 
infusion therapy accrediting 
organization’s accreditation standards or 
requirements or survey process. 


We believe that there would be little 
burden associated with this 
requirements for several reasons. First, 
while the home infusion therapy AOs 
would be required to provide copies of 
all survey reports and any survey- 
related information that CMS may 
require, the AOs would only be required 
to provide this information upon 
request. CMS may not request the home 
infusion therapy AO to submit this 
information if there are no compliance 
concerns. Second, we believe the home 
infusion therapy AO would keep these 
records in the normal course of their 
business as a home infusion therapy AO 
and would store the survey records in 
electronic format. As the AO already has 
this information prepared and stored in 
an electronic format, it would place 
little if any burden on the home 
infusion therapy AO to provide this 
information to CMS. We believe that the 
AO could send this information to CMS 
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via email and attach the survey record 
electronic files to the email. 


We estimate that it would take 
approximately 30 minutes to locate the 
required survey information files and 
approximately 15 minutes for the AO 
staff to prepare an email to CMS and 
attach the electronic files to the email. 
We believe that the person at the AO 
that would prepare the email sending 
the survey information to CMS would 
most likely be a clinician such as a 
registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/ooh/ 
healthcare/registered-nurses.htm). 
Therefore, the cost burden to the home 
infusion therapy AO associated with the 
preparation and submission of the 
survey reports and information to CMS 
would be $53.04 (30 minutes to locate 
information requested by CMS × $35.36 
per hour = $17.68) + (15 minutes × 
$35.36 = $8.84) + ($26.52 for fringe 
benefits and overhead). The estimated 
cost across the potential 8 home 
infusion therapy AOs for these tasks 
would be $424.32 ($53.04 × 8 home 
infusion therapy AOs = $424.32). 


Section 488.1035(a)(2) would require 
the home infusion therapy AO to 
provide CMS with notice of all 
accreditation decisions made for each 
home infusion therapy supplier that 
files an application for accreditation. 
This would consist of a list of each 
home infusion therapy supplier that had 
filed an application with the home 
infusion therapy AO for accreditation 
and the accreditation decision made by 
the AO. 


We believe that these accreditation 
decisions would be made by the AO in 
the normal course of the AOs business 
of performing accreditation of home 
infusion therapy suppliers. We further 
believe that there would be little burden 
associated with the requirement that the 
AO provide CMS with a list of the 
accreditation decisions made by the AO 
as this is information that would be 
readily available to the AO and that 
could quickly and easily be provided to 
CMS via email. We estimate that it 
would take approximately 15 minutes 
for the home infusion AO to gather the 
required accreditation decision 
information in preparation for sending it 
to CMS. 


We believe that this information can 
be sent to CMS via email and estimate 
that it would take an additional 15 
minutes for the AO staff to prepare an 
email to CMS and attach the electronic 
files containing the accreditation 
decision information to the email. We 
believe that the person at the AO who 
would prepare the accreditation 


decision information and prepare the 
email to CMS would most likely be a 
clinician such as a registered nurse. 
According to the U.S. Bureau of Labor 
Statistics, the mean hourly wage for a 
registered nurse is $35.36 (https://
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation and submission of the 
survey reports and information to CMS 
would be $35.36 (15 minutes × $35.36 
per hour = $8.84) and (15 minutes × 
$35.36 = $8.84) + ($17.68 for fringe 
benefits and overhead). The estimated 
cost across the potential 8 home 
infusion therapy AOs for these tasks 
would be $282.88 ($35.36 × 8 home 
infusion therapy AOs = $282.88). 


Section 488.1035(a)(3) would require 
the AO to report complaint information 
to CMS. Complaint information is 
typically reported to CMS by other AOs 
by email on a monthly basis for the 
previous month. The contents of the 
complaint information reported to CMS 
would depend on whether the AO had 
received any complaints during the 
previous month. For example, if the AO 
received no complaint during the 
previous month, this email could 
consist of a sentence stating that the AO 
had received no complaints If the AO 
had received one or more complaints 
during the previous month, the AO 
would be required to provide 
information about the nature of each 
complaint, a description of the 
investigation performed, a description 
of how the complaint was resolved and 
the date resolved. 


We believe that there would be little 
burden associated with the reporting of 
complaint information by the home 
infusion therapy AO to CMS for several 
reasons. First, we estimate that the 
home infusion therapy AOs will rarely 
receive complaints about their 
accredited home infusion therapy 
suppliers. Second, we believe that the 
home infusion therapy AO will store 
information about any complaints 
received in an electronic format. 
Therefore, complaint information can be 
reported by the home infusion therapy 
AO to CMS via email. We estimate that 
the preparation of the complaint 
information email would take only no 
more than 15 minutes to prepare and 
send. 


We believe that the person at the AO 
who would prepare the complaint 
information email and sent it to CMS 
would most likely be a clinician such as 
a registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 


current/oes291141.htm). Therefore, the 
estimated monthly cost burden to the 
home infusion therapy AO associated 
with the submission of complaint 
information to CMS would be $17.68 
(15 minutes × $35.36 per hour = $8.84) 
+ ($8.84 for fringe benefits and 
overhead). The estimated yearly burden 
to the home infusion therapy AO for 
this task would be $212.16 ($17.68 per 
month × 12 months per year = $212.16 
per year). 


The estimated monthly cost across the 
potential 8 home infusion therapy AOs 
for these tasks would be $141.44 ($17.68 
× 8 home infusion therapy AOs = 
$141.44). The estimated yearly cost 
across the 6 potential home infusion 
therapy AOs would be $1,697.28 
($17.68 × 8 AOs = $141.44 per all AOs 
per month and $141.44 per year × 12 
months per year = $1,697.28). Section 
488.1035(a)(4) would require the AO to 
provide CMS with information about all 
home infusion therapy accredited 
suppliers against which the home 
infusion therapy AO has taken remedial 
or adverse action, including revocation, 
withdrawal, or revision of the providers 
or suppliers accreditation. The 
information to be sent to CMS would 
simply consist of a list of the home 
infusion therapy suppliers and the type 
of remedial or adverse action taken. 


We expect that when a home infusion 
therapy AO takes remedial or adverse 
action against its accredited supplier, 
the AO would prepare documentation 
which states the action taken and the 
reason this action was taken. We further 
believe that the AO would store this 
information electronically. This would 
enable the AO to send the required 
information to CMS via email. 
Therefore, we believe that there would 
be little burden associated with this 
requirement. 


We believe that the home infusion 
therapy AOs could send information 
about adverse or remedial actions they 
have taken against their accredited 
suppliers via email. We estimate that it 
would take approximately 30 minutes 
for a home infusion therapy AO to 
prepare a report about the adverse or 
remedial actions taken against its 
accredited suppliers and approximately 
15 minutes to prepare an email to CMS, 
attach the electronic file with the 
required information and send it to 
CMS. The home infusion therapy AOs 
would be required to report this 
information to CMS on a monthly basis. 


The AO would incur a cost burden for 
the wages of the AO staff for the time 
spent preparing the report of the adverse 
or remedial action taken against the 
AO’s accredited home infusion therapy 
suppliers and the time spent preparing 
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the email to CMS. We believe that the 
person at the AO who would prepare 
the report of adverse or remedial action 
taken and prepare the email to CMS 
would most likely be a clinician such as 
a registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost monthly cost burden to 
the home infusion therapy AO 
associated with the submission of 
information about the adverse or 
remedial action taken by the home 
infusion therapy AO against its 
accredited home infusion therapy 
suppliers to CMS would be $53.04 (30 
minutes × $35.36 per hour = $17.68 + 
(15 minutes × $35.36 per hour = $8.84) 
+ ($26.52 for fringe benefits and 
overhead). The estimated yearly cost 
burden to the home infusion therapy 
AO for this task would be $636.48 
($53.04 per month × 12 months per year 
= $636.48 per year). 


The estimated monthly cost across the 
potential 8 home infusion therapy AOs 
for these tasks would be $424.32 ($53.04 
× 8 home infusion therapy AOs = 
$424.32). The estimated yearly cost 
across the 8 potential home infusion 
therapy AOs would be $5,091.84 
($53.04 × 8 AOs = $424.32 per all AOs 
per month and $424.32 per year × 12 
months per year = $5,091.84). 


Section 488.1035(a)(5) would require 
the home infusion therapy accrediting 
organization to provide, on an annual 
basis, summary data specified by CMS 
that relates to the past year’s 
accreditation activities and trends. This 
summary data might include 
information such as the total number of 
complaints received during the year, the 
total number of immediate jeopardy 
situations found during the year, and 
the total number of deficiencies cited. 
We believe this is information that the 
AO would collect and document 
throughout the year in the normal 
course of business. We further believe 
that the home infusion therapy AO 
would prepare this year end summary 
data for their own informational, quality 
improvement, and research purposes. 


We believe that there would be little, 
if any time burden associated with the 
submission of the documents and 
information required by § 488.1035(a)(5) 
by the home infusion therapy AOs to 
CMS, because these are documents 
which the AO would keep in the normal 
course of business, therefore these 
documents would be easily accessible to 
the home infusion therapy AO. Title 5 
CFR 1320.3(b)(2) states that the time, 
effort, and financial resources necessary 
to comply with a collection of 


information that would be incurred in 
the normal course of their activities (for 
example in compiling and maintaining 
business records) will be excluded from 
the burden if the agency demonstrates 
that the reporting, recordkeeping, or 
disclosure activities needed to comply 
are usual and customary. Further, we 
believe that most, if not all of the home 
infusion therapy AOs would store these 
documents electronically and would be 
able to send them electronically to CMS 
via email. 


The home infusion therapy AO would 
incur a time burden for the preparation 
and submission of the annual summary 
data to CMS. We estimate that it would 
take approximately 60 minutes for the 
home infusion therapy AO to locate the 
required annual summary data 
information and prepare it for 
submission to CMS. We further estimate 
that it would take an additional 15 
minutes to prepare an email to CMS and 
attach the electronic files containing the 
summary data. 


The home infusion therapy AO would 
incur a cost burden for the wages of the 
AO staff who prepares that summary 
data for submission to CMS and 
prepares the email to in which the 
annual summary data are submitted to 
CMS. We believe that the person at the 
AO who would prepare the summary 
data for submission to CMS and also 
prepare the email to CMS would most 
likely be a clinician such as a registered 
nurse. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a registered nurse is $35.36 (https:// 
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
submission of summary data to CMS 
would be $88.40 (60 minutes × $35.36 
per hour = $35.36) + (15 minutes × 
$35.36 per hour = $8.84) + ($44.20 for 
fringe benefits and overhead). The 
estimate cost burden across the 8 
potential home infusion therapy AOs for 
this task would be $707.20 ($88.40 × 8 
potential home infusion therapy AOs = 
$707.20). 


Section 488.1035(b) would require 
that within 30 calendar days after a 
change in CMS requirements, the home 
infusion therapy accrediting 
organization must submit an 
acknowledgment of receipt of CMS’ 
notification to CMS. The time burden 
associated with this requirement would 
be the time required for an AO staff 
person to review the notification from 
CMS about the change in home infusion 
therapy accreditation program 
requirements and the time required for 
the AO staff person to compose and 


send an acknowledgement email to 
CMS. 


We estimate the time required for the 
AO staff to review the notice of a change 
in CMS requirements would be 1 hour. 
We further estimate that the time that 
would be required to prepare and 
submit the acknowledgement of receipt 
of the CMS notice would be 
approximately 15 minutes because this 
notice could be sent to CMS via email 
and would only consist of 1–2 
paragraphs. 


The home infusion therapy AO would 
incur a cost burden for the wages of the 
staff for the time required to review the 
notice from CMS of the change in CMS 
requirements. The home infusion 
therapy AO would incur a cost burden 
for the wages of the staff for the time 
required to prepare the 
acknowledgement and submits it to 
CMS. We believe that the person at the 
AO who would prepare the email to 
CMS acknowledging receipt of the CMS 
notice would most likely be a clinician 
such as a registered nurse. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). 


The estimated cost burden to the 
home infusion therapy AO associated 
with the review of the notice from CMS 
of changes to the CMS requirements 
would be $70.72 (1 hour × $35.36 per 
hour) + ($35.36 for fringe benefits and 
overhead). The estimated cost burden 
associated with the preparation and 
submission of the acknowledgement by 
the home infusion therapy AO would be 
$17.68 (15 minutes × $35.36 per hour = 
$8.84) + ($8.84 for fringe benefits and 
overhead). The estimates cost across the 
8 potential home infusion therapy AOs 
would be $707.20 ($70.72 × 8 = $565.76) 
+ ($17.68 × 8 = $141.44). 


It is important to note that the home 
infusion therapy AOs would only have 
to perform these tasks if CMS were to 
make a change to the home infusion 
therapy standards. We believe that this 
would occur on an infrequent basis, 
therefore, the home infusion therapy 
AOs would incur these time and cost 
burdens on an infrequent basis. 


Section 488.1035(c) would require 
that the home infusion therapy AO 
permit its surveyors to serve as 
witnesses if CMS takes an adverse 
action based on accreditation findings. 
An example in which a surveyor would 
be needed to testify as a witness would 
be if there was litigation about CMS’ 
termination of a home infusion therapy 
supplier’s participation in the Medicare 
program and the surveyor that had 
performed a survey of that home 
infusion therapy supplier was needed to 
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testify about the survey findings. The 
burden associated with this requirement 
would be the time the surveyor spent 
providing testimony, any travel 
expenses the home infusion therapy AO 
would be responsible to pay, and the 
wages paid to the surveyor during the 
time spent giving testimony. 


The home infusion therapy AO would 
incur a time burden for the time 
required for the AO’s surveyor to serve 
as a witness. This would include travel 
time to and from the location where the 
hearing is being held. The AO would 
also incur cost burdens for the wages 
paid to the surveyor during the time 
they are serving as a witness and also 
for any travel expenses the AO may be 
required to pay, that are not reimbursed. 


It is important to note that the home 
infusion therapy AO surveyors would 
rarely, if ever, be required to act as a 
witness. Therefore, this is a burden that 
the home infusion therapy AOs would 
not be likely to incur. 


Section 488.1035(d) would require 
that, within 2 business days of 
identifying a deficiency of an accredited 
home infusion therapy supplier that 
poses immediate jeopardy to a 
beneficiary or to the general public, the 
home infusion therapy AO must provide 
CMS with written notice of the 
deficiency and any adverse action 
implemented by the AO. The burden 
associated with this requirement is the 
time required to provide notice to CMS 
of the immediate jeopardy situation and 
the wages for the AO staff person for the 
time spent preparing and submitting 
this notice. 


We believe that the AO would keep 
this information in the normal course of 
their business of providing home 
infusion therapy accreditation. 
Therefore, the AO should have these 
readily available. We further believe 
that the home infusion therapy AOs 
would keep records related to 
immediate jeopardy findings in an 
electronic format. 


The AO would incur a time burden 
for the time required to report the 
immediate jeopardy information to 
CMS. We estimate that it would take the 
AO no more than 20 minutes to prepare 
an email to CMS in which they provide 
the required information about the 
immediate jeopardy situation that has 
been discovered. The AO can attach 
electronic files to the email that contain 
the required information. It is important 
to note that we do not count, as a 
burden, the time spent by the home 
infusion therapy AO in finding the 
immediate jeopardy situation or 
resolving it, because it is the duty of any 
CMS-approved AO to monitor it’s 
accredited providers or supplier to 


ensure they are providing care that 
meets the accreditation standards and 
that they do not have any situation that 
put the patients or general public in 
imminent danger of harm. The home 
infusion therapy AO would incur a cost 
burden for the wages of the AO staff that 
prepares the email to CMS which 
notified CMS of the immediate jeopardy 
situation. We believe that the person at 
the AO who would prepare the 
immediate jeopardy notification email 
to CMS would most likely be a clinician 
such as a registered nurse. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation and submission of the 
acknowledgement by the home infusion 
therapy AO would be $23.60 ($35.36 
divided by 60 minutes per hour = $0.59 
per minute/20 minutes × $0.59 per 
minute = $11.80) + ($11.80 for fringe 
benefits and overhead). 


The home infusion therapy AOs 
would have to perform these tasks and 
incur these time and costs burdens only 
if they discover an immediate jeopardy 
situation with an accredited home 
infusion therapy supplier. We would 
like to point out that this would not be 
a regular time and cost burden that 
would be incurred by the home infusion 
therapy AOs, as the discovery of 
immediate jeopardy situations by AOs 
do not occur frequently. 


It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under 
§ 488.1035(d) across all of the potential 
home infusion therapy AOs. We have 
not done so because the need for a home 
infusion therapy AO to report an 
immediate jeopardy situation to CMS 
would only occur on a sporadic basis. 
Section 488.1035(e) would require that 
within 10 calendar days after CMS’ 
notice to a CMS-approved home 
infusion therapy AO that CMS intends 
to withdraw approval of the AO’s home 
infusion therapy accreditation program, 
the home infusion therapy AO must 
provide written notice of the 
withdrawal to all of the home infusion 
therapy AO’s accredited suppliers. The 
time burden associated with this 
requirement would be the time spent by 
the AO staff to prepare the required 
notice that must be sent to all of the 
AOs accredited home infusion therapy 
suppliers and the time required for the 
AO to send this notice out to all of its 
accredited suppliers. 


We estimate that it would take that 
home infusion therapy AO 


approximately 45 minutes to prepare 
the notice that they must send out to 
their accredited suppliers. We believe it 
would take an additional 2 minutes per 
letter to be sent by the home infusion 
therapy AO to its accredited suppliers to 
prepare these letters for mailing (that 
is—fold letter, place in envelope, affix 
correct amount of postage and place the 
letter into the outgoing mail). We are not 
able to accurately estimate the amount 
of time it would take for the AO to send 
this notice out to all of its accredited 
suppliers because this would be 
dependent on the number of accredited 
suppliers the AO has at the time. 
However, if were to assume that a home 
infusion therapy AO had 50 accredited 
home infusion therapy suppliers, this 
task would take the AO staff 1.7 hours 
to complete (2 minutes × 50 letters = 100 
minutes) and (100 minutes divided by 
60 minutes per hour = 1.7 hours). 


The home infusion therapy AO would 
incur a cost burden for the wages of the 
AO staff person that prepares the 
required notification. We believe that 
the person at the AO who would 
prepare the required notification would 
most likely be a clinician such as a 
registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required notice which 
is to be sent to all of the AO’s accredited 
suppliers would be $53.04 (45 minutes 
× $35.36 per hour = $26.52) + ($26.52 
for fringe benefits and overhead). 


The home infusion therapy would 
also incur a cost burden for the wages 
of the staff person for the time spent 
preparing the required notices for 
mailing and mailing them. We are 
unable to accurately estimate this cost 
burden because the time required to 
perform this task would be dependent 
on the number of accredited home 
infusion therapy supplier the AO has at 
the time. However, if were to assume 
that a home infusion therapy AO had 50 
accredited home infusion therapy 
suppliers, this task would take the AO 
staff 1.7 hours to complete (2 minutes × 
50 letters = 100 minutes/100 minutes 
divided by 60 minutes per hour = 1.7 
hours). We believe that the person that 
would perform this task would be an 
Administrative Assistant. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for an executive 
administrative Assistant is $28.56 
(https://www.bls.gov/oes/current/ 
oes436011.htm). Therefore, the home 
infusion therapy AO would incur a cost 
burden in the amount of $97.92 for the 
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completion of this task ($28.56 per hour 
divided by 60 minutes per hour = $0.48 
per minute/60 minutes per hour divided 
by 10 = 6 minutes per 0.1 hour/6 
minutes × 7 = 42 minutes = 0.7 hour/ 
60 minutes + 42 minutes = 102 minutes 
or 1.7 hours/$0.48 per minute × 102 
minutes = $48.96) + ($48.96 for fringe 
benefits and overhead).The home 
infusion therapy AO would incur an 
additional cost burden for 
miscellaneous costs. These costs would 
include the cost of the paper used to 
print the notices on, the printer ink 
used, the cost of the envelopes used, 
and the postage required to mail all the 
notices. We are unable to accurately 
estimate these costs as they are 
dependent on the number of notices that 
would be sent. We believe that these 
costs would not exceed $250. 


It is important to note that the home 
infusion therapy AO surveyors would 
rarely, if ever, be required to perform 
the tasks required by § 488.1035(e) 
because we would rarely withdraw the 
CMS approval of a home infusion 
therapy AO. We would do so if there 
were serious, unresolved compliance 
concerns that the AO was unable or 
unwilling to rectify, even after being 
placed on an accreditation program 
probationary period. 


(d) Burden for Home Infusion Therapy 
AOs Related to § 488.1040 


Section 488.1040 would require that 
as part of the application review 
process, the ongoing review process, or 
the continuing oversight of an home 
infusion therapy AO’s performance, 
CMS may conduct onsite inspections of 
the home infusion therapy AO’s 
operations and offices at any time to 
verify the home infusion therapy AO’s 
representations and to assess the home 
infusion therapy AO’s compliance with 
its own policies and procedures. Section 
488.1040(b) provides that the activities 
to be performed by CMS staff during the 
onsite inspections may include, but are 
not limited to the following: (1) 
Interviews with various AO staff; (2) 
review of documents, survey files, audit 
tools, and related records; (3) 
observation of meetings concerning the 
home infusion therapy accreditation 
process; (4) auditing meetings 
concerning the accreditation process; (5) 
observation of in-progress surveys and 
audits; and (6) evaluation of the AO’s 
survey results and accreditation 
decision-making process. 


We believe that there would be little 
burden associated with the onsite visits 
made by CMS to the home infusion 
therapy AO’s operations and offices 
because most of the activities related to 
the onsite visit involve work performed 


by the CMS staff, which would not 
impose burden on the AO staff (such as 
review of records or observation of 
meeting held at the AOs offices). We 
estimate that the time burden to the 
home infusion therapy AO associated 
with these onsite visits would include 
the time required for the AO staff to 
greet the CMS team upon arrival and 
show them to the conference room, the 
time required to locate the records the 
CMS team requests for review, and the 
time required for CMS to conduct 
interviews of AO staff members. If the 
home infusion therapy AOs records are 
electronic, an AO staff member may 
need to remain with the CMS team 
during their record review to assist them 
with access to the AO’s records. 


We are not able to accurately estimate 
the total time that would be required for 
these activities because we have not yet 
accredited any home infusion therapy 
AOs, nor have we had an opportunity to 
perform an onsite visit to a home 
infusion therapy AO. We do not yet 
know what type of accreditation 
standards and surveys processes the 
home infusion therapy AOs would use. 
Also, we do not know the amount and 
type of records we would seek to review 
during an onsite visit to a home infusion 
therapy AO or approximately how much 
time we would need to review these 
records. Likewise, we do not yet know 
how much interaction we would need to 
have with the home infusion therapy 
AO staff or which AO staff members we 
would choose to interview. The onsite 
AO visits we have performed for other 
types of AOs have lasted 1 to 2 days 
depending on the type of AO. 


However, if we estimate that it would 
take 1 hour for the CMS team entrance 
conference, 8 hours for the CMS team to 
perform their records review and 1 hour 
for the CMS team conduct the exit 
conference, the home infusion therapy 
AO would incur a time burden in the 
amount of 1 hour for each AO staff 
person that attends the entrance 
conference, 8 hours for any staff that 
remains with the CMS team to assist 
them with the record review and 1 hour 
of time for each AO staff person that 
attends the exit conference. We believe 
that the AO staff that would be 
attending the entrance and exit 
conferences and assisting the CMS staff 
with their records review would most 
likely be clinicians such as registered 
nurses. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a non-industry specific registered 
nurse is $35.36 (https://www.bls.gov/ 
oes/current/oes291141.htm). We 
estimate that approximately 4 AO staff 
persons would attend the entrance and 
exit conferences and that one AO staff 


person would assist the CMS team with 
their record review. 


Based on the a previously stated time 
estimate, we estimate that the home 
infusion therapy AO would incur a cost 
burden in the amount of $282.88 for 
wages for four AO staff for attendance 
at the entrance conference. ($35.36 per 
hour per each AO staff × 1 hour = 
$35.36/$35.36 per hour × 4 AO staff = 
$141.44) + ($141.44 for fringe benefits 
and overhead). 


We further estimate that the AO 
would incur a cost burden in the 
amount of $282.88 for the wages of the 
four AO staff for attendance at the exit 
conference. ($35.36 per hour per each 
AO staff × 1 hour = $35.36/$35.36 per 
hour × 4 AO staff = $141.44) + ($141.44 
for fringe benefits and overhead). 


We also estimate that the AO would 
incur a cost burden in the amount of 
$565.76 for the wages of the AO staff 
person that would remain with the CMS 
team to assist them with their record 
review. (8 hours × $35.36 = $282.88) + 
($282.88 for fringe benefits and 
overhead). 


The total estimated cost burden to the 
home infusion therapy AO associated 
with the CMS onsite visit is $1,131.52 
($282.88 for entrance conference + 
$282.88 for exit conference + $565.76 
for assisting CMS staff with record 
review = $1,131.52). The estimated cost 
burden across all of the potential eight 
home infusion therapy AOs would be 
$9,052.16 ($1,131.52 × 8 potential AOs 
= $9,052.16). 


In this final rule with comment 
period, we have the eight AOs that 
currently provide accreditation to home 
infusion therapy suppliers must submit 
an application to CMS for approval of a 
separate and distinct home infusion 
therapy accreditation program. A 
corporate onsite visit to the home 
infusion therapy AOs office is a part of 
the application review and approval 
process. Therefore, each of the AOs that 
submit an application to CMS for 
approval of a home infusion therapy 
program would incur the previously 
stated estimated burden related to the 
corporate onsite visit. However, after the 
initial application process has been 
completed, CMS would only make 
additional corporate onsite visits every 
6 years when the home infusion therapy 
AOs submit their renewal application. 
Therefore, this would not be is a 
frequent or ongoing burden incurred by 
the home infusion therapy AOs. 


(e) Burden for Home Infusion Therapy 
AOs Related to § 488.1045 


Section § 488.1045 contains 
regulations related to the voluntary and 
involuntary termination of the CMS 
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approval of a home infusion therapy 
AO’s home infusion therapy 
accreditation program. Section 
488.1045(a) would provide that a home 
infusion therapy accrediting 
organization that decides to voluntarily 
terminate its CMS-approved home 
infusion therapy accreditation program 
must provide written notice at least 90 
days in advance of the effective date of 
the termination to CMS and each of its 
accredited home infusion therapy 
suppliers. 


The requirement that the home 
infusion therapy AO provide notice of 
its decision to voluntarily terminate its 
CMS approved home infusion therapy 
accreditation program to CMS and all of 
its accredited home infusion therapy 
suppliers would cause the AO to incur 
the following time burdens: (1) The time 
required to prepare and send the 
required notice to CMS; and (2) the time 
required to prepare and send the 
required notice to all of the AOs 
accredited home infusion therapy 
suppliers. We would require that the 
AO send the required notice of their 
decision to voluntarily terminate its 
CMS-approved accreditation program to 
CMS by U.S. mail. We would also 
require the AO to send the required 
notice to all of its accredited home 
infusion therapy suppliers by U.S. mail. 
We estimate that it would take 
approximately 60 minutes for the AO 
staff person to prepare the letter to CMS 
in which the AO notified CMS that the 
AO wishes to voluntarily terminate its 
CMS-approved home infusion therapy 
accreditation program, print the letter 
and mail it. 


We further estimate that it would take 
the AO staff person another 4 hours to 
perform the following tasks: (1) Draft a 
letter its accredited home infusion 
therapy suppliers, giving notice that the 
AO is voluntarily terminating its CMS 
approved home infusion therapy 
accreditation program; (2) perform a 
mail merge to prepare a copy of the 
letter addressed to each accredited 
home infusion therapy supplier; (3) 
print out a letter to each accredited 
supplier and envelope; put the letters 
into the envelopes; (4) affix the correct 
amount of postage; and (5) put the 
envelopes in the outgoing mail. We 
believe that the person at the AO who 
would perform these tasks would most 
likely be a clinician such as a registered 
nurse. According to the U.S. Bureau of 
Labor Statistics, the mean hourly wage 
for a registered nurse is $35.36 (https:// 
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required notice which 


is to be sent to all of the AO’s accredited 
suppliers would be $35.36 (60 minutes 
× $35.36 per hour = $35.36). 


The home infusion therapy AO would 
also incur a cost burden for the wages 
of the staff person for the time spent 
preparing and mailing the required 
notices to be sent to the AO’s accredited 
home infusion therapy suppliers. As 
stated previously, we estimate that it 
would take approximately 4 hours of 
time for an AO staff person to prepare 
the required notification letter to the 
AOs accredited providers, print out a 
copy of the letter for each accredited 
home infusion therapy supplier and put 
these letters into the mail. We believe 
that the person at the AO who would 
perform these tasks would most likely 
be a clinician such as a registered nurse. 
According to the U.S. Bureau of Labor 
Statistics, the mean hourly wage for a 
registered nurse is $35.36 (https://
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required notice for 
mailing would be $353.60 (4 hours × 
$35.36 per hour = $176.80) + ($176.80 
for fringe benefits and overhead). 


The home infusion therapy AO would 
incur an additional burden for 
miscellaneous costs associated with the 
preparation of the required notices to be 
sent to CMS and the AOs accredited 
home infusion therapy suppliers, 
including the cost of the paper on which 
the notices are printed, the printer ink 
used, the cost of the envelopes used, 
and the postage required to mail all of 
the notices. We are unable to accurately 
estimate these costs as they are 
dependent on the number of notices that 
would need to be sent. However we 
believe these costs would not exceed 
$200. We seek comment on how to 
estimate this burden. 


It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under § 488.1045 
across all of the potential home infusion 
therapy AOs. We have not done so 
because the need for a home infusion 
therapy AO to perform these tasks only 
arise if a home infusion therapy AO 
voluntarily decides to terminate its CMS 
approved home infusion therapy 
accreditation program. This would 
occur rarely, if ever. 


Section 488.1045(b) states that once 
CMS publishes a notice in the Federal 
Register announcing the decision to 
involuntarily terminate the home 
infusion therapy AO’s home infusion 
therapy accreditation program, the 
home infusion therapy AO must provide 
written notification to all suppliers 


accredited under its CMS-approved 
home infusion therapy accreditation 
program by no later than 30 calendar 
days after the notice is published in the 
Federal Register. This notice would 
announce that CMS is withdrawing its 
approval of the AOs home infusion 
therapy accreditation program and the 
implications for the home infusion 
therapy suppliers payment status in 
accordance with the requirements at 
§ 488.1010(f) once their current term of 
accreditation expires. 


The time burden associated with 
§ 488.1045(b) would be the time it takes 
for the home infusion therapy AO to 
prepare and send the required written 
notification to all accredited home 
infusion therapy suppliers which states 
that CMS is withdrawing the AOs 
approval of the home infusion therapy 
accreditation program and which also 
states the implications for the home 
infusion therapy suppliers payment 
status. We estimate that it would take no 
more than 4 hours for an AO staff 
person to perform the following tasks: 
(1) Draft the required notification letter; 
(2) perform a mail merge to prepare a 
copy of the letter that is addressed to 
each home infusion therapy supplier 
accredited by the AO; (3) print copies of 
the notification letters for each of the 
AOs accredited home infusion therapy 
suppliers; (4) put each notifications 
letter into an envelope; (5) affix the 
correct amount of postage to the 
envelope and (6) put the envelopes into 
the outgoing mail. 


The home infusion therapy AO would 
incur a cost burden for the wages for the 
AO staff who performs the previously 
stated tasks. We believe that the person 
at the AO who would perform these 
tasks would most likely be a clinician 
such as a registered nurse. According to 
the U.S. Bureau of Labor Statistics, the 
mean hourly wage for a registered nurse 
is $35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required notice which 
is to be sent to all of the AO’s accredited 
suppliers would be $282.88 (4 hours × 
$35.36 per hour = $141.44) + ($141.44 
for fringe benefits and overhead). 


The home infusion therapy AO would 
incur an additional burden for 
miscellaneous costs associated with the 
preparation of the required notices to be 
sent to the AOs accredited home 
infusion therapy suppliers, including 
the cost of the paper on which the 
notices are printed, the printer ink used, 
the cost of the envelopes used, and the 
postage required to mail all of the 
notices. We believe that these costs 
would not exceed $200. 
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It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under § 488.1045 
across all of the potential home infusion 
therapy AOs. We have not done so 
because the need for a home infusion 
therapy AO to perform these tasks 
required by § 488.1045(b) would only 
arise if CMS decides to involuntarily 
terminate the CMS approval of the AO’s 
home infusion therapy accreditation 
program. This would occur rarely, if 
ever. 


Section 488.1045(c)(3) would require 
that for both voluntary and involuntary 
terminations of a home infusion therapy 
AOs CMS approved home infusion 
therapy accreditation program, the 
home infusion therapy AO must provide 
a second written notification to all of its 
accredited home infusion therapy 
suppliers ten calendar days prior to the 
AO’s accreditation program termination 
effective date. We estimate that the time 
and cost burdens associated with this 
requirement would be the same as our 
estimated burden for proposed 
§ 488.1045(b) set forth previously. 


Section 488.1045(d) sets forth the 
required steps that a home infusion 
therapy AO must take when one of its 
accredited home infusion therapy 
suppliers has requested a voluntary 
withdrawal from accreditation. The 
withdrawal from accreditation by the 
home infusion therapy supplier may not 
become effective until the AO completes 
all of the following 3 steps: (1) The 
home infusion therapy AO must contact 
the home infusion therapy supplier to 
seek written confirmation that the home 
infusion therapy supplier intends to 
voluntarily withdraw from the home 
infusion therapy accreditation program; 
(2) the home infusion therapy AO must 
advise the home infusion therapy 
supplier, in writing, of the statutory 
requirement for accreditation for all 
home infusion therapy suppliers and 
the possible payment consequences for 
a lapse in accreditation status; (3) the 
home infusion therapy AO must submit 
their final notice of the voluntary 
withdrawal of accreditation by the home 
infusion therapy supplier to CMS by no 
later than 5 business days after the 
request for voluntary withdrawal is 
ultimately processed and effective. 


The burden associated with the 
requirement that the home infusion 
therapy AO contact the home infusion 
therapy supplier to seek written 
confirmation that the home infusion 
therapy supplier intends to voluntarily 
withdraw from the home infusion 
therapy accreditation program would 
include the time required for the AO to 
contact the home infusion therapy 


supplier to request written confirmation 
that the home infusion therapy supplier 
does indeed want to terminate their 
home infusion therapy accreditation. 
We estimate that the AO would most 
likely contact the home infusion therapy 
supplier to make this request by 
telephone or email. We estimate this 
would take no more than 15 minutes. 


The AO would incur a cost burden for 
the wages of the AO staff person for the 
time spent contacting the home infusion 
therapy supplier to confirm they intend 
to voluntarily withdraw from the home 
infusion therapy accreditation program. 
We believe that the person at the AO 
who would perform this task would 
most likely be a clinician such as a 
registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with 
contacting the home infusion therapy 
supplier to confirm that they do want to 
voluntarily terminate would be $17.68 
(15 minutes × $35.36 per hour = $8.84) 
+ ($8.84 for fringe benefits and 
overhead). 


The home infusion therapy AO would 
also incur a time burden associated with 
the requirement that they send a written 
notice to the home infusion therapy 
supplier that is voluntarily terminating 
their home infusion therapy 
accreditation, which provides notice of 
the statutory requirement for 
accreditation for all home infusion 
therapy suppliers and the possible 
payment consequences for a lapse in 
accreditation status. We estimate that it 
would take the home infusion therapy 
no more than 60 minutes to prepare the 
written notification. 


We believe that the person at the AO 
who would prepare the required written 
notice to be sent to the home infusion 
therapy supplier that is voluntarily 
terminating its home infusion therapy 
accreditation would most likely be a 
clinician such as a registered nurse. 
According to the U.S. Bureau of Labor 
Statistics, the mean hourly wage for a 
registered nurse is $35.36 (https://
www.bls.gov/oes/current/ 
oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required written 
notice would be $70.72 (1 hours × 
$35.36 per hour = $35.36) + ($35.36 for 
fringe benefits and overhead). We 
further estimate that the AO would 
incur postage costs in the amount of 
$0.50 for each letter sent. 


Finally, we estimate the burden 
associated with § 488.1045(d)(3) would 


include the time required for the home 
infusion therapy AO staff to prepare a 
final notice of voluntary withdrawal of 
accreditation by the home infusion 
therapy supplier and the time required 
to send this notice to CMS. We estimate 
that it would only take the AO staff 15 
minutes or less to prepare the required 
notice for CMS, because this notice 
could be sent to CMS by email. We 
estimate it would take an additional 10 
minutes of time for the AO staff to 
prepare the email and attach the written 
notice to the email. 


The AO would incur a cost burden for 
the wages of the AO staff for the time 
spent preparing the notice and sending 
it to CMS. We believe that the person at 
the AO who would prepare the required 
written notice to be sent to CMS would 
most likely be a clinician such as a 
registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the required written 
notice to be sent to CMS would be 
$29.48 (15 minutes × $35.36 per hour = 
$8.84) + (10 minutes × $35.36 per hour 
= $5.90) + ($14.74 for fringe benefits and 
overhead). 


It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under 
§ 488.1045(d) across all of the potential 
home infusion therapy AOs. We have 
not done so because the need for a home 
infusion therapy AO to perform these 
tasks would only arise if a home 
infusion therapy supplier would decide 
to voluntarily terminate its accreditation 
with the home infusion therapy AO. 
This would occur on an infrequent 
basis. We do not believe that there 
would ever be a situation in which all 
6 of the potential home infusion therapy 
AOs would have a home infusion 
therapy supplier decide to voluntarily 
terminate the accreditation with their 
home infusion therapy AOs 
simultaneously. 


(f) Burden for Home Infusion Therapy 
AOs Associated With § 488.1050 


Section 488.1050(a) would provide 
that a home infusion therapy AO that is 
dissatisfied with a determination, made 
by CMS, that its home infusion therapy 
accreditation requirements do not 
provide or do not continue to provide 
reasonable assurance that the suppliers 
accredited by the home infusion therapy 
AO meet the applicable quality 
standards is entitled to reconsideration. 
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Section 488.1050(b)(1) would require 
that a written request for 
reconsideration be filed within 30 
calendar days of the receipt of CMS’ 
notice of an adverse determination or 
non-renewal. Section 488.1050(b)(2) 
would provide that the written request 
for reconsideration must specify the 
findings or issues with which the home 
infusion therapy AO disagrees and the 
reasons for the disagreement. Section 
488.1050(c)(1) provides the opportunity 
for a hearing to be conducted by a 
hearing officer appointed by the 
Administrator of CMS and 
§ 488.1050(c)(2) provides that written 
notice of the time and place of the 
hearing will be provided at least 10 
business days before the scheduled date. 


We estimate that it would take 
approximately 2 hours for a home 
infusion therapy AO to prepare its 
request for reconsideration. We believe 
that the person at the AO who would 
prepare the request for reconsideration 
would most likely be a clinician such as 
a registered nurse. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the home 
infusion therapy AO associated with the 
preparation of the request for 
reconsideration would be $141.44 (2 
hours × $35.36 per hour = $70.72) + 
($70.72 for fringe benefits and 
overhead). 


The remaining information that 
would be submitted in connection with 
a request for reconsideration or a 
reconsideration hearing, including any 
evidence or testimony provided is not 
considered ‘‘information’’ in accordance 
with 5 CFR 1320.3(h)(8), which 
excludes as ‘‘information’’ any ‘‘facts or 
opinions obtained or solicited at or in 
connection with public hearings.’’ 


It is important to note that we have 
not calculated the burden associated 
with the tasks required of the home 
infusion therapy AO under § 488.1050 
across all of the potential home infusion 
therapy AOs. We have not done so 
because we believe that the filing of a 
request for reconsideration by a home 
infusion therapy AO would occur 
rarely, if ever. Further, we do not 
believe that there would ever be a 
situation in which all 6 of the potential 
home infusion therapy AOs would 
decide to file a request for 
reconsideration at the same time. 
Therefore, there would never be an 
occurrence where all the home infusion 
therapy AOs would incur the previously 
stated burden simultaneously. 


(g) Burdens for Home Infusion Therapy 
AOs Related to Survey Activities and 
Accreditation of Home Infusion Therapy 
Suppliers 


The home infusion therapy AO would 
incur time and cost associated the 
accreditation of home infusion therapy 
suppliers. These would include the time 
and costs required to perform an onsite 
survey, offsite survey or other type of 
survey activity for each home infusion 
therapy supplier that has hired that AO 
to provide accreditation. However, as 
we have not approved any home 
infusion therapy AOs, we do not yet 
know what type of home infusion 
therapy accreditation standards they 
will use, or what the home infusion 
therapy accreditation survey process 
will consist of. Therefore, we are unable 
to accurately estimate the time and cost 
burden associated with the survey of 
home infusion therapy suppliers. 


However, we can state that if the 
home infusion therapy AO were to 
perform an onsite survey, it would incur 
wages for each of the surveyors that are 
sent to perform the survey for the 
amount of time spent performing the 
survey. The AO would also incur wages 
for the time spent by the surveyors or 
other home infusion therapy AO staff in 
reviewing the survey documents, 
making a decision about whether to 
grant accreditation to the home infusion 
therapy supplier that was surveyed and 
preparing the decision letter to the 
home infusion therapy supplier. The 
AO would also incur travel costs for the 
AO staff to travel to the home infusion 
therapy supplier’s location to perform 
the survey. 


If the home infusion therapy AO were 
to do an offsite records audit survey, the 
AO would request that the home 
infusion therapy supply the AO with 
specific records. The AO would incur 
costs for the wages of the AO staff that 
performed the audit of the documents 
provided by the home infusion therapy 
supplier. The AO would also incur 
wages for the time spent by the 
surveyors or other home infusion 
therapy AO staff in making a decision 
about whether to grant accreditation to 
the home infusion therapy supplier that 
was audited and preparing the decision 
letter to the home infusion therapy 
supplier. 


We solicited comment on how to 
estimate this burden and receive none. 


2. Burden to Home Infusion Therapy 
Suppliers Related to Home Infusion 
Therapy Health and Safety Standards 


All existing home infusion therapy 
suppliers are already accredited by 
existing home infusion therapy AOs to 


meet requirements established by 
private insurers and Medicare 
Advantage plans. We that, in order for 
the existing home infusion therapy 
suppliers accredited by these AOs to 
continue to receive payment for the 
home infusion therapy services 
provided, these AOs must obtain 
Medicare approval for a home infusion 
therapy accreditation program. To 
obtain this CMS approval, we that these 
AOs would be required to submit an 
application to CMS seeking approval of 
a home infusion therapy accreditation 
program that meets the requirements set 
forth in the new home infusion therapy 
AO approval and oversight regulations 
and new home infusion therapy health 
and safety regulations. We would also 
require that the home infusion therapy 
program submitted by these AOs be 
separate and distinct from the AOs 
home health deeming accreditation 
program. 


It is likely that the home infusion 
therapy suppliers would need to be 
resurveyed after their home infusion 
therapy AO obtains CMS approval of a 
home infusion therapy accreditation 
program, under section 
1861(iii)(3)(D)(i)(III) of the Act. We 
believe this resurvey would be 
necessary because the AOs would have 
to determine if the home infusion 
therapy suppliers they accredit meet 
their new Medicare-approved home 
infusion therapy accreditation program 
accreditation standards. However, if a 
current home infusion therapy AOs 
current home infusion therapy 
standards already meet or exceed the 
home infusion therapy health and safety 
standards, so that a revision of that AOs 
home infusion therapy accreditation 
standards is not required, then a 
resurvey of that AO’s accredited home 
infusion therapy suppliers may not be 
necessary. 


The home infusion therapy supplier 
would incur some time burden in order 
to come into compliance with the home 
infusion therapy AOs new home 
infusion therapy accreditation program 
requirements initially and thus prepare 
for the accreditation survey. However, 
all existing home infusion therapy 
suppliers are already accredited by 
existing home infusion therapy AOs to 
meet requirements established by 
private insurers and Medicare 
Advantage plans. Therefore, we assume 
that there would be little, is any new 
burden imposed on home infusion 
therapy suppliers in order to implement 
the new health and safety standards. 


The home infusion therapy supplier 
would be charged a fee by the AO for 
providing accreditation services. Fees 
for the home infusion therapy 
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accreditation currently offered by the 
six AOs listed previously accreditation 
programs offered by the six AOs listed 
previously vary between $5,950 and 
$12,500 and, in general, currently cover 
all of the following items: Application 
fee, manuals, initial accreditation fee, 
onsite surveys or other auditing 
(generally once every 3 years), and 
travel, when necessary for survey 
personnel. Accreditation costs also vary 
by the size of the provider or supplier 
seeking accreditation, its number of 
locations, and the number of services it 
provides. 


We recognize that cost and time 
burdens associated with becoming 
accredited may be a barrier for small 
suppliers such as home infusion therapy 
suppliers. We are implementing the 
following to minimize the burden of 
accreditation on suppliers, including 
small businesses: 


• Multiple accreditation 
organizations—We expect that more 
than one AO would submit an 
application to become a designated 
Home Infusion Therapy AO. We believe 
that selection of more than one home 
infusion therapy AO would introduce 
competition resulting in reductions in 
accreditation costs. 


• Required plan for small 
businesses—During the application 
process we would require prospective 
home infusion therapy AOs to include 
a plan that details their methodology to 
reduce accreditation fees and burden for 
small or specialty suppliers. This would 
need to include that the AO’s fees are 
based on the size of the organization. 


• Reasonable quality standards—The 
quality standards that would be used to 
evaluate the services rendered by each 
home infusion therapy supplier are 
being in this rule. Many home infusion 
therapy suppliers already comply with 
the standards and have incorporated 
these practices into their daily 
operations. It is our belief that 
compliance with the quality standards 
would result in more efficient and 
effective business practices and would 
assist suppliers in reducing overall 
costs. 


There are at least two important 
sources of uncertainty in estimating the 
impact of accreditation on home 
infusion therapy suppliers. First, our 
estimates assume that all home infusion 
therapy suppliers with positive 
Medicare payments would seek 
accreditation. We assume that home 
infusion therapy suppliers who 
currently receive no Medicare allowed 
charges would choose not to seek 
accreditation. It is also possible that 
many of the home infusion therapy 
suppliers with allowed charges between 


$1 and $1,000 may decide not to incur 
the costs of accreditation. 


Second, it is difficult to predict what 
accreditation fees would be in the 
future. Our experience with other 
accreditation programs has lead us to 
believe that the accreditation rates 
would go up, due to factors such as 
wage increases, and increased travel 
costs. To monitor accreditation fees, we 
proposed to require the AOs for home 
infusion therapy suppliers to submit 
their fees to CMS for review for 
reasonableness. We would require home 
infusion therapy AOs to notify CMS 
anytime there is an increase in 
accreditation fees. 


(d) Medicare-Certified Accreditation 
Organizations—Proposed Changes to 42 
CFR 488.5 


We proposed to modify the AO 
approval and oversight regulations for 
Medicare-certified providers and 
suppliers by adding two new 
requirements. The first new requirement 
would have been to add to 42 CFR 
488.5(a)(7) a requirement that in their 
application for CMS approval, the AOs 
that accredited Medicare-certified 
providers and suppliers include a 
statement acknowledging that all 
accrediting organization surveyors have 
completed or will complete the relevant 
program-specific CMS online trainings 
established for state surveyors, initially, 
and thereafter. As stated previously, 
after consideration of the numerous 
comments we received in response to 
this proposal, we decided not to finalize 
this proposal. Therefore the burden 
estimates provided in the proposed rule 
regarding the proposed time and cost 
burden related to the requirement that 
AO surveyors take the CMS online 
surveyor training are no longer relevant. 


The second requirement was to add 
§ 488.5(a)(18)(iii) to would require that 
the AOs for Medicare-certified providers 
and suppliers include a written 
statement in their application for CMS 
approval agreeing that if a fully 
accredited and deemed facility in good 
standing provides written notification 
that they wish to voluntarily withdraw 
from the accrediting organization’s 
CMS-approved accreditation program, 
the accrediting organization must 
continue the facility’s current 
accreditation in full force and effect 
until the effective date of withdrawal 
identified by the facility or the 
expiration date of the term of 
accreditation, whichever comes first. As 
stated previously, we have made a 
decision to finalize this proposal 
without change or modifications. 


(1) Burden Associated With the Online 
Training Requirement for AO Surveyors 


A number of commenters expressed 
concern that the requirement that AO 
surveyors take the CMS online training 
would impose significant burden on the 
surveyors. Other commenters stated the 
belief that the AO training was adequate 
and that it was similar to the CMS 
online training, therefore the training 
requirement would be duplicative. 
Therefore, after consideration of the 
comments received, we have decided 
not to finalize the proposal to require 
AO surveyors to take the CMS online 
surveyor training. 


(2) Burden Associated With the 
Statement Requirement for AOs 


We finalized that AOs approved in 
accordance with section 1865 of the Act, 
and regulated under part 488 subpart A, 
provide a written statement in their 
application in which they agree to 
continue a provider’s or supplier’s 
current accreditation in full force and 
effect until the effective date of 
withdrawal identified by the facility or 
the expiration date of the term of 
accreditation, whichever comes first. 


Section 488.5(a)(18)(iii) would require 
the AOs for Medicare-certified providers 
and suppliers to include a written 
statement in their application for CMS 
approval of their accreditation program, 
agreeing that if a fully accredited and 
deemed facility in good standing 
provides written notification that they 
wish to voluntarily withdraw from the 
accrediting organization’s CMS- 
approved accreditation program, the 
accrediting organization must continue 
the facility’s current accreditation in full 
force and effect until the effective date 
of withdrawal identified by the facility 
or the expiration date of the term of 
accreditation, whichever comes first. 


We believe that the AOs that accredit 
Medicare-certified providers and 
suppliers would incur limited burden 
associated with this requirement, 
because this regulation simply requires 
that the AOs to include a statement in 
their application stating that they agree 
to continue the facility’s current 
accreditation in full force and effect 
until the effective date of withdrawal 
identified by the facility or the 
expiration date of the term of 
accreditation, whichever comes first, if 
a provider of supplier provides written 
notification that they wish to 
voluntarily withdraw from the 
accrediting organization’s CMS- 
approved accreditation program. We 
believe that this written statement to be 
provided by the AO would consist of 
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only 1 to 2 paragraphs and would take 
no more than 15 minutes to prepare. 


We believe that a clinicians such as 
registered nurses would prepare the 
required statement to be included in the 
AOs application. According to the U.S. 
Bureau of Labor Statistics, the mean 
hourly wage for a registered nurse is 
$35.36 (https://www.bls.gov/oes/ 
current/oes291141.htm). Therefore, the 
estimated cost burden to the AOs that 
accredit Medicare-certified providers 
and suppliers associated with the 
preparation of the required statement 
would be approximately $17.68 ((15 
minutes × $35.36 per hour = $8.84) + 
($8.84 for fringe benefits and overhead)). 


There are nine AOs that accredit 
Medicare-certified providers and 
suppliers. The cost across all AOs for 
the completion of this task would be 
$158.12 (($8.84 × 9 AOs = $79.56) + 
($79.56 for fringe benefits and 
overhead)). However, AOs for Medicare- 
certified providers and suppliers are 
required to submit a renewal 
application only every 6 years. 
Therefore, the existing AOs would be 
required to submit the statement stating 
that they agree to continue the facility’s 
current accreditation in full force and 
effect until the effective date of 
withdrawal identified by the facility or 
the expiration date of the term of 
accreditation, whichever comes first, if 
a provider of supplier provides written 
notification that they wish to 
voluntarily withdraw from the 
accrediting organization’s CMS- 
approved accreditation program with 
their next renewal application which is 
submitted after the publication of the 
final rule. While we have calculated the 
cost for the performance of this task 
across all AOs that accredit Medicare- 
certified providers and suppliers, it is 
important to note that the existing AOs 
are scheduled to submit their renewal 
applications at varying dates and times 
over a period of several years. Therefore 


there will be no time period in which 
all of these AOs will incur these 
expenses simultaneously. 


D. Detailed Economic Analysis 


1. HH PPS 


This rule finalizes updates for the CY 
2019 HH PPS rates contained in the CY 
2018 HH PPS final rule (82 FR 51676 
through 51752). The impact analysis of 
this final rule with comment period 
presents the estimated expenditure 
effects of policy changes in this final 
rule with comment period. We use the 
latest data and best analysis available, 
but we do not make adjustments for 
future changes in such variables as 
number of visits or case-mix. 


This analysis incorporates the latest 
estimates of growth in service use and 
payments under the Medicare HH 
benefit, based primarily on Medicare 
claims data from 2017. We note that 
certain events may combine to limit the 
scope or accuracy of our impact 
analysis, because such an analysis is 
future-oriented and, thus, susceptible to 
errors resulting from other changes in 
the impact time period assessed. Some 
examples of such possible events are 
newly-legislated general Medicare 
program funding changes made by the 
Congress, or changes specifically related 
to HHAs. In addition, changes to the 
Medicare program may continue to be 
made as a result of the Affordable Care 
Act, or new statutory provisions. 
Although these changes may not be 
specific to the HH PPS, the nature of the 
Medicare program is such that the 
changes may interact, and the 
complexity of the interaction of these 
changes could make it difficult to 
predict accurately the full scope of the 
impact upon HHAs. 


a. HH PPS for CY 2019 


Table 44 represents how HHA 
revenues are likely to be affected by the 


policy changes in this rule for CY 2019. 
For this analysis, we used an analytic 
file with linked CY 2017 OASIS 
assessments and HH claims data for 
dates of service that ended on or before 
December 31, 2017. The first column of 
Table 44 classifies HHAs according to a 
number of characteristics including 
provider type, geographic region, and 
urban and rural locations. The second 
column shows the number of facilities 
in the impact analysis. The third 
column shows the payment effects of 
the CY 2019 wage index and revised 
labor share. The fourth column shows 
the payment effects of the CY 2019 case- 
mix weights. The fifth column shows 
the effects of the new rural add-on 
payment provision in statute. The sixth 
column shows the effects of the revised 
FDL ratio used to calculate outlier 
payments, and the seventh column 
shows the effects of the CY 2019 home 
health payment update percentage. 


The last column shows the combined 
effects of all the policies in this rule. 
Overall, it is projected that aggregate 
payments in CY 2019 would increase by 
2.2 percent. As illustrated in Table 44, 
the combined effects of all of the 
changes vary by specific types of 
providers and by location. We note that 
some individual HHAs within the same 
group may experience different impacts 
on payments than others due to the 
distributional impact of the CY 2019 
wage index, the extent to which HHAs 
had episodes in case-mix groups where 
the case-mix weight decreased for CY 
2019 relative to CY 2018, the percentage 
of total HH PPS payments that were 
subject to the low-utilization payment 
adjustment (LUPA) or paid as outlier 
payments, and the degree of Medicare 
utilization. 
BILLING CODE 4120–01–P 
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TABLE 44: ESTIMATED HHA IMPACTS BY FACILITY TYPE AND AREA OF THE 
COUNTRY, CY 2019 


CY 2019 
Wage Updated CY 2019 
Index Outlier HH 


Number and CY 2019 Rural FDL Payment 
of Labor Case-Mix Add-On Ratio Update 


Agencies Share1 Weights2 Revisions 0.51 Percentage3 Total 
All Agencies 10,582 0.0% 0.0% -0.1% 0.1% 2.2% 2.2% 


_ Eacj lity Jy!le and Control 
Free-Standing/Other Voi/NP 1,062 -0.4% 0.0% 0.0% 0.2% 2.2% 2. 0% 
Free-Standing/Other Proprietary 8,432 0.1% 0.0% -0.1% 0.1% 2.2% 2.3% 
Free-Standing/Other Government 252 0.3% 0.2% -0.1% 0.2% 2.2% 2.8% 
Facility-Based Voi/NP 590 -0.1% 0.1% 0.0% 0.2% 2.2% 2.4% 
Facility-Based Proprietary 64 -0.5% 0.2% -0.2% 0.2% 2.2% 1.9% 
Faci lity-Based Government 182 0.0% 0.2% -0.3% 0.2% 2.2% 2.3% 


Subtotal: Freestanding 9,746 0.0% 0.0% -0.1% 0. 1% 2.2% 2.2% 
Subtotal: Facility-based 836 -0.1 % 0.1% -0.1% 0.2% 2.2% 2.3% 


Subtotal: Vol/NP 1,652 -0.3% 0.0% 0.0% 0.2% 2.2% 2.1% 
Subtotal: Proprietary 8,496 0.1% 0.0% -0.1% 0.1% 2.2% 2.3% 


Subtotal: Government 434 0.1% 0.2% -0.2% 0.2% 2.2% 2.5% 
Facility Type and Control: Rural 
Free-Standing /Other Vol/NP 255 -0.2% 0.2% -0.3% 0.2% 2.2% 2.1% 
Free-Standing /Other Proprietary 836 0.7% 0.1% -0.7% 0.1% 2.2% 2.4% 
Free-Standing /Other Government 167 0.4% 0.2% -0.2% 0.2% 2.2% 2.8% 
Facility-Based Voi/NP 263 0.2% 0.3% -0.3% 0.2% 2.2% 2.6% 
Facility-Based Proprietary 33 0.1% 0.4% -0.5% 0. 1% 2.2% 2.3% 
Facility-Based Government 140 0.3% 0.3% -0.4% 0.2% 2.2% 2.6% 
Facjlity Type and Control: Urban 
Free-Standing/Other Vol/NP 807 -0.4% 0.0% 0.0% 0.2% 2.2% 2.0% 
Free-Standing /Other Proprietary 7,596 0.0% 0.0% 0.0% 0.1% 2.2% 2.3% 
Free-Standing /Other Government 85 0.2% 0.1% 0.0% 0.1% 2.2% 2.6% 
Facility-Based Voi/NP 327 -0.2% 0.1% 0.0% 0.2% 2.2% 2.3% 
Facility-Based Proprietary 31 -0.9% 0. 1% 0.0% 0.2% 2.2% 1.6% 
Facility-Based Government 42 -0.3% 0.1% -0.1% 0. 1% 2.2% 2.0% 
Facility Location: Urban or Rural 
Rural 1,694 0.5% 0.2% -0.6% 0. 1% 2.2% 2.4% 
Urban 8,888 -0.1% 0.0% 0.0% 0.1% 2.2% 2.2% 


-"'Facility L'ocation:""Regi'On ofthe Country 
'$ -;; ,Jf . . .. ' . "'' ;- 1E . •. .. 


(Census Region) 
New England 364 -1.0% 0.0% 0.0% 0.2% 2.2% 1.4% 
Mid Atlantic 483 -0.3% -0.1% 0.0% 0.2% 2.2% 2.0% 
East North Central 2,037 -0.3% 0.1% 0.0% 0.1% 2.2% 2.1% 
West North Central 708 -0.1 % 0.0% 0.0% 0.2% 2.2% 2.3% 
South Atlantic 1,649 0.0% -0.3% 0.0% 0.1% 2.2% 2.0% 
East South Central 423 0.1% -0.2% -0.5% 0.1% 2.2% 1.7% 
West South Central 2,777 0.7% 0.3% -0.3% 0.1% 2.2% 3.0% 
Mountain 682 -0.5% 0.0% 0.1% 0.2% 2.2% 2.0% 
Pacific 1,419 0.3% 0.3% 0.0% 0.1% 2.2% 2.9% 
Other 40 0.8% -0.5% 0.0% 0.2% 2.2% 2.7% 
Facility Size (Number of First Episodes) 
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b. HH PPS for CY 2020 (PDGM) 
Table 45 represents how HHA 


revenues are likely to be affected by the 
policy changes in this rule for CY 2020. 
For this analysis, we used an analytic 
file with linked CY 2017 OASIS 
assessments and CY 2017 HH claims 
data (as of March 2, 2018) for dates of 
service that ended on or before 
December 31, 2017. The first column of 
Table 45 classifies HHAs according to a 
number of characteristics including 
provider type, geographic region, and 
urban and rural locations. The second 
column shows the number of HHAs in 
the impact analysis. The PDGM, as 
required by Section 51001(a)(2)(A) of 
the BBA of 2018, will be implemented 
in a budget neutral manner and the 
third column shows the total impact of 
the PDGM as outlined in section III.F of 
this final rule with comment period. As 
illustrated in Table 45, the effect of the 
PDGM varies by specific types of 


providers and location. We note that 
some individual HHAs within the same 
group may experience different impacts 
on payments than others. This is due to 
distributional differences among HHAs 
with regards to the percentage of total 
HH PPS payments that were subject to 
the low-utilization payment adjustment 
(LUPA) or paid as outlier payments, the 
degree of Medicare utilization, and the 
ratio of overall visits that were provided 
as therapy versus skilled nursing. 


As outlined in section III.F of this 
final rule with comment period, several 
OASIS items would no longer be needed 
to case-mix adjust the 30-day payment 
under the PDGM; therefore, we would 
make 19 current OASIS items (48 data 
elements) optional at the follow-up (FU) 
time point starting January 1, 2020. As 
also discussed in section III.F. of this 
final rule with comment period, in order 
to calculate the case-mix adjusted 
payment amount for the PDGM, we 


would add the collection of two current 
OASIS items (10 data elements) at the 
FU time point starting January 1, 2020. 
Section X. of this final rule with 
comment period provides a detailed 
description of the net decrease in 
burden associated with these changes in 
conjunction with the changes in burden 
that result from OASIS item collection 
changes due to the removal of certain 
measures required under HH QRP, also 
effective for January 1, 2020 as outlined 
in section V.E. of this final rule with 
comment period. Due to the 
modifications to OASIS item collection 
as a result of the changes to the HH QRP 
and the changes to the HH PPS (PDGM), 
both effective on and after January 1, 
2020, we estimate that this rule 
generates $60 million in annualized cost 
savings, or $46 million per year on an 
ongoing basis discounted at 7 percent 
relative to year 2016, over a perpetual 
time horizon beginning in CY 2020. 
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TABLE 45: IMP ACTS OF PDGM, CY 2020 


Number 
of PDGM 


Agencies 
All Agencies 10,520 0.00% 
Facility Type and Control 
Free-Standing/Other Vol/NP 1,055 1.8% 
Free-Standing/Other Proprietary 8,377 -0.9% 
Free-Standing/Other Government 252 0.6% 
Facility-Based Vol/NP 590 2.8% 
Facility-Based Proprietary 64 4.0% 
Facility-Based Government 182 3.9% 


Subtotal: Freestanding 9,684 -0.3% 
Subtotal: Facility-based 836 3.0% 
Subtotal: Vol/NP 1,645 2.1% 
Subtotal: Proprietary 8,441 -0.8% 
Subtotal: Government 434 2.3% 


Facility Type and Control: Rural 
Free-Standing/Other Vol/NP 256 3.3% 
Free-Standing/Other Proprietary 836 4.1% 
Free-Standing/Other Government 167 0.7% 
Facility-Based Vol/NP 263 3.1% 
Facility-Based Proprietary 33 11.1% 
Facility-Based Government 140 5.1% 
Facility Type and Control: Urban 
Free-Standing/Other Vol/NP 799 1.7% 
Free-Standing/Other Proprietary 7,541 -1.5% 
Free-Standing/Other Government 85 0.5% 
Facility-Based Vol/NP 327 2.8% 
Facility-Based Proprietary 31 0.3% 
Facility-Based Government 42 2.8% 
Facility Location: Urban or Rural 
Rural 1,695 3.8% 
Urban 8,825 -0.6% 
Facility Location: Region of the Country (Census Region) 
New England 355 2.0% 
Mid Atlantic 480 2.4% 
East North Central 2,019 -1.3% 
West North Central 706 -4.2% 
South Atlantic 1,647 -5.1% 
East South Central 423 1.0% 
West South Central 2,753 4.6% 
Mountain 679 -5.0% 
Pacific 1,417 3.8% 
Outlying 41 10.6% 
Facility Size (Number of 60-day Episodes) 
< 100 episodes 2,804 2.4% 
100 to 249 2,267 1.4% 
250 to 499 2,237 1.0% 
500 to 999 1,677 -0.1% 
1,000 or More 1,535 -0.4% 
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In response to the CY 2019 case-mix 
adjustment methodology refinements 
proposed in the CY 2018 HH PPS 
proposed rule (82 FR 35270), a few 
commenters requested that CMS include 
more information in the impact table for 


the PDGM, specifically how payments 
are impacted for patients with selected 
clinical conditions as was included in 
the Technical Report which is available 
at: https://downloads.cms.gov/files/
hhgm%20technical%20report


%20120516%20sxf.pdf. Therefore, we 
are including Table 46 which provides 
more information on the impact of the 
PDGM case-mix adjustment 
methodology for patients with selected 
clinical conditions. 
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TABLE 46: IMPACT OF THE PDGM FOR SELECTED PATIENT 
CHARACTERISTICS 


Ratio of Average PDGM 
Payment to Average Current 
(30-Day Equivalent) Payment 


All Episodes (30-day Non-LUPA) 1.00 
Clinical Group 
Behavioral Health 0.85 
Complex 1.06 
MMTA - Cardiac 0.99 
MMTA - Aftercare 1.09 
MMTA - Endocrine 1.09 
MMTA-GI/GU 0.98 
MMTA - Infectious 1.01 
MMTA - Respiratory 0.97 
MMTA- Other 0.96 
MSRehab 0.97 
NeuroRehab 0.93 
Wound 1.25 
Functional Impairment Level 
Low 0.95 
Medium 0.99 
High 1.06 
Admission Source 
Community 0.89 
Institutional 1.29 
Timing 
Early 1.25 
Late 0.87 
Comorbidity Group 
No adjustment 0.97 
Single Comorbidity 1.02 
Comorbidity Interaction 1.15 
Dual Status 
Not (Full) Dual Eligible 0.99 
Yes (Full) Dual Eligible 1.03 
Parenteral Nutrition 
No Parenteral Nutrition 1.00 
Yes Parenteral Nutrition 1.12 
Sureical Wounds 
No Known Surgical Wound 0.98 
Yes Known Surgical Wound 1.10 
Ulcers 
No Ulcers Recorded 0.99 
Positive Number of Ulcers Recorded 1.15 
Bathing 
Able to Bathe with some independence 0.98 
Cannot bathe independently 1.08 
Poorly-Controlled Cardiac Dysrhythmia 
No Poorly-Controlled Cardiac Dysrhythmia 1.00 
Yes Poorly-Controlled Cardiac Dysrhythmia 1.05 
Poorly-Controlled Diabetes 
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2. HHVBP Model 


Table 47 displays our analysis of the 
distribution for possible payment 
adjustments at the maximum 7-percent 
and 8-percent rates that will be used in 
Years 4 and 5 of the Model. These 
analyses use performance year data from 
2016, the first year of HHVBP, the most 
recent year for which complete 
performance year data are available. The 
estimated impacts are for the following 
finalized changes, each of which will 
take effect beginning with PY4 (2019): 


• Remove two OASIS-based measures 
(Influenza Immunization Received for 
Current Flu Season and Pneumococcal 
Polysaccharide Vaccine Ever Received); 


• Replace three OASIS-based 
measures (Improvement in Bathing, 
Improvement in Bed Transferring, and 
Improvement in Ambulation- 
Locomotion) with two composite 
measures (Total Change in Self Care, 
Total Change in Mobility); 


• Reduce the maximum possible 
improvement points from 10 to 9 (13.5 
for the two composite measures); and, 


• Change the weights given to the 
performance measures used in the 
Model so that the OASIS and claims- 
based measures each count for 35 
percent and the HHCAHPS measures 
count for 30 percent of the 90 percent 
of the Total Performance Score (TPS) 
that is based on performance on the 
Clinical Quality of Care, Care 
Coordination and Efficiency, and Person 
and Caregiver-Centered Experience 
measures. Data reporting for each New 
Measure will continue to have equal 
weight and account for the 10 percent 
of the TPS that is based on the New 
Measures collected as part of the Model. 
The weight of the unplanned 
hospitalization measure will also be 
increased so that it has three times the 
weight of the ED use without 
hospitalization measure. 


We analyzed the payment adjustment 
percentage and the number of eligible 
HHAs under current policy to determine 


the impacts of the changes finalized in 
this rule. We used PY1 (CY2016) data to 
measure the impacts. The data sources 
for these analyses are data from the 
QIES system for the existing OASIS and 
claims-based measures, OASIS 
assessments for the two composite 
measures, HHCAHPS data received from 
the HHCAHPS contractor, and New 
Measure data submitted by Model 
participants. HHAs are classified as 
being in the smaller or larger volume 
cohort using the 2016 Quality Episode 
File, which is created using OASIS 
assessments. We note that this impact 
analysis is based on the aggregate value 
across all nine Model states. 


Table 48 displays our analysis of the 
estimated impact of the policies 
finalized in this rule on the number of 
eligible HHAs and the distribution of 
percentage change in payment 
adjustment percentage based on the 
same PY1 (CY2016) data used to 
calculate Table 47. We note that this 
impact analysis is based on the 
aggregate value across all nine Model 
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states. Note that all Medicare-certified 
HHAs that provide services in 
Massachusetts, Maryland, North 
Carolina, Florida, Washington, Arizona, 
Iowa, Nebraska, and Tennessee are 
required to compete in this Model. The 
analysis is calculated at the state and 
size cohort level. It is expected that a 
certain number of HHAs would not have 
a payment adjustment because they may 
be servicing too small of a population to 
report an adequate number of measures 
to calculate a TPS. Table 48 shows that 
there would be a reduction in the 
number of HHAs that would have a 
sufficient number of measures to receive 
a payment adjustment for performance 
year 4 of 31 HHAs (Change column), a 
decrease from 1,610 HHAs (Current 
column) to 1,579 HHAs (Simulated 
column) across the nine selected states. 


This analysis reflects only HHAs that 
would have data for at least five 
measures that meet the requirements of 
§ 484.305 and would be included in the 
Linear Exchange Function and would 
have a payment adjustment calculated. 
Value-based incentive payment 
adjustments for the estimated eligible 
1,579 HHAs in the selected states that 
would compete in the HHVBP Model 
are stratified by size as described in 
section IV.B. of the CY 2017 HH PPS 
final rule. As finalized in section IV.B. 
of the CY 2017 final rule, there must be 
a minimum of eight HHAs in any 
cohort. 


Those HHAs that are in states that do 
not have at least eight smaller-volume 
HHAs will not have a separate smaller- 
volume cohort and thus there will only 
be one cohort that will include all the 
HHAs in that state. As indicated in 
Table 48, Maryland, North Carolina, 
Tennessee, Washington, and Arizona 
would have only one cohort while 
Florida, Iowa, Massachusetts, and 
Nebraska would have both a smaller- 
volume cohort and a larger-volume 
cohort. For example, Iowa would have 
17 HHAs eligible to be exempt from 
being required to have their 
beneficiaries’ complete HHCAHPS 
surveys because they provide HHA 
services to less than 60 beneficiaries. 
Therefore, those 17 HHAs would be 
competing in Iowa’s smaller-volume 
cohort for CY 2019 (PY4) under the 
Model. 


Table 48 shows the distribution of 
percentage change in payment 
adjustment percentage resulting from 
the policies finalized in this rule. Using 
2016 data and the maximum payment 
adjustment for performance year 4 of 7 
percent (as applied in CY 2021), based 
on the six finalized OASIS quality 


measures and two claims-based 
measures in QIES, the five HHCAHPS 
measures, and the three New Measures, 
we see that, across all nine states, 31 
HHAs would no longer be eligible for a 
payment adjustment for PY4 because 
they would not have data on at least five 
measures that meet the requirements of 
§ 484.305. The distribution of scores by 
percentile shows the distribution of the 
change in percent payment adjustment. 
For example, the distribution for HHAs 
in Florida in the smaller-volume cohort 
ranges from ¥2.5 percent at the 10th 
percentile to +2.9 percent at the 90th 
percentile. This means that, for 7 of the 
77 HHAs in the smaller-volume cohort 
in Florida, the changes would decrease 
their payment adjustment percentage by 
¥2.5 percent or more while, for another 
7 HHAs these changes would increase 
their payment adjustment percentage by 
2.9 percent or more. For half of the 
HHAs in Florida’s smaller volume 
cohort, the impact of these changes on 
their payment adjustment percentage 
would be between ¥1.1 percent and 
+1.3 percent. These impact analyses 
suggest that, for most participating 
HHAs, the impacts of the changes 
would be modest. 


Table 49 provides the payment 
adjustment distribution based on agency 
size, proportion of dually-eligible 
beneficiaries, average case mix (using 
the average case-mix for non-LUPA 
episodes), the proportion of the HHA’s 
beneficiaries that reside in rural areas 
and HHA organizational status. HHAs 
with a higher proportion of dually- 
eligible beneficiaries and HHAs whose 
beneficiaries have higher acuity tend to 
have a more negative impact associated 
with the policies finalized in this rule 
based on the 50th percentile of the 
impact of the changes on payment 
adjustment percentage. 


Table 50 shows the current and 
revised weights, as finalized in this rule, 
for individual performance measures by 
measure category and possible 
applicable measure category scenarios 
to demonstrate the weight of the 
individual measures when an HHA has 
scores on All Measures or if an HHA is 
missing all measures in a measure 
category. For example, for an HHA that 
has quality measure scores on All 
Measures in all the measure categories 
(OASIS-based, claims-based and 
HHCAHPS) under the current weighting 
method, the individual measures are 
weighted equally. The Finalized 
Weights columns show the revised 
weights for the individual performance 
measures based on the changes to the 
weighting methodology finalized in this 


final rule with comment period; 
specifically, to weight the measure 
categories so that the OASIS-based 
measure category and the claims-based 
measure category will each count for 35 
percent and the HHCAHPS measure 
category will count for 30 percent of the 
90 percent of the TPS that is based on 
performance of the Clinical Quality of 
Care, Care Coordination and Efficiency, 
and Person and Caregiver-Centered 
Experience measures. For example, for 
HHAs with scores on All Measures, the 
OASIS-based measures account for 35 
percent, with equal weighting given to 
the Improvement in Oral Medications, 
Improvement in Dyspnea, Improvement 
in Pain, and Discharge to Community 
measures. The Composite Self-Care and 
Composite Mobility measures will be 
weighted 1.5 times more than the other 
OASIS-based measures so that the 
maximum score for the two composite 
measures is the same as for the three 
functional OASIS-based measures that 
they are replacing (Improvement in 
Ambulation, Bathing and Bed 
Transferring). Under the revised 
weights, the two claims-based measures, 
which will collectively account for 35 
percent, will not be weighted equally. 
We are finalizing that the weight of the 
acute care hospitalization measure will 
be three times higher than that of the ED 
Use measure. Thus, its weight will be 
26.25 percent while the weight of the 
ED Use measure will be 8.75 percent for 
an HHA that reported on all measures. 
The HHCAHPS measures will account 
for 30 percent and each measure will be 
weighted equally. 


Table 50 also shows the number of 
HHAs that would have enough 
measures to receive a payment 
adjustment under each possible scoring 
scenario under both the current and 
revised weighting methodologies. Most 
of the HHAs that would no longer 
receive a payment adjustment with the 
changes finalized in this rule are those 
with no claims or HHCAHPS measures. 
With only OASIS measures, these HHAs 
are more impacted by the finalized 
policy to remove the two immunization 
measures and the finalized policy to 
replace three OASIS functional 
measures with the two composite 
measures. The number of HHAs without 
claims or HHCAHPS measures that 
would have enough OASIS-based 
measures to receive a payment 
adjustment would drop from 99 to 73 (a 
decrease of 26 HHAs), and the majority 
of these HHAs would be smaller HHAs 
(16 of the 26 HHAs). 
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TABLE 47: ADJUSTMENT DISTRIBUTION BY PERCENTILE LEVEL OF QUALITY TOTAL PERFORMANCE 
SCORE AT DIFFERENT MODEL PAYMENT ADJUSTMENT RATES (PERCENTAGE) 


Percentile 
Maximum 
Payment 
Adjustment 


Payment Adj. Distribution Percentage 10% 20% 30% 40% Median 60% 70% 80% 90% 


7% Payment Adj. For PY4 of the Model 7% -3.3% -2.4% -1.7% -0.9% -0.2% 0.5% 1.2% 2.2% 3.7% 


8% Payment Adj. For PY5 of the Model 8% -3.8% -2.8% -1.9% -1.0% -0.3% 0.5% 1.4% 2.5% 4.2% 
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TABLE 48: HHA COHORT PAYMENT ADJUSTMENT DISTRIBUTIONS BY STATE/COHORT 
[Based on a 7-percent payment adjustment] 


Number of Eligible HHAs Distribution of Percentage Change in Payment Adjustment 
Percentage Resulting From Finalized Changes 


State Cohort Current Simulated Change lOth 25th 50th 75th 90th 
Percentile Percentile Percentile Percentile Percentile 


All 1610 1579 31 -2.1% -1.0% -0.1% 0.9% 1.9% 
HHAs with no separate small HHA cohort 
AZ All 113 112 1 -2.7% -1.4% -0.1% 0.7% 1.8% 
MD All 51 50 1 -1.7% -0.6% -0.3% 0.9% 1.6% 
NC All 163 163 0 -1.6% -0.8% 0.0% 0.7% 1.9% 
TN All 122 122 0 -1.2% -0.7% 0.2% 0.8% 1.7% 
WA All 57 57 0 -1.3% -0.8% 0.0% 0.8% 2.0% 
Large-volume HHA Cohort in states with small cohort 
FL Large 706 703 3 -2.3% -1.2% -0.2% 1.0% 2.0% 
IA Large 99 97 2 -1.9% -1.2% -0.2% 0.8% 1.5% 
MA Large 123 119 4 -2.0% -1.1% -0.4% 0.5% 1.4% 
NE Large 45 45 0 -2.8% -0.9% -0.3% 0.6% 1.8% 
Small-volume HHA Cohort in states with small cohort 
FL Small 77 68 9 -2.5% -1.1% 0.1% 1.3% 2.9% 
IA Small 25 17 8 0.1% 1.3% 2.9% 4.4% 6.4% 
MA Small 15 12 3 -1.4% -0.5% 0.3% 1.5% 2.2% 
NE Small 14 14 0 -3.0% -1.0% 0.0% 1.2% 2.2% 







56619 
F


ed
eral R


egister
/V


ol. 83, N
o. 219


/T
u


esd
ay, N


ovem
ber 13, 2018


/R
u


les an
d


 R
egu


lation
s 


V
erD


ate S
ep<


11>
2014 


18:06 N
ov 09, 2018


Jkt 247001
P


O
 00000


F
rm


 00215
F


m
t 4701


S
fm


t 4725
E


:\F
R


\F
M


\13N
O


R
2.S


G
M


13N
O


R
2


ER13NO18.086</GPH>


amozie on DSK3GDR082PROD with RULES2


TABLE 49: PAYMENT ADJUSTMENT DISTRIBUTIONS BY CHARACTERISTICS FOR THE HHVBP MODEL 
[Based on a 7 -percent payment adjustment 1• 2] 


Distribution of Percentage Change in Payment Adjustment Percentage 
Number of Eligible HHAs Resulting From Finalized Changes 


lOth 25th 50th 75th 90th 
Cohort Current Simulated Change Percentile Percentile Percentile Percentile Percentile 


Facility size(# of patients) 
SmallHHA 136 117 19 -3.2% -1.6% -0.2% 1.1% 3.1% 
LargeHHA 1474 1462 12 -2.0% -1.0% -0.1% 0.9% 1.9% 


Percentage of Medicaid patients 
No Medicaid 749 743 6 -2.2% -1.1% -0.1% 0.9% 2.0% 
>0 and< 30% Medicaid 661 653 8 -1.7% -0.9% 0.0% 0.9% 1.9% 
30%+ Medicaid 200 183 17 -2.6% -1.4% -0.4% 0.6% 1.8% 


Patient acuity 
Low Acuity 403 384 19 -2.2% -1.0% -0.1% 1.0% 2.0% 
Medium Acuity 805 798 7 -1.8% -0.9% 0.0% 0.9% 1.9% 
High Acuity 402 397 5 -2.3% -1.3% -0.3% 0.9% 2.0% 


Percentage of rural beneficiaries 
None 1482 1458 24 -2.1% -1.1% -0.1% 0.9% 1.9% 
>0 and<90% 11 10 1 -4.1% -1.1% -0.4% 0.3% 1.7% 
>=90% 117 111 6 -1.7% -0.9% 0.2% 1.5% 2.7% 


Facility type and control 
Non-profit 310 308 2 -1.4% -0.8% 0.2% 1.0% 1.9% 
For profit 1191 1169 22 -2.2% -1.1% -0.2% 0.8% 1.9% 
Government 109 102 7 -1.9% -0.9% 0.0% 1.2% 2.7% 
Freestanding 1448 1419 29 -2.1% -1.1% -0.2% 0.9% 1.9% 
Facility-based 162 160 2 -1.2% -0.5% 0.2% 1.1% 2.0% 


I Rural beneficiaries identified based on the CBSA code reported on the cla1m. 
2 Acuity is based on the average case-mix weight for non-L UP A episodes. Low acuity is defined as the bottom 25% (among HHVBP model participants); mid-acuity is the middle 


50% and high acuity is the highest 25%. 
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TABLE 50: CURRENT AND FINALIZED WEIGHTS FOR INDIVIDUAL PERFORMANCE MEASURES FOR 
THE HHVBP MODEL 123 


Current Weights Finalized Weights: All Changes 


No No claims or No No claims or 
All Measures HHCAHPS No claims HHCAHPS All Measures HHCAHPS No claims HHCAHPS 


(n=l,026) (n=465) (n=20) (n=99) (n=l,026) (n=460) (n=20) (n=73) 
LargeHHAs 1023 382 20 49 1023 380 20 39 
SmallHHAs 3 83 0 50 3 80 0 34 
OASIS (35% weight)1 


Flu vaccine ever received2 6.25% 9.09% 7.14% 11.11% 0.00% 0.00% 0.00% 0.00% 
Pneumococcal vaccine" 6.25% 9.09% 7.14% 11.11% 0.00% 0.00% 0.00% 0.00% 
Improve Bathing' 6.25% 9.09% 7.14% 11.11% 0.00% 0.00% 0.00% 0.00% 
Improve Bed Transfer' 6.25% 9.09% 7.14% 11.11% 0.00% 0.00% 0.00% 0.00% 
Improve Ambu1ation 6.25% 9.09% 7.14% 11.11% 0.00% 0.00% 0.00% 0.00% 
Improve Oral Meds 6.25% 9.09% 7.14% 11.11% 5.00% 7.14% 7.69% 14.28% 
Improve Dyspnea 6.25% 9.09% 7.14% 11.11% 5.00% 7.14% 7.69% 14.28% 
Improve Pain 6.25% 9.09% 7.14% 11.11% 5.00% 7.14% 7.69% 14.28% 
Discharge to Community 6.25% 9.09% 7.14% 11.11% 5.00% 7.14% 7.69% 14.28% 
Composite self-care 0.00% 0.00% 0.00% 0.00% 7.50% 10.71% 11.53% 21.42% 
Composite mobility 0.00% 0.00% 0.00% 0.00% 7.50% 10.71% 11.53% 21.42% 
Total weight.for OASIS measures 56.25% 81.82% 64.26% 100.00% 35.00% 49.98% 53.82% 99.96% 
Claims (35% weight) 
Hospitalizations 6.25% 9.09% 0.00% 0.00% 26.25% 37.50% 0.00% 0.00% 
Outpatient ED 6.25% 9.09% 0.00% 0.00% 8.75% 12.50% 0.00% 0.00% 
Total weightfor claims measures 12.50% 18.18% 0.00% 0.00% 35.00% 50.00% 0.00% 0.00% 
HHCAHPS (30% weight) 
Care of patients 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Communication between provider and patient 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Discussion of specific care Issues 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Overall rating of care 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Willingness to recommend HHA to family or friends 6.25% 0.00% 7.14% 0.00% 6.00% 0.00% 9.23% 0.00% 
Total weight for HHCAHPS measures 31.25% 0.00% 35.70% 0.00% 30.00% 0.00% 46.15% 0.00% 


Notes: 
1 Under the finalized weights, the weights of the measure categories, when one category is removed, are based on the relative weight of each category when all measures are used. For example, if the 
two measure categories, Claims and OASIS, are expressed then each category represents 50% because each of these categories has the same weight (35%) when all3 categories are represented (the 
OASIS percentage is shown as 49.98% in Table 50 due to rounding). However, if only OASIS and HHCAHPS are expressed, OASIS represents 53.82% while HHCAHPS represents 46.15%, which 
represents the same relative proportion as 35% and 30%, the OASIS and HHCAHPS weights, respectively, when all three categories are present. 
2 The flu vaccine ever received and pneumococcal polysaccharide vaccine measures are finalized to be removed from the applicable measure set beginning in CY 2019/PY4. 
3 The Improvement in Bathing, Improvement in Bed Transfer and Improvement in Ambulation measures are finalized to be removed from the applicable measure set and replaced with the two new 
composite measures beginning in CY 2019/PY4. These new composite measures (Composite Self-Care and Composite Mobility) will be weighted 1.5 times more than the other OASIS-based measures 
so that the total weight for the functional-based OASIS measures is unchanged. 
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87 Based on the 2018 Medicare PFS these rates are 
$141.12 ($74.16 + 3 * $22.32) for Category 1, 


$224.28 ($176.76 + 3 * $15.84) for Category 2, and 
$239.76 ($144.72 + 3 * $31.68) for Category 3. 


3. HH QRP 
Failure to submit data required under 


section 1895(b)(3)(B)(v) of the Act with 
respect to a calendar year will result in 
the reduction of the annual home health 
market basket percentage increase 
otherwise applicable to a HHA for that 
calendar year by 2 percentage points. In 
section V.G. of this final rule with 
comment period, we revised our 
regulations at § 484.250(a) to clarify that 
not all OASIS data described in 
§ 484.55(b) and (d) are needed for 
purposes of complying with the 
requirements of the HH QRP. There are 
no changes in this final rule with 
comment period in our method for 
applying the 2 percentage point 
reduction to HHAs that fail to meet the 
HH QRP requirements. For the CY 2018 
annual payment update determination, 
1,311 of the 11,776 active Medicare- 
certified HHAs, or approximately 11.1 
percent, did not receive the full annual 
percentage increase. Information is not 
available to determine the precise 
number of HHAs that would not meet 
the requirements to receive the full 
annual percentage increase for the CY 
2019 payment determination. 


In section V.E. of this final rule with 
comment period, we are removing seven 
measures from the HH QRP: Depression 
Assessment Conducted, Diabetic Foot 
Care and Patient/Caregiver Education 
Implemented during All Episodes of 
Care, Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537), Pneumococcal 
Polysaccharide Vaccine Ever Received, 
Improvement in the Status of Surgical 


Wounds, Emergency Department Use 
without Hospital Readmission during 
the First 30 Days of HH (NQF #2505), 
and Rehospitalization during the First 
30 Days of HH (NQF #2380). Their 
associated burden decreases are for CY 
2020 because HHAs will no longer be 
required to submit data on these 
measures beginning CY 2020. As noted 
previously, section X. of this final rule 
with comment period provides a 
detailed description of the net decrease 
in burden associated with these changes 
in conjunction with the changes in 
burden that result from the 
implementation of the PDGM for CY 
2020. Due to the modifications to OASIS 
item collection as a result of the changes 
to the HH QRP and the changes to the 
HH PPS (PDGM), both effective on and 
after January 1, 2020; we estimate that 
this rule generates $60 million in 
annualized cost savings, or $46 million 
per year on an ongoing basis discounted 
at 7 percent relative to year 2016, over 
a perpetual time horizon beginning in 
CY 2020. 


4. Home Infusion Therapy Payment 


The following analysis applies to the 
Temporary Transitional Payment for 
Home Infusion Therapy as set forth in 
section 1834(u)(7) of the Act, as added 
by section 50401 of the BBA of 2018 
(Pub. L. 115–123), and accordingly, 
describes the impact for CY 2019 only. 
Table 51 represents the estimated 
increased Medicare costs of existing 
beneficiaries who are furnished DME 
and are currently using home infusion 
therapy services. We used CY 2017 data 


to identify beneficiaries with DME 
claims containing 1 of the 37 HCPCS 
codes identified in section 1834(u)(7)(C) 
of the Act, which are shown in column 
2. In column 3, 2017 claims were again 
used to determine the total weeks of 
care, which is the sum of weeks of care 
across all beneficiaries found in each 
category. Weeks of care for payment 
categories 1 and 3 are defined as the 
week of the last infusion drug or pump 
claim minus the week of the first 
infusion drug or pump claim plus one. 
For Category 2, we used the median 
number of weeks of care, 47, as many 
patients use immune globulin for the 
whole year. Column four assumes the 
initial week of care requires two nurse 
visits, and all subsequent weeks only 
require one visit, in order to estimate 
the total visits of care per category. In 
general, nursing visits for payment 
category 2, subcutaneous immune 
globulin (SCIG) administration, occur 
once per month; therefore, we assume 
the estimated number of visits for these 
patients is 12. The fifth column 
multiplies the volume of nurse visits 
across beneficiaries by the payment rate 
(using the 2018 Physician Fee Schedule 
amounts) in order to estimate the 
increased cost per each of the three 
infusion drug categories.87 At the time 
of publication, we did not have the 2019 
Physician Fee Schedule rate in order to 
complete our impact analysis; however, 
actual payments starting on January 1, 
2019 would be based on the Physician 
Fee Schedule amounts as specified in 
section 50401 of the BBA of 2018. 


Table 52 displays the estimated 
regional impacts using the beneficiary 
enrollment address reported in the 
Medicare Master Beneficiary Summary 


File. Table 53 displays impacts based on 
rural or urban designations. All 
beneficiaries identified had at least one 
applicable home infusion claim (claims 


with 1 of the 37 drug codes listed in 
section 1834(u)(7)(C) of the Act) in CY 
2017. Unknown beneficiaries were those 
without valid state and county 
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TABLE 52: ESTIMATED IMPACTS OF THE TEMPORARY TRANSITIONAL PAYMENT FOR HOME INFUSION 
THERAPY SERVICES BY REGION, CY 2019 


Total Estimated Costs in $ Estimated Medicare Costs 80% of Total in$ Estimated Beneficiary Costs 20% ofTotal in $l 
Number of Home Category Category Category Category Category Category Category Category Category 


Census Division Infusion Patients 1 2 3 Total 1 2 3 Total 1 2 3 Total 
New England 748 $,060, 799.04 906,988.32 266,373.36 2,234, 160.72 848,639.23 725,590.66 213,098.69 1,787,328.58 212,159.81 181,397.66 53,274.67 446,832.14 
Mid-Atlantic 3,620 2, 792,764.80 1,663,260.48 8,922,428.64 13,378,453.92 2,234,211.84 1,330,608.38 7,137,942.91 10,702,763.13 558,552.96 332,652.10 1 '784,485. 73 2,675,690.79 
East North Central 2,606 3,297,409.92 1,851,655.68 3,478,438.08 8,627,503.68 2,637,927.94 1,481,324.54 2,782,750.46 6,902,002.94 659,481.98 370,331.14 695,687.62 1,725,500.74 
West North Central 1,350 1,212,220.80 1,442,568.96 1,685,273.04 4,340,062.80 969,776.64 1,154,055.17 1,348,218.43 3,472,050.24 242,444.16 288,513.79 337,054.61 868,012.56 
South Atlantic 4,620 4,508,925.12 5, 178,176.64 4,685,150.16 14,372,251.92 3,607,140.10 4,142,541.31 3,748,120.13 11,497,801.54 901,785.02 1,035,635.33 937,030.03 2,87 4,450.38 
East South Central 1,267 1,363,219.20 1,647,112.32 693,625.68 3,703,957.20 1 ,090,575.36 1,317,689.86 554,900.54 2,963,165.76 272,643.84 329,422.46 138,725.14 740,791.44 
West South Central 1,796 2,616,082.56 1,924,322.40 973,185.84 5,513,590.80 2,092,866.05 1,539,457.92 778,548.67 4,410,872.64 523,216.51 384,864.48 194,637.17 1,102,718.16 
Mountain 888 994,896.00 1,474,865.28 297,062.64 2,766,823.92 795,916.80 1 '179,892.22 237,650.11 2,213,459.13 198,979.20 294,973.06 59,412.53 553,364.79 
Pacific 1,821 1 ,983, 723.84 1,937,779.20 1,917,600.48 5,839,103.52 1 ,586,979.07 1,550,223.36 1,534,080.38 4,671 ,282.81 396,744.77 387,555.84 383,520.10 1,167,820.71 
Other 70 27,800.64 40,370.40 104,775.12 172,946.16 22,240.51 32,296.32 83,820.10 138,356.93 5,560.13 8,074.08 20,955.02 34,589.23 


Total 18,786 19,857,841.92 18,067,099.68 23,023,913.04 60,948,854.64 15,886,273.54 14,453,679.74 18,419,130.42 48,759,083.70 3,971,568.38 3,613,419.94 4,604,782.62 12,189,770.94 
Source: CY 2017 Medicare DME claims data as of June 30, 2018 containing HCPCS codes equal to one of the 37 codes listed in BBA of 2018. 
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TABLE 53: ESTIMATED URBAN/RURAL IMPACTS OF THE TEMPORARY TRANSITIONAL PAYMENT FOR HOME 
INFUSION THERAPY SERVICES, CY 2019 


Total Estimated Costs Estimated Medicare Costs 80% ofT otal Estimated Beneficia Costs 20'!. ofT otal 
CBSA Urban/Rural Number of Home Category Category Category Total Category Category Category Total Category Category Category Total 


Infusion Patients 1 2 3 1 2 3 1 2 3 
Urban 15,369 $16,398,144.00 $15,399,961.92 $17,966,655.36 $49,764,761.28 $13,118,515.20 $12,319,969.54 $14,373,324.29 $39 811,809.03 $3,279,628.80 $3,079,992.38 $3,593,331.07 $9 952 952.25 
Rural 3,367 $3,441,634.56 $2,626,767.36 $5,019,855.12 $11 088,257.04 $2,753,307.65 $2,101,413.89 $4,015,884.10 $8,870,605.64 $688,326.91 $525,353.47 $1,003,971.02 $2 217,651.40 


Unknown 50 $18,063.36 $40,370.40 $37,402.56 $95,836.32 $14,450.69 $32,296.32 $29,922.05 $76,669.06 $3,612.67 $8,074.08 $7,480.51 $19,167.26 
Total 18,786 $19,857,841.92 $18,067,099.68 $23,023,913.04 $60,948,854.64 $15,886,273.54 $14,453,679.75 $18,419,130.44 $48,759,083.73 $3,971,568.38 $3,613,419.93 $4,604,782.60 $12,189,770.91 


Source: CY 2017 Medicare DME claims data as of June 30, 2018 containing HCPCS codes equal to one of the 37 codes listed in BBA of 2018.</PHOTO> 
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E. Alternatives Considered 


1. HH PPS 


a. HH PPS for CY 2019 


Section 1895(b)(3)(B) of the Act 
requires that the standard prospective 
payment amounts for CY 2019 be 
increased by a factor equal to the 
applicable HH market basket update for 
those HHAs that submit quality data as 
required by the Secretary. For CY 2019, 
Section 1895(b)(3)(B)(vi) of the Act 
requires that the market basket update 
under the HHA prospective payment 
system be adjusted by changes in 
economy-wide productivity. The 0.8 
percentage point multifactor 
productivity adjustment to the CY 2019 
home health market basket update of 3.0 
percent, is discussed in the preamble of 
this final rule with comment period and 
is not discretionary as it is a 
requirement in section 
1895(b)(3)(B)(vi)(I) of the Act. 


We considered not rebasing the home 
health market basket. However, we 
believe that it is desirable to rebase the 
home health market basket periodically 
so that the cost category weights reflect 
changes in the mix of goods and 
services that HHAs purchase in 
furnishing home health care. In 
addition, we considered not 
implementing the revision to the labor- 
related share of 76.1 percent in a budget 
neutral manner. However, we believe it 
is more prudent to implement the 
revision to the labor-related share in a 
manner that does not increase or 
decrease budgetary expenditures. 


With regards to payments made under 
the HH PPS for high-cost outlier 
episodes of care (that is, episodes of care 
with unusual variations in the type or 
amount of medically necessary care), we 
did not consider maintaining the 
current FDL ratio of 0.55. As discussed 
in section III.E.3. of this final rule with 
comment period, we revise the FDL 
ratio to 0.51. Simulations using CY 2017 
claims data and the CY 2019 HH PPS 
payment rates resulted in an estimated 
2.32 percent of total HH PPS payments 
being paid as outlier payments using the 
existing methodology for calculating the 
cost of an episode of care. The FDL ratio 
and the loss-sharing ratio must be 
selected so that the estimated outlier 
payments do not exceed the 2.5 percent 
of total HH PPS payments (as required 
by section 1895(b)(5)(A) of the Act). 
Therefore, lowering the FDL ratio 
results in 2.32% in outlier payments 
that rises closer to but does not exceed 
the 2.5% in total outlier payments. We 
did not consider proposing a change to 
the loss sharing ratio (0.80) in order for 
the HH PPS to remain consistent with 


payment for high-cost outliers in other 
Medicare payment systems (for 
example, IRF PPS, IPPS, etc.) 


b. HH PPS for CY 2020 (PDGM) 
For CY 2020, we did not consider 


alternatives to changing the unit of 
payment from 60 days to 30 days, 
eliminating the use of therapy 
thresholds for the case-mix adjustment, 
and requiring the revised payments to 
be budget neutral. Section 51001 of the 
BBA of 2018 requires the change in the 
unit of payment from 60 days to 30 days 
to be made in a budget neutral manner 
and mandates the elimination of the use 
of therapy thresholds for case-mix 
adjustment purposes. The BBA of 2018 
also requires these measures to be 
implemented on January 1, 2020 and 
that we make assumptions about 
behavior changes that could occur as a 
result of the implementation of the 30- 
day unit of payment and as a result of 
the case-mix adjustment factors that are 
implemented in CY 2020 in calculating 
a 30-day payment amount for CY 2020 
in a budget neutral manner. 


Alternatives to making 19 current 
OASIS items (48 data elements) optional 
at the FU time point as outlined in 
section X. of this final rule with 
comment period, would be to either not 
implement the case-mix adjustment 
methodology changes under the PDGM 
or to continue collecting the 19 current 
OASIS items at the FU time point, even 
though they would not be used to case- 
mix adjust payments under the PDGM. 
Similarly, an alternative to adding 
collection of two current OASIS items 
(10 data elements) at the FU time point 
as discussed in section X. of this final 
rule with comment period would be to 
either not adopt the PDGM or not to 
include the two current OASIS items 
(M1800 and M1033) as part of the case- 
mix adjustment methodology under the 
PDGM. As noted previously, we did not 
consider not implementing the case-mix 
methodology changes under the PDGM 
as a new case-mix adjustment 
methodology is required to be 
implemented in accordance with 
section 51001 of the BBA of 2018, 
which mandates the elimination of the 
use of therapy thresholds for case-mix 
adjustment purposes by January 1, 2020. 
We believe that continuing to require 
HHAs to report responses for the 19 
current OASIS items at the FU time 
point that are no longer needed for case- 
mix adjustment purposes under the 
PDGM results in unnecessary burden for 
HHAs. While requiring HHAs to report 
responses for two current OASIS items 
at the FU time point results in a small 
increase in burden if CMS were to not 
make 19 current OASIS items optional 


at the FU time point, those two OASIS 
items (M1800 and M1033) are correlated 
with increases in resource use and are 
used to determine the patient’s 
functional impairment level under the 
HHGM, thus they are important for case- 
mix adjustment purposes in order to 
ensure accurate payments to HHAs 
under the PDGM. 


We considered whether to continue 
using the wage-weighted minutes of 
care (WWMC) approach to estimate 
resource use under the PDGM, as 
described in section III.F.2. of this final 
rule with comment period. Although the 
relationship in relative costs between 
the WWMC approach and the cost-per- 
minute plus non-routine supplies 
(CPM+NRS) approach is very similar 
(correlation coefficient equal to 0.8512), 
the WWMC approach does not as evenly 
weight skilled nursing costs relative to 
therapy costs as evidenced in the cost 
report data and would require us to 
maintain a separate case-mix adjustment 
mechanism for NRS. If we were to 
maintain the current WWMC approach, 
skilled nursing and therapy costs would 
not be as evenly weighted and a certain 
level of complexity in calculating 
payments under the HH PPS would 
persist as we would need to continue 
with the current method of case-mix 
adjusting NRS payments separate from 
service costs (that is, skilled nursing, 
physical therapy, occupational therapy, 
speech-language pathology, home health 
aide, and medical social services) under 
the HH PPS. 


In this final rule with comment period 
and to begin in CY 2020, we considered 
proposing a phase-out of the split 
percentage payment approach by 
reducing the percentage of the upfront 
payment over a period of time and 
requiring a notice of admission (NOA) 
to be submitted upon full elimination of 
the split-percentage payment. However, 
we wanted to take the opportunity in 
this year’s rule to more clearly signal 
our intent to potentially eliminate the 
split percentage payment approach over 
time as a reduced timeframe for the unit 
of payment (30 days rather than 60 
days) is now required in statute. Given 
that existing HHAs (certified with 
effective dates prior to January 1, 2019) 
would need to adapt to changes in cash 
flow with the elimination of the split 
percentage payment approach, we hope 
to receive additional feedback on the 
timeframes for a phase-out of the split 
percentage payment approach and 
whether there is a need for an NOA 
upon completion of a phase-out of the 
split percentage payment approach that 
we can take into consideration for 
potential future rulemaking. 
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2. HHVBP Model 


We considered various alternatives to 
our proposals for the HHVBP Model. 
For the vaccination measures, we 
considered continuing to include them 
in the applicable measure set instead of 
removing them. However, for the 
reasons discussed in section IV of this 
final rule with comment period, we are 
finalizing our proposal to remove the 
two vaccination measures beginning 
with PY4. 


With regard to our proposal to replace 
three OASIS-based measures with two 
composite measures, we also considered 
making no changes to the OASIS-based 
measures category. 


Another alternative to this proposal 
would be to finalize one but not both 
composite measures. We discussed in 
the proposed rule the proposed scoring 
that would apply if we adopted this 
alternative. However, for the reasons 
discussed in section IV.B of this final 
rule with comment period, we are 
finalizing the replacement of the three 
OASIS-based measures with the two 
new composite measures. 


An alternative to rescoring the 
maximum improvement points from 10 
points to 9 points would be to keep the 
current scoring methodology. However, 
for the reasons discussed in section IV.B 
in this final rule with comment period, 
we are finalizing our proposal to rescore 
the maximum improvement points from 
10 points to 9 points (or 13.5 points for 
the composite measures). 


An alternative to reweighting the 
OASIS-based, claims-based and 
HHCAHPS measure categories would be 
to keep the current equally weighted 
methodology. For the reasons discussed 
in section IV.B of this final rule with 
comment period, we are finalizing 
reweighting of the OASIS-based 
measure category to 35 percent, the 
claims-based measure category to 35 
percent and the HHCAHPS measure 
category to 30 percent in order to 


encourage increased focus on the 
claims-based measures. 


3. HH QRP 
An alternative to removing seven 


measures from the HH QRP (Depression 
Assessment Conducted, Diabetic Foot 
Care and Patient/Caregiver Education 
Implemented during All Episodes of 
Care, Multifactor Fall Risk Assessment 
Conducted For All Patients Who Can 
Ambulate (NQF #0537), Pneumococcal 
Polysaccharide Vaccine Ever Received, 
Improvement in the Status of Surgical 
Wounds, Emergency Department Use 
without Hospital Readmission during 
the First 30 Days of HH (NQF #2505), 
Rehospitalization during the First 30 
Days of HH (NQF #2380)), as discussed 
in section V.E. of this final rule with 
comment period, would have been to 
retain these measures in the HH QRP. 


4. Home Infusion Therapy 


a. Health and Safety Standards 
We considered establishing additional 


health and safety requirements related 
to patient assessment, infection control 
and quality improvement. However, 
according to the home infusion therapy 
supplier industry, and our research, we 
believe there are already some AOs that 
include requirements related to patient 
assessment, quality improvement, and 
infection control. To the extent that we 
subsequently determine that federal 
standards are necessary, we will 
propose them in subsequent notice and 
comment rulemaking. 


b. Payment 
We did not consider alternatives to 


implementing the home infusion 
therapy benefit for CY 2019 and 2020 
because section 1834(u)(7) of the Act 
requires the Secretary to provide a 
temporary transitional payment to 
eligible home infusion therapy suppliers 
for items and services associated with 
the furnishing of transitional home 
infusion drugs. 


c. Accreditation of Qualified Home 
Infusion Therapy Suppliers 


AOs that accredit home infusion 
therapy suppliers must become 
accredited by an AO designated by the 
Secretary. In these options, we have 
attempted to minimize the burden of 
accreditation on home infusion therapy 
suppliers, which include approving 
home infusion therapy AOs that 
consider the unique needs of small 
home infusion therapy suppliers. Also, 
it is likely that the surveys of home 
infusion therapy suppliers would be 
performed as a desk review instead of 
an onsite survey. Doing a desk audit 
survey would prevent the travel time 
and cost that is required when the AO 
has to send a survey team to the home 
infusion therapy supplier’s location to 
perform an onsite survey. 


F. Accounting Statement and Tables 


As required by OMB Circular A–4 
(available at http://
www.whitehouse.gov/omb/circulars_
a004_a-4), in Table 54, we have 
prepared an accounting statement 
showing the classification of the 
transfers and costs associated with the 
CY 2019 HH PPS provisions of this rule. 
For CY 2020, due to the section 51001(a) 
of the BBA of 2018 requirement that the 
transition to the 30-day unit of payment 
be budget neutral, Table 55 displays a 
transfer of zero. Table 56 provides our 
best estimates of the changes to OASIS 
item collection as a result of the 
implementation of the PDGM and 
changes to the HH QRP. Table 57 
provides our best estimate of the 
increase in Medicare payments to home 
infusion therapy suppliers related to the 
temporary transitional payment for 
home infusion therapy in CY 2019. 
Table 58 provides our best estimate of 
cost of AO compliance with our home 
infusion the Infusion Therapy 
application requirements. 
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BILLING CODE 4120–01–C 


G. Regulatory Reform Analysis Under 
E.O. 13771 


Executive Order 13771, entitled 
‘‘Reducing Regulation and Controlling 
Regulatory Costs,’’ was issued on 
January 30, 2017 and requires that the 
costs associated with significant new 
regulations ‘‘shall, to the extent 
permitted by law, be offset by the 
elimination of existing costs associated 
with at least two prior regulations.’’ 
Details on the estimated costs of this 
final rule with comment period, 
including limitations on the ability thus 
far to quantify some categories of 
impacts, can be found in the rule’s 
economic analysis. This final rule with 
comment period is considered an E.O. 
13771 deregulatory action. Details on 
the estimated cost savings of this final 
rule with comment period can be found 
in the rule’s PRA and economic 
analysis. Due to the modifications to 
OASIS item collection as a result of the 
changes to the HH QRP and the changes 


to the HH PPS (PDGM), both effective 
on and after January 1, 2020, we 
estimate that this rule generates $60 
million in annualized cost savings, or 
$46 million per year on an ongoing basis 
discounted at 7 percent relative to year 
2016, over a perpetual time horizon 
beginning in CY 2020. 


H. Conclusion 


1. HH PPS 


a. HH PPS for CY 2019 


In conclusion, we estimate that the 
net impact of the HH PPS policies in 
this rule is an increase of 2.2 percent, or 
$420 million, in Medicare payments to 
HHAs for CY 2019. The $420 million 
increase reflects the effects of the CY 
2019 home health payment update of 
2.2 percent ($420 million increase), a 
0.1 percent increase in payments due to 
decreasing the FDL ratio in order to 
target to pay no more than 2.5 percent 
of total payments as outlier payments 
($20 million increase), and a ¥0.1 


percent decrease in CY 2019 payments 
due to the new rural add-on policy 
mandated by the BBA of 2018 ($20 
million decrease). 


b. HH PPS for CY 2020 (PDGM) 


In conclusion, we estimate that 
Medicare payments to HHAs for CY 
2020 will remain the same compared to 
CY 2019 as a result of the 
implementation of the PDGM. Section 
51001(a) of the BBA of 2018 requires the 
Secretary to implement the 30-day unit 
of payment in a budget-neutral manner. 


2. OASIS Changes Related to the HH 
QRP and HH PPS (PDGM) for CY 2020 


In conclusion, we estimate that the 
changes to OASIS item collection as a 
result of the changes to the HH QRP and 
the changes to the HH PPS (PDGM), 
both effective on and after January 1, 
2020, would result in a net $60 million 
in annualized cost savings, discounted 
at 7 percent relative to year 2016, over 
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a perpetual time horizon beginning in 
CY 2020. 


In conclusion, due to the 
modifications to OASIS item collection 
as a result of the changes to the HH QRP 
and the changes to the HH PPS (PDGM), 
both effective on and after January 1, 
2020, we estimate that this rule 
generates $60 million in annualized cost 
savings, or $46 million per year on an 
ongoing basis discounted at 7 percent 
relative to year 2016, over a perpetual 
time horizon beginning in CY 2020. 


4. Home Infusion Therapy 


a. Health and Safety Standards 


In summary, the health and safety 
standards would not have any economic 
impact on home infusion therapy 
suppliers or accreditation organizations. 


b. Payment 


In conclusion, we estimate that the 
net impact of the temporary transitional 
payment to eligible home infusion 
suppliers for items and services 
associated with the furnishing of 
transitional home infusion drugs would 
result in approximately $48 million in 
additional Medicare payments to home 
infusion suppliers in CY 2019. 


c. Accreditation of Qualified Home 
Infusion Therapy Suppliers 


In summary, AOs that accredit HIT 
suppliers must become accredited by an 
AO designated by the Secretary. In these 
options, we have attempted to minimize 
the burden of accreditation on HIT 
suppliers, which include approving 
AOs that consider the unique needs of 
small HIT suppliers. Also, it is likely 
that the surveys of HIT suppliers will be 
performed as a desk review instead of 
an onsite survey. Doing a desk audit 
survey would prevent the travel time 
and cost that is required when the AO 
has to send a survey team to the HIT 
supplier’s location to perform an onsite 
survey. 


This analysis, together with the 
remainder of this preamble, provides an 
initial Regulatory Flexibility Analysis. 


In accordance with the provisions of 
Executive Order 12866, this finalized 
rule was reviewed by the Office of 
Management and Budget. 


List of Subjects 


42 CFR Part 409 


Health facilities, Medicare. 


42 CFR Part 424 


Emergency medical services, Health 
facilities, Health professions, Medicare, 
Reporting and recordkeeping 
requirements. 


42 CFR Part 484 
Health facilities, Health professions, 


Medicare, Reporting and recordkeeping 
requirements. 


42 CFR Part 486 
Grant programs-health, Health 


facilities, Medicare, Reporting and 
recordkeeping requirements, X-rays. 


42 CFR Part 488 
Administrative practice and 


procedure, Health facilities, Medicare, 
Reporting and recordkeeping 
requirements. 


For the reasons set forth in the 
preamble, the Centers for Medicare & 
Medicaid Services amends 42 CFR 
chapter IV as set forth below: 


PART 409—HOSPITAL INSURANCE 
BENEFITS 


■ 1. The authority citation for part 409 
is revised to read as follows: 


Authority: 42 U.S.C. 1302 and 1395hh. 


§ 409.43 [Amended] 


■ 2. Section 409.43 is amended— 
■ a. By removing paragraph (c)(2); 
■ b. By resignating paragraphs (c)(3) and 
(4) as paragraphs (c)(2) and (3); 
■ c. In newly redesignated paragraph 
(c)(2)(ii) by removing the phrase ‘‘for 
services is submitted for the final 
percentage prospective payment’’ and 
adding in its place the phrase ‘‘(for 
episodes beginning on or before 
December 31, 2019) or 30-day period 
(for periods beginning on or after 
January 1, 2020) is submitted’’; and 
■ d. In paragraph (e)(1)(iii) by removing 
the phrase ‘‘during the 60-day episode’’ 
and adding in its place the phrase 
‘‘within 60 days’’. 
■ 3. Section 409.46 is amended by 
adding paragraph (e) to read as follows: 


§ 409.46 Allowable administrative costs. 


* * * * * 
(e) Remote patient monitoring. 


Remote patient monitoring is defined as 
the collection of physiologic data (for 
example, ECG, blood pressure, or 
glucose monitoring) digitally stored and 
transmitted by the patient or caregiver 
or both to the home health agency. If 
remote patient monitoring is used by the 
home health agency to augment the care 
planning process, the costs of the 
equipment, set-up, and service related 
to this system are allowable only as 
administrative costs. Visits to a 
beneficiary’s home for the sole purpose 
of supplying, connecting, or training the 
patient on the remote patient 
monitoring equipment, without the 
provision of a skilled service are not 
separately billable. 


PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 


■ 4. The authority citation for part 424 
continues to read as follows: 


Authority: 42 U.S.C. 1302 and 1395hh. 


■ 5. Section 424.22 is amended by 
revising paragraphs (b)(2) and (c) to read 
as follows: 


§ 424.22 Requirements for home health 
services. 


* * * * * 
(b) * * * 
(2) Content and basis of 


recertification. As a condition for 
payment of home health services under 
Medicare Part A or Medicare Part B, if 
there is a continuing need for home 
health services, a physician must 
recertify the patient’s continued 
eligibility for the home health benefit as 
outlined in sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act, as set forth in 
paragraph (a)(1) of this section, and as 
specified in paragraphs (b)(2)(i) and (ii) 
of this section. 


(i) Need for occupational therapy may 
be the basis for continuing services that 
were initiated because the individual 
needed skilled nursing care or physical 
therapy or speech therapy. 


(ii) If a patient’s underlying condition 
or complication requires a registered 
nurse to ensure that essential non- 
skilled care is achieving its purpose, 
and necessitates a registered nurse be 
involved in the development, 
management, and evaluation of a 
patient’s care plan, the physician must 
include a brief narrative describing the 
clinical justification of this need. If the 
narrative— 


(A) Is part of the recertification form, 
then the narrative must be located 
immediately prior to the physician’s 
signature. 


(B) Exists as an addendum to the 
recertification form, in addition to the 
physician’s signature on the 
recertification form, the physician must 
sign immediately following the 
narrative in the addendum. 


(c) Determining patient eligibility for 
Medicare home health services. (1) 
Documentation in the certifying 
physician’s medical records or the 
acute/post-acute care facility’s medical 
records (if the patient was directly 
admitted to home health) or both must 
be used as the basis for certification of 
the patient’s eligibility for home health 
as described in paragraphs (a)(1) and (b) 
of this section. Documentation from the 
HHA may also be used to support the 
basis for certification of home health 
eligibility, but only if the following 
requirements are met: 
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(i) The documentation from the HHA 
can be corroborated by other medical 
record entries in the certifying 
physician’s medical record for the 
patient or the acute/post-acute care 
facility’s medical record for the patient 
or both, thereby creating a clinically 
consistent picture that the patient is 
eligible for Medicare home health 
services. 


(ii)(A) The certifying physician signs 
and dates the HHA documentation 
demonstrating that the documentation 
from the HHA was considered when 
certifying patient eligibility for 
Medicare home health services. 


(B) HHA documentation can include, 
but is not limited to, the patient’s plan 
of care required under § 409.43 of this 
chapter, or the initial or comprehensive 
assessment of the patient required under 
§ 484.55 of this chapter. 


(2) The documentation must be 
provided upon request to review entities 
or CMS or both. If the documentation 
used as the basis for the certification of 
eligibility is not sufficient to 
demonstrate that the patient is or was 
eligible to receive services under the 
Medicare home health benefit, payment 
is not rendered for home health services 
provided. 
* * * * * 


PART 484—HOME HEALTH SERVICES 


■ 6. The authority citation for part 484 
is revised to read as follows: 


Authority: 42 U.S.C. 1302 and 1395hh 
unless otherwise indicated. 
■ 7. Section 484.202 is amended by 
revising the definitions of ‘‘Rural area’’ 
and ‘‘Urban area’’ to read as follows: 


§ 484.202 Definitions. 


* * * * * 
Rural area means an area defined in 


§ 412.64(b)(1)(ii)(C) of this chapter. 
Urban area means an area defined in 


§ 412.64(b)(1)(ii)(A) and (B) of this 
chapter. 
■ 8. Section 484.205 is revised to read 
as follows: 


§ 484.205 Basis of payment. 
(a) Method of payment. An HHA 


receives a national, standardized 
prospective payment amount for home 
health services previously paid on a 
reasonable cost basis (except the 
osteoporosis drug defined in section 
1861(kk) of the Act) as of August 5, 
1997. The national, standardized 
prospective payment is determined in 
accordance with § 484.215. 


(b) Unit of payment—(1) Episodes 
before December 31, 2019. For episodes 
beginning on or before December 31, 
2019, an HHA receives a unit of 


payment equal to a national, 
standardized prospective 60-day 
episode payment amount. 


(2) Periods on or after January 1, 
2020. For periods beginning on or after 
January 1, 2020, a HHA receives a unit 
of payment equal to a national, 
standardized prospective 30-day 
payment amount. 


(c) OASIS data. A HHA must submit 
to CMS the OASIS data described at 
§ 484.55(b) and (d) in order for CMS to 
administer the payment rate 
methodologies described in §§ 484.215, 
484.220, 484. 230, 484.235, and 484.240. 


(d) Payment adjustments. The 
national, standardized prospective 
payment amount represents payment in 
full for all costs associated with 
furnishing home health services and is 
subject to the following adjustments and 
additional payments: 


(1) A low-utilization payment 
adjustment (LUPA) of a predetermined 
per-visit rate as specified in § 484.230. 


(2) A partial payment adjustment as 
specified in § 484.235. 


(3) An outlier payment as specified in 
§ 484.240. 


(e) Medical review. All payments 
under this system may be subject to a 
medical review adjustment reflecting 
the following: 


(1) Beneficiary eligibility. 
(2) Medical necessity determinations. 
(3) Case-mix group assignment. 
(f) Durable medical equipment (DME) 


and disposable devices. DME provided 
as a home health service as defined in 
section 1861(m) of the Act is paid the 
fee schedule amount. Separate payment 
is made for ‘‘furnishing NPWT using a 
disposable device,’’ as that term is 
defined in § 484.202, and is not 
included in the national, standardized 
prospective payment. 


(g) Split percentage payments. 
Normally, there are two payments 
(initial and final) paid for an HH PPS 
unit of payment. The initial payment is 
made in response to a request for 
anticipated payment (RAP) as described 
in paragraph (h) of this section, and the 
residual final payment is made in 
response to the submission of a final 
claim. Split percentage payments are 
made in accordance with requirements 
at § 409.43(c) of this chapter. 


(1) Split percentage payments for 
episodes beginning on or before 
December 31, 2019—(i) Initial and 
residual final payments for initial 
episodes on or before December 31, 
2019. (A) The initial payment for initial 
episodes is paid to an HHA at 60 
percent of the case-mix and wage- 
adjusted 60-day episode rate. 


(B) The residual final payment for 
initial episodes is paid at 40 percent of 


the case-mix and wage-adjusted 60-day 
episode rate. 


(ii) Initial and residual final payments 
for subsequent episodes before 
December 31, 2019. (A) The initial 
payment for subsequent episodes is paid 
to an HHA at 50 percent of the case-mix 
and wage-adjusted 60-day episode rate. 


(B) The residual final payment for 
subsequent episodes is paid at 50 
percent of the case-mix and wage- 
adjusted 60-day episode rate. 


(2) Split percentage payments for 
periods beginning on or after January 1, 
2020—(i) Initial and residual final 
payments for initial periods beginning 
on or after January 1, 2020. (A) The 
initial payment for initial 30-day 
periods is paid to an HHA at 60 percent 
of the case-mix and wage-adjusted 30- 
day payment rate. 


(B) The residual final payment for 
initial 30-day periods is paid at 40 
percent of the case-mix and wage- 
adjusted 30-day payment rate. 


(ii) Initial and residual final payments 
for subsequent periods beginning on or 
after January 1, 2020. (A) The initial 
payment for subsequent 30-day periods 
is paid to an HHA at 50 percent of the 
case-mix and wage-adjusted 30-day 
payment rate. 


(B) The residual final payment for 
subsequent 30-day periods is paid at 50 
percent of the case-mix and wage- 
adjusted 30-day payment rate. 


(iii) Split percentage payments on or 
after January 1, 2019. Split percentage 
payments are not made to HHAs that are 
certified for participation in Medicare 
effective on or after January 1, 2019. An 
HHA that is certified for participation in 
Medicare effective on or after January 1, 
2019 receives a single payment for a 30- 
day period of care after the final claim 
is submitted. 


(h) Requests for anticipated payment 
(RAP). (1) HHAs that are certified for 
participation in Medicare effective by 
December 31, 2018 submit requests for 
anticipated payment (RAPs) to request 
the initial split percentage payment as 
specified in paragraph (g) of this 
section. HHAs that are certified for 
participation in Medicare effective on or 
after January 1, 2019 are still required to 
submit RAPs although no split 
percentage payments are made in 
response to these RAP submissions. The 
HHA can submit a RAP when all of the 
following conditions are met: 


(i) After the OASIS assessment 
required at § 484.55(b)(1) and (d) is 
complete, locked or export ready, or 
there is an agency-wide internal policy 
establishing the OASIS data is finalized 
for transmission to the national 
assessment system. 
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(ii) Once a physician’s verbal orders 
for home care have been received and 
documented as required at §§ 484.60(b) 
and 409.43(d) of this chapter. 


(iii) A plan of care has been 
established and sent to the physician as 
required at § 409.43(c) of this chapter. 


(iv) The first service visit under that 
plan has been delivered. 


(2) A RAP is based on the physician 
signature requirements in § 409.43(c) of 
this chapter and is not a Medicare claim 
for purposes of the Act (although it is a 
‘‘claim’’ for purposes of Federal, civil, 
criminal, and administrative law 
enforcement authorities, including but 
not limited to the following: 


(i) Civil Monetary Penalties Law (as 
defined in 42 U.S.C. 1320a–7a(i)(2)). 


(ii) The Civil False Claims Act (as 
defined in 31 U.S.C. 3729(c)). 


(iii) The Criminal False Claims Act 
(18 U.S.C. 287)). 


(iv) The RAP is canceled and 
recovered unless the claim is submitted 
within the greater of 60 days from the 
end date of the appropriate unit of 
payment, as defined in paragraph (b) of 
this section, or 60 days from the 
issuance of the RAP. 


(3) CMS has the authority to reduce, 
disprove, or cancel a RAP in situations 
when protecting Medicare program 
integrity warrants this action. 


§ 484.210 [Removed and Reserved] 


■ 9. Section 484.210 is removed and 
reserved. 
■ 10. Section 484.215 is amended— 
■ a. By revising the section heading; 
■ b. In paragraph (d) introductory text 
by removing the phrase ‘‘CMS calculates 
the’’ and adding in its place the phrase 
‘‘For episodes beginning on or before 
December 31, 2019, CMS calculates 
the’’; and 
■ c. By adding paragraph (f). 


The revision and addition reads as 
follows: 


§ 484.215 Initial establishment of the 
calculation of the national, standardized 
prospective payment rates. 
* * * * * 


(f) For periods beginning on or after 
January 1, 2020, a national, 
standardized prospective 30-day 
payment rate applies. The national, 
standardized prospective 30-day 
payment rate is an amount determined 
by the Secretary, as subsequently 
adjusted in accordance with § 484.225. 
■ 11. Section 484.220 is amended— 
■ a. By revising the section heading and 
introductory text; and 
■ b. In paragraph (a) introductory text 
by removing the phrase ‘‘national 
prospective 60-day episode’’ and adding 
in its place the phrase ‘‘national, 
standardized prospective’’. 


The revisions read as follows: 


§ 484.220 Calculation of the case-mix and 
wage area adjusted prospective payment 
rates. 


CMS adjusts the national, 
standardized prospective payment rates 
as referenced in § 484.215 to account for 
the following: 
* * * * * 
■ 12. Section 484.225 is amended— 
■ a. By revising the section heading and 
paragraph (a); 
■ b. In paragraphs (b) and (c) by 
removing the phrase ‘‘national 
prospective 60-day episode’’ and adding 
in its place the phrase ‘‘national, 
standardized prospective’’; and 
■ c. By adding paragraph (d). 


The revision and addition reads as 
follows: 


§ 484.225 Annual update of the unadjusted 
national, standardized prospective payment 
rates. 


(a) CMS annually updates the 
unadjusted national, standardized 
prospective payment rate on a calendar 
year basis (in accordance with section 
1895(b)(1)(B) of the Act). 
* * * * * 


(d) For CY 2020, the national, 
standardized prospective 30-day 
payment amount is an amount 
determined by the Secretary. CMS 
annually updates this amount on a 
calendar year basis in accordance with 
paragraphs (a) through (c) of this 
section. 
■ 13. Section 484.230 is revised to read 
as follows: 


§ 484.230 Low-utilization payment 
adjustments. 


(a) For episodes beginning on or 
before December 31, 2019, an episode 
with four or fewer visits is paid the 
national per-visit amount by discipline 
determined in accordance with 
§ 484.215(a) and updated annually by 
the applicable market basket for each 
visit type, in accordance with § 484.225. 


(1) The national per-visit amount is 
adjusted by the appropriate wage index 
based on the site of service of the 
beneficiary. 


(2) An amount is added to the low- 
utilization payment adjustments for 
low-utilization episodes that occur as 
the beneficiary’s only episode or initial 
episode in a sequence of adjacent 
episodes. 


(3) For purposes of the home health 
PPS, a sequence of adjacent episodes for 
a beneficiary is a series of claims with 
no more than 60 days without home 
care between the end of one episode, 
which is the 60th day (except for 
episodes that have been PEP-adjusted), 
and the beginning of the next episode. 


(b) For periods beginning on or after 
January 1, 2020, an HHA receives a 
national 30-day payment of a 
predetermined rate for home health 
services, unless CMS determines at the 
end of the 30-day period that the HHA 
furnished minimal services to a patient 
during the 30-day period. 


(1) For each payment group used to 
case-mix adjust the 30-day payment 
rate, the 10th percentile value of total 
visits during a 30-day period of care is 
used to create payment group specific 
thresholds with a minimum threshold of 
at least 2 visits for each case-mix group. 


(2) A 30-day period with a total 
number of visits less than the threshold 
is paid the national per-visit amount by 
discipline determined in accordance 
with § 484.215(a) and updated annually 
by the applicable market basket for each 
visit type, in accordance with § 484.225. 


(3) The national per-visit amount is 
adjusted by the appropriate wage index 
based on the site of service for the 
beneficiary. 


(c) An amount is added to low- 
utilization payment adjustments for 
low-utilization periods that occur as the 
beneficiary’s only 30-day period or 
initial 30-day period in a sequence of 
adjacent periods of care. For purposes of 
the home health PPS, a sequence of 
adjacent periods of care for a beneficiary 
is a series of claims with no more than 
60 days without home care between the 
end of one period, which is the 30th day 
(except for episodes that have been 
partial payment adjusted), and the 
beginning of the next episode. 
■ 14. Section 484.235 is revised to read 
as follows: 


§ 484.235 Partial payment adjustments. 


(a) Partial episode payments (PEPs) 
for episodes beginning on or before 
December 31, 2019. (1) An HHA 
receives a national, standardized 60-day 
payment of a predetermined rate for 
home health services unless CMS 
determines an intervening event, 
defined as a beneficiary elected transfer 
or discharge with goals met or no 
expectation of return to home health 
and the beneficiary returned to home 
health during the 60-day episode, 
warrants a new 60-day episode for 
purposes of payment. A start of care 
OASIS assessment and physician 
certification of the new plan of care are 
required. 


(2) The PEP adjustment does not 
apply in situations of transfers among 
HHAs of common ownership. 


(i) Those situations are considered 
services provided under arrangement on 
behalf of the originating HHA by the 
receiving HHA with the common 
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ownership interest for the balance of the 
60-day episode. 


(ii) The common ownership exception 
to the transfer PEP adjustment does not 
apply if the beneficiary moves to a 
different MSA or Non-MSA during the 
60-day episode before the transfer to the 
receiving HHA. 


(iii) The transferring HHA in 
situations of common ownership not 
only serves as a billing agent, but must 
also exercise professional responsibility 
over the arranged-for services in order 
for services provided under 
arrangements to be paid. 


(3) If the intervening event warrants a 
new 60-day payment and a new 
physician certification and a new plan 
of care, the initial HHA receives a 
partial episode payment adjustment 
reflecting the length of time the patient 
remained under its care based on the 
first billable visit date through and 
including the last billable visit date. The 
PEP is calculated by determining the 
actual days served as a proportion of 60 
multiplied by the initial 60-day 
payment amount. 


(b) Partial payment adjustments for 
periods beginning on or after January 1, 
2020. (1) An HHA receives a national, 
standardized 30-day payment of a 
predetermined rate for home health 
services unless CMS determines an 
intervening event, defined as a 
beneficiary elected transfer or discharge 
with goals met or no expectation of 
return to home health and the 
beneficiary returned to home health 
during the 30-day period, warrants a 
new 30-day period for purposes of 
payment. A start of care OASIS 
assessment and physician certification 
of the new plan of care are required. 


(2) The partial payment adjustment 
does not apply in situations of transfers 
among HHAs of common ownership. 


(i) Those situations are considered 
services provided under arrangement on 
behalf of the originating HHA by the 
receiving HHA with the common 
ownership interest for the balance of the 
30-day period. 


(ii) The common ownership exception 
to the transfer partial payment 
adjustment does not apply if the 
beneficiary moves to a different MSA or 
Non-MSA during the 30-day period 
before the transfer to the receiving HHA. 


(iii) The transferring HHA in 
situations of common ownership not 
only serves as a billing agent, but must 
also exercise professional responsibility 
over the arranged-for services in order 
for services provided under 
arrangements to be paid. 


(3) If the intervening event warrants a 
new 30-day payment and a new 
physician certification and a new plan 


of care, the initial HHA receives a 
partial payment adjustment reflecting 
the length of time the patient remained 
under its care based on the first billable 
visit date through and including the last 
billable visit date. The partial payment 
is calculated by determining the actual 
days served as a proportion of 30 
multiplied by the initial 30-day 
payment amount. 
■ 15. Section 484.240 is revised to read 
as follows: 


§ 484.240 Outlier payments. 


(a) For episodes beginning on or 
before December 31, 2019, an HHA 
receives an outlier payment for an 
episode whose estimated costs exceeds 
a threshold amount for each case-mix 
group. The outlier threshold for each 
case-mix group is the episode payment 
amount for that group, or the PEP 
adjustment amount for the episode, plus 
a fixed dollar loss amount that is the 
same for all case-mix groups. 


(b) For periods beginning on or after 
January 1, 2020, an HHA receives an 
outlier payment for a 30-day period 
whose estimated cost exceeds a 
threshold amount for each case-mix 
group. The outlier threshold for each 
case-mix group is the 30-day payment 
amount for that group, or the partial 
payment adjustment amount for the 30- 
day period, plus a fixed dollar loss 
amount that is the same for all case-mix 
groups. 


(c) The outlier payment is a 
proportion of the amount of imputed 
cost beyond the threshold. 


(d) CMS imputes the cost for each 
claim by multiplying the national per-15 
minute unit amount of each discipline 
by the number of 15 minute units in the 
discipline and computing the total 
imputed cost for all disciplines. 
■ 16. Section 484.250 is amended by 
revising paragraph (a)(1) to read as 
follows: 


§ 484.250 Patient assessment data. 


(a) * * * 
(1) Such OASIS data described at 


§ 484.55(b) and (d) as is necessary for 
CMS to administer the payment rate 
methodologies described in §§ 484.215, 
484.220, 484.230, 484.235, and 484.240; 
and such OASIS data described at 
§ 484.55(b) and (d) as is necessary to 
meet the quality reporting requirements 
of section 1895(b)(3)(B)(v) of the Act. 
* * * * * 
■ 17. Section 484.320 is amended by 
revising paragraph (c) to read as follows: 


§ 484.320 Calculation of the Total 
Performance Score. 


* * * * * 


(c)(1) For performance years 1 through 
3, CMS will sum all points awarded for 
each applicable measure excluding the 
New Measures, weighted equally at the 
individual measure level to calculate a 
value worth 90 percent of the Total 
Performance Score. 


(2) For performance years 4 and 5, 
CMS will sum all points awarded for 
each applicable measure within each 
category of measures (OASIS-based, 
claims-based and HHCAHPS) excluding 
the New Measures, weighted at 35 
percent for the OASIS-based measure 
category, 35 percent for the claims- 
based measure category, and 30 percent 
for the HHCAHPS measure category 
when all three measure categories are 
reported, to calculate a value worth 90 
percent of the Total Performance Score. 
* * * * * 


PART 486—CONDITIONS FOR 
COVERAGE OF SPECIALIZED 
SERVICES FURNISHED BY 
SUPPLIERS 


■ 18. The authority citation for part 486 
is revised to read as follows: 


Authority: 42 U.S.C. 1302 and 1395hh. 
■ 19. Add reserved subpart H and 
subpart I to read as follows: 


Subpart H—[Reserved] 


Subpart I—Requirements for Home Infusion 
Therapy Suppliers 


General Provisions 


Sec. 
486.500 Basis and scope. 
486.505 Definitions. 


Standards for Home Infusion Therapy 


486.520 Plan of care. 
486.525 Required services. 


Subpart I—Requirements for Home 
Infusion Therapy Suppliers 


General Provisions 


§ 486.500 Basis and scope. 
Section 1861(s)(2)(iii) of the Act 


requires the Secretary to establish the 
conditions that home infusion therapy 
suppliers must meet in order to 
participate in the Medicare program and 
which are considered necessary to 
ensure the health and safety of patients. 


§ 486.505 Definitions. 
As used in §§ 486.520 and 486.525: 
Applicable provider means a 


physician, a nurse provider, and a 
physician assistant. 


Home means a place of residence 
used as the home of an individual, 
including an institution that is used as 
a home. An institution that is used as a 
home may not be a hospital, CAH, or 
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SNF as defined in section 1861(e)(1), 
1861(mm)(1), or 1819(a)(1) of the Act, 
respectively. 


Home infusion drug means a parental 
drug or biological administered 
intravenously, or subcutaneously for an 
administration period of 15 minutes or 
more, in the home of an individual 
through a pump that is an item of 
durable medical equipment. The term 
does not include insulin pump systems 
or a self-administered drug or biological 
on a self-administered drug exclusion 
list. 


Infusion drug administration calendar 
day means the day on which home 
infusion therapy services are furnished 
by skilled professionals in the 
individual’s home on the day of 
infusion drug administration. The 
skilled services provided on such day 
must be so inherently complex that they 
can only be safely and effectively 
performed by, or under the supervision 
of, professional or technical personnel. 


Qualified home infusion therapy 
supplier means a supplier of home 
infusion therapy that meets the all of the 
following criteria which are set forth at 
section 1861(iii)(3)(D)(i) of the Act: 


(1) Furnishes infusion therapy to 
individuals with acute or chronic 
conditions requiring administration of 
home infusion drugs. 


(2) Ensures the safe and effective 
provision and administration of home 
infusion therapy on a 7-day-a-week, 24- 
hour-a-day basis. 


(3) Is accredited by an organization 
designated by the Secretary in 
accordance with section 1834(u)(5) of 
the Act. 


(4) Meets such other requirements as 
the Secretary determines appropriate. 


Standards for Home Infusion Therapy 


§ 486.520 Plan of care. 


The qualified home infusion therapy 
supplier ensures the following: 


(a) All patients must be under the care 
of an applicable provider. 


(b) All patients must have a plan of 
care established by a physician that 
prescribes the type, amount, and 
duration of the home infusion therapy 
services that are to be furnished. 


(c) The plan of care for each patient 
must be periodically reviewed by the 
physician. 


§ 486.525 Required services. 


(a) The qualified home infusion 
therapy supplier must provide the 
following services on a 7-day-a-week, 
24-hour-a-day basis in accordance with 
the plan of care: 


(1) Professional services, including 
nursing services. 


(2) Patient training and education not 
otherwise paid for as durable medical 
equipment as described in 
§ 424.57(c)(12) of this chapter. 


(3) Remote monitoring and 
monitoring services for the provision of 
home infusion therapy services and 
home infusion drugs. 


(b) All home infusion therapy 
suppliers must provide home infusion 
therapy services in accordance with 
nationally recognized standards of 
practice, and in accordance with all 
applicable state and federal laws and 
regulations. 


PART 488—SURVEY, CERTIFICATION, 
AND ENFORCEMENT PROCEDURES 


■ 20. The authority citation for part 488 
is revised to read as follows: 


Authority: 42 U.S.C 1302 and 1395hh. 
■ 21. Section 488.5 is amended— 
■ a. In paragraph (a)(17)(i) by removing 
the word ‘‘and’’ at the end of the 
paragraph; 
■ b. In paragraph (a)(17)(ii) by removing 
the period and adding in its place ‘‘; 
and’’; and 
■ c. By adding paragraph (a)(17)(iii). 


The additions read as follows: 


§ 488.5 Application and re-application 
procedures for national accrediting 
organizations. 


(a) * * * 
(17) * * * 
(iii) Include a written statement that 


if a fully accredited and deemed facility 
in good standing provides written 
notification that they wish to 
voluntarily withdraw from the 
accrediting organization’s CMS- 
approved accreditation program, the 
accrediting organization must continue 
the facility’s current accreditation in full 
force and effect until the effective date 
of withdrawal identified by the facility 
or the expiration date of the term of 
accreditation, whichever comes first. 
* * * * * 
■ 22. Add reserved subpart K and 
subpart L to read as follows: 


Subpart K—[Reserved] 


Subpart L—Accreditation of Home Infusion 
Therapy Suppliers 


General Provisions 


Sec. 
488.1000 Basis and scope. 
488.1005 Definitions. 


Approval and Oversight of Home Infusion 
Therapy Supplier Accrediting Organizations 


488.1010 Application and reapplication 
procedures for national home infusion 
therapy accrediting organizations. 


488.1015 Resubmitting a request for 
reapproval. 


488.1020 Public notice and comment. 
488.1025 Release and use of home infusion 


therapy accreditation surveys. 
488.1030 Ongoing review of home infusion 


therapy accrediting organizations. 
488.1035 Ongoing responsibilities of a 


CMS-approved home infusion therapy 
accreditation organization. 


488.1040 Onsite observations of home 
infusion therapy accrediting organization 
operations. 


488.1045 Voluntary and involuntary 
termination. 


488.1050 Reconsideration. 


Subpart L—Accreditation of Home 
Infusion Therapy Suppliers 


General Provisions 


§ 488.1000 Basis and scope. 
(a) Regulatory basis for home infusion 


therapy services. The home infusion 
therapy health and safety regulations are 
codified at part 486, subpart I, of this 
chapter. 


(b) Statutory basis for the 
accreditation of home infusion therapy 
suppliers. (1) Sections 1102 and 1871 of 
the Act require that the Secretary 
prescribe such regulations as may be 
necessary to carry out the 
administration of the Medicare program. 


(2) Section 1834(u)(5) of the Act 
require the Secretary to designate and 
approve independent organizations for 
the purposes of accrediting qualified 
home infusion therapy suppliers. 


(c) Scope. This subpart sets forth the 
following: 


(1) Application and reapplication 
procedures for national accrediting 
organizations seeking approval or re- 
approval of authority to accredit 
qualified home infusion therapy 
suppliers. 


(2) Ongoing CMS oversight processes 
for approved accrediting organizations 
that accredit qualified home infusion 
therapy suppliers. 


(3) Appeal procedures for accrediting 
organizations that accredit qualified 
home infusion therapy suppliers. 


§ 488.1005 Definitions. 
As used in this subpart— 
Immediate jeopardy means a situation 


in which the provider’s or supplier’s 
non-compliance with one or more 
Medicare accreditation requirements 
has caused, or is likely to cause, serious 
injury, harm, impairment, or death to a 
patient. 


National accrediting organization 
means an organization that accredits 
provider or supplier entities under a 
specific program and whose accredited 
provider or supplier entities under each 
program are widely dispersed 
geographically across the United States. 
In addition, the specific program is 
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active, fully implemented, and 
operational. 


National in scope means a program is 
fully implemented, operational, and 
widely dispersed geographically 
throughout the country. 


Qualified home infusion therapy 
supplier means a supplier of home 
infusion therapy that meets the all of the 
following criteria which are set forth at 
section 1861(iii)(3)(D)(i) of the Act: 


(1) Furnishes infusion therapy to 
individuals with acute or chronic 
conditions requiring administration of 
home infusion drugs. 


(2) Ensures the safe and effective 
provision and administration of home 
infusion therapy on a 7-day-a-week, 24- 
hour-a-day basis. 


(3) Is accredited by an organization 
designated by the Secretary in 
accordance with section 1834(u)(5) of 
the Act. 


(4) Meets such other requirements as 
the Secretary determines appropriate. 


Reasonable assurance means an 
accrediting organization has 
demonstrated to CMS’ satisfaction that 
its accreditation program requirements 
meet or exceed the Medicare program 
requirements. 


Rural area as defined at section 
1886(d)(2)(D) of the Act. 


Substantial allegation of non- 
compliance means a complaint from any 
of a variety of sources (such as patient, 
relative, or third party), including 
complaints submitted in person, by 
telephone, through written 
correspondence, or in the newspaper, 
magazine articles or other media, that 
would, if found to be present, adversely 
affect the health and safety of patients 
and raises doubts as to a qualified home 
infusion therapy supplier’s compliance 
with the applicable Medicare 
accreditation requirements. 


Approval and Oversight of Home 
Infusion Therapy Supplier Accrediting 
Organizations 


§ 488.1010 Application and reapplication 
procedures for national home infusion 
therapy accrediting organizations. 


(a) Information submitted with 
application. A national home infusion 
therapy accrediting organization 
applying to CMS for approval or re- 
approval of a designated home infusion 
therapy accreditation program must 
furnish CMS with information and 
materials that demonstrate that its home 
infusion therapy accreditation program 
requirements meet or exceed the 
applicable Medicare requirements for 
accrediting organizations, including the 
following: 


(1) Documentation that demonstrates 
the organization meets the definition of 


a national accrediting organization 
under § 488.1005 as it relates to the 
accreditation program. 


(2) The Medicare provider or supplier 
type for which the organization is 
requesting approval or reapproval. 


(3) Documentation that demonstrates 
the home infusion therapy accrediting 
organization’s ability to take into 
account the capacities of rural home 
infusion therapy suppliers (as required 
by section 1834(u)(5)(A)(ii) of the Act). 


(4) Information that demonstrates the 
home infusion therapy accrediting 
organization’s knowledge, expertise, 
and experience in home infusion 
therapy. 


(5) A detailed crosswalk (in table 
format) that identifies, for each of the 
applicable Medicare requirements, the 
exact language of the organization’s 
comparable accreditation requirements 
and standards. 


(6) A detailed description of the home 
infusion therapy accrediting 
organization’s survey processes to 
confirm that a home infusion therapy 
supplier’s processes are comparable to 
those of Medicare. This description 
must include all of the following: 


(i) The types and frequency of surveys 
performed, and a rationale for which 
accreditation requirements will be 
evaluated via onsite surveys and which 
will be evaluated via offsite audits, or 
other strategies for ensuring accredited 
home infusion therapy suppliers 
maintain adherence to the home 
infusion therapy accreditation program 
requirements, including an explanation 
of how the accrediting organization will 
maintain the schedule it proposes. 


(ii) Copies of the home infusion 
therapy accrediting organizations survey 
and audit forms, guidelines, and 
instructions to surveyors. 


(iii) Documentation demonstrating 
that the home infusion therapy 
accrediting organization’s onsite survey 
or offsite audit reports identify, for each 
finding of non-compliance with 
accreditation standards, the comparable 
Medicare home infusion therapy 
accreditation requirements, as 
applicable. 


(iv) A description of the home 
infusion therapy accrediting 
organization’s accreditation survey 
review process. 


(v) A description of the home infusion 
therapy accrediting organization’s 
procedures and timelines for notifying a 
surveyed or audited home infusion 
therapy supplier of non-compliance 
with the home infusion therapy 
accreditation program’s standards. 


(vi) A description of the home 
infusion therapy accrediting 
organization’s procedures and timelines 


for monitoring the home infusion 
therapy supplier’s correction of 
identified non-compliance with the 
accreditation program’s standards. 


(vii) The ability of the home infusion 
therapy accrediting organization to 
conduct timely reviews of accreditation 
applications. 


(viii) A statement acknowledging that, 
as a condition for CMS approval of a 
national accrediting organization’s 
accreditation program, the home 
infusion therapy accrediting 
organization agrees to provide CMS 
with information extracted from each 
home infusion therapy accreditation 
onsite survey, offsite audit or other 
evaluation strategies as part of its data 
submissions required under paragraph 
(a)(19) of this section, and, upon request 
from CMS, a copy of the most recent 
accreditation onsite survey, offsite 
audit, or other evaluation strategy 
together with any other information 
related to the survey as CMS may 
require (including corrective action 
plans). 


(ix) A statement acknowledging that 
the home infusion therapy accrediting 
organization will provide timely 
notification to CMS when an 
accreditation survey or complaint 
investigation identifies an immediate 
jeopardy as that term is defined at 
§ 488.1005. Using the format specified 
by CMS, the home infusion therapy 
accrediting organization must notify 
CMS within 2 business days from the 
date the accrediting organization 
identifies the immediate jeopardy. 


(7) Procedures to ensure that— 
(i) Unannounced onsite surveys, as 


appropriate, will be conducted 
periodically, including procedures that 
protect against unannounced surveys 
becoming known to the provider or 
supplier in advance of the visit; or 


(ii) Offsite survey audits are 
performed to evaluate the quality of 
services provided which may be 
followed up with periodic onsite visits. 


(8) The criteria for determining the 
size and composition of the home 
infusion therapy accrediting 
organization’s survey, audit and other 
evaluation strategy teams for individual 
supplier onsite surveys. The home 
infusion therapy accrediting 
organization’s criteria should include, 
but not be limited to the following 
information: 


(i) The expected number of individual 
home infusion therapy supplier 
locations to be surveyed using an onsite 
survey. 


(ii) The number of home infusion 
therapy suppliers to be surveyed using 
off-site audits. 
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(iii) A description of other types of 
home infusion therapy accreditation 
review activities to be used. 


(iv) The reasons for each type of 
survey (that is, initial accreditation 
survey, reaccreditation survey, and 
complaint survey). 


(9) The overall adequacy of the 
number of the home infusion therapy 
accrediting organization’s surveyors, 
auditors, and other staff available to 
perform survey related activities, 
including how the organization will 
increase the size of the survey, audit, 
and other evaluation staff to match 
growth in the number of accredited 
facilities or programs while maintaining 
re-accreditation intervals for existing 
accredited facilities or programs. 


(10) Detailed information about the 
individuals who perform onsite surveys, 
offsite audits or other strategies for 
ensuring accredited home infusion 
therapy suppliers maintain adherence to 
the home infusion therapy accreditation 
program requirements, including all of 
the following information: 


(i) The number and types of 
professional and technical staff 
available for conducting onsite surveys, 
offsite audits, or other strategies for 
ensuring accredited home infusion 
therapy suppliers maintain adherence to 
the home infusion therapy accreditation 
program requirements. 


(ii) The education, employment, and 
experience requirements surveyors and 
auditors must meet. 


(iii) The content and length of the 
orientation program. 


(11) The content, frequency and types 
of in-service training provided to survey 
and audit personnel. 


(12) The evaluation systems used to 
monitor the performance of individual 
surveyors, auditors and survey teams. 


(13) The home infusion therapy 
accrediting organization’s policies and 
procedures to avoid conflicts of interest, 
including the appearance of conflicts of 
interest, involving individuals who 
conduct surveys, audits or participate in 
accreditation decisions. 


(14) The policies and procedures used 
when a home infusion therapy supplier 
has a dispute regarding survey or audit 
findings, or an adverse decision. 


(15) Procedures for the home infusion 
therapy supplier to use to notify the 
home infusion therapy accrediting 
organization when the accredited home 
infusion therapy supplier does the 
either of the following: 


(i) Removes or ceases furnishing 
services for which they are accredited. 


(ii) Adds services for which they are 
not accredited. 


(16) The home infusion therapy 
accrediting organization’s procedures 


for responding to, and investigating 
complaints against accredited facilities, 
including policies and procedures 
regarding referrals, when applicable, to 
appropriate licensing bodies, 
ombudsmen offices, and CMS. 


(17) A description of the home 
infusion therapy accrediting 
organization’s accreditation status 
decision-making process. The home 
infusion therapy accrediting 
organization must furnish the following: 


(i) Its process for addressing 
deficiencies identified with 
accreditation program requirements, 
and the procedures used to monitor the 
correction of deficiencies identified 
during an accreditation survey and 
audit process. 


(ii) A description of all types and 
categories of accreditation decisions 
associated with the program, including 
the duration of each of the 
organization’s accreditation decisions. 


(iii) Its policies and procedures for the 
granting, withholding or removal of 
accreditation status for facilities that fail 
to meet the accrediting organization’s 
standards or requirements, assignment 
of less than full accreditation status or 
other actions taken by the organization 
in response to non-compliance with its 
standards and requirements. 


(iv) A statement acknowledging that 
the home infusion therapy accrediting 
organization agrees to notify CMS (in a 
manner CMS specifies) of any decision 
to revoke, terminate, or revise the 
accreditation status of a home infusion 
therapy supplier, within 3 business days 
from the date the organization takes an 
action. 


(18) A list of all currently accredited 
home infusion therapy suppliers, the 
type and category of accreditation, 
currently held by each, and the 
expiration date for each home infusion 
therapy supplier’s current accreditation. 


(19) A schedule of all survey activity 
(such as onsite surveys, offsite audits 
and other types if survey strategies) 
expected to be conducted by the 
organization during the 6-month period 
following submission of an initial or 
renewal application. 


(20) A written presentation that 
demonstrates the organization’s ability 
to furnish CMS with electronic data. 


(21) A description of the home 
infusion therapy accrediting 
organization’s data management and 
analysis system with respect to its 
surveys and accreditation decisions, 
including all of the following: 


(i) A detailed description of how the 
home infusion therapy accrediting 
organization uses its data to assure the 
compliance of its home infusion therapy 
accreditation program with the 


Medicare home infusion therapy 
accreditation program requirements. 


(ii) A written statement 
acknowledging that the home infusion 
therapy accrediting organization agrees 
to submit timely, accurate, and 
complete data that CMS has determined 
is both necessary to evaluate the 
accrediting organization’s performance 
and is not unduly burdensome for the 
accrediting organization to submit. 


(A) The organization must submit 
necessary data according to the 
instructions and timeframes CMS 
specifies. 


(B) Data to be submitted includes the 
following: 


(1) Accredited home infusion therapy 
supplier identifying information. 


(2) Survey findings. 
(3) Quality measures. 
(4) Notices of accreditation decisions. 
(22) The three most recent annual 


audited financial statements of the 
home infusion therapy accrediting 
organization that demonstrate that the 
organization’s staffing, funding, and 
other resources are adequate to perform 
the required surveys, audits, and related 
activities to maintain the accreditation 
program. 


(23) A written statement 
acknowledging that, as a condition for 
approval, the home infusion therapy 
accrediting organization agrees to the 
following: 


(i) Voluntary termination. Provide 
written notification to CMS and all 
home infusion therapy suppliers 
accredited under its CMS-approved 
home infusion therapy accreditation 
program at least 180 calendar days in 
advance of the effective date of a 
decision by the home infusion therapy 
accrediting organization to voluntarily 
terminate its CMS-approved home 
infusion therapy accreditation program 
and the implications for the suppliers’ 
payment status once their current term 
of accreditation expires in accordance 
with the requirements at § 488.1045(a). 


(ii) Involuntary termination. Provide 
written notification to all accredited 
home infusion therapy suppliers 
accredited under its CMS-approved 
home infusion therapy accreditation 
program no later than 30 calendar days 
after the notice is published in the 
Federal Register announcing that CMS 
is withdrawing its approval of its 
accreditation program and the 
implications for the home infusion 
therapy supplier’s payment status in 
accordance with the requirements at 
§ 488.1045(b) once their current term of 
accreditation expires. 


(A) For both voluntary and 
involuntary terminations, provide a 
second written notification to all 
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accredited home infusion therapy 
suppliers 10 calendar days prior to the 
organization’s accreditation program 
effective date of termination. 


(B) Notify CMS, in writing 
(electronically or hard copy), within 2 
business days of a deficiency identified 
in any accredited home infusion therapy 
supplier from any source where the 
deficiency poses an immediate jeopardy 
to the home infusion therapy supplier’s 
beneficiaries or a hazard to the general 
public. 


(iii) Summary accreditation activity 
data and trends. Provide, on an annual 
basis, summary accreditation activity 
data and trends including the following: 


(A) Deficiencies. 
(B) Complaints. 
(C) Terminations. 
(D) Withdrawals. 
(E) Denials. 
(F) Accreditation decisions. 
(G) Other survey-related activities as 


specified by CMS. 
(iv) Termination of an accreditation 


organization. If CMS terminates a home 
infusion therapy accrediting 
organization’s approved status, the 
home infusion therapy accrediting 
organization must work collaboratively 
with CMS to direct its accredited home 
infusion therapy suppliers to the 
remaining CMS-approved accrediting 
organizations within a reasonable 
period of time. 


(v) Notification of proposed changes. 
Notify CMS at least 60 days in advance 
of the implementation date of any 
significant proposed changes in its 
CMS-approved home infusion therapy 
accreditation program and that it agrees 
not to implement the proposed changes 
without prior written notice of 
continued program approval from CMS, 
except as provided for at 
§ 488.1040(b)(2). 


(vi) Response to a written notice from 
CMS. A statement acknowledging that, 
in response to a written notice from 
CMS to the home infusion therapy 
accrediting organization of a change in 
the applicable home infusion therapy 
accreditation requirements or survey 
process, the organization will provide 
CMS with proposed corresponding 
changes in the accrediting 
organization’s home infusion therapy 
accreditation requirements for its CMS- 
approved home infusion therapy 
accreditation program to ensure that its 
accreditation standards continue to 
meet or exceed those of Medicare, or 
survey process remains comparable 
with that of Medicare. The home 
infusion therapy accrediting 
organization must comply with the 
following requirements: 


(A) The proposed changes must be 
submitted within 30 calendar days of 
the date of the written CMS notice to the 
home infusion therapy accrediting 
organization or by a date specified in 
the notice, whichever is later. CMS 
gives due consideration to a home 
infusion therapy accrediting 
organization’s request for an extension 
of the deadline as long as it is submitted 
prior to the due date. 


(B) The proposed changes are not to 
be implemented without prior written 
notice of continued program approval 
from CMS, except as provided for at 
§ 488.1040(b)(2)(ii). 


(24) The organization’s proposed fees 
for accreditation, including any plans 
for reducing the burden and cost of 
accreditation to small and rural 
suppliers. 


(b) Additional information needed. If 
CMS determines that additional 
information is necessary to make a 
determination for approval or denial of 
the home infusion therapy accrediting 
organization’s initial application or re- 
application for CMS-approval of an 
accreditation program, CMS requires 
that the home infusion therapy 
accrediting organization s submit any 
specific documentation requirements 
and attestations as a condition of 
approval of accreditation status. CMS 
notifies the home infusion therapy 
accrediting organization and afford it an 
opportunity to provide the additional 
information. 


(c) Withdrawing an application. A 
home infusion therapy accrediting 
organization may withdraw its initial 
application for CMS’ approval of its 
home infusion therapy accreditation 
program at any time before CMS 
publishes the final notice described in 
§ 488.1025(b). 


(d) Notice of approval or disapproval 
of application. CMS sends a notice of its 
decision to approve or disapprove the 
home infusion therapy accrediting 
organization’s application within 210 
calendar days from the date CMS 
determines the home infusion therapy 
accrediting organization’s application is 
complete. The final notice specifies the 
following: 


(1) The basis for the decision. 
(2) The effective date. 
(3) The term of the approval (not 


exceed 6 years). 


§ 488.1015 Resubmitting a request for 
reapproval. 


(a) Except as provided in paragraph 
(b) of this section, a home infusion 
therapy accrediting organization whose 
request for CMS’s approval or re- 
approval of an accreditation program 
has been denied, or a home infusion 


therapy accrediting organization that 
has voluntarily withdrawn an initial 
application, may resubmit its 
application if the home infusion therapy 
accrediting organization satisfies all of 
the following requirements: 


(1) Revises its home infusion therapy 
accreditation program to address the 
issues related to the denial of its 
previous request or its voluntary 
withdrawal. 


(2) Resubmits the application in its 
entirety. 


(b) If a home infusion therapy 
accrediting organization has requested, 
in accordance with § 488.1050, a 
reconsideration of CMS’s disapproval, it 
may not submit a new application for 
approval of a home infusion therapy 
accreditation program until such 
reconsideration is administratively 
final. 


§ 488.1020 Public notice and comment. 


CMS publishes a notice in the Federal 
Register when the following conditions 
are met: 


(a) Proposed notice. CMS publishes a 
notice after the receipt of a completed 
application from a national home 
infusion therapy accrediting 
organization seeking CMS’s approval of 
a home infusion therapy accreditation 
program. The notice identifies the home 
infusion therapy accrediting 
organization, the type of suppliers 
covered by the home infusion therapy 
accreditation program, and provides at 
least a 30 day public comment period 
(beginning on the date of publication). 


(b) Final notice. The final notice 
announces CMS decision to approve or 
deny a national accrediting organization 
application. The notice specifies the 
basis for the CMS decision. 


(1) Approval or re-approval. If CMS 
approves or re-approves the home 
infusion therapy accrediting 
organization’s home infusion therapy 
accreditation program, the final notice 
at a minimum includes the following 
information: 


(i) A description of how the home 
infusion therapy accreditation program 
meets or exceeds Medicare home 
infusion therapy accreditation program 
requirements. 


(ii) The effective date of approval (no 
later than the publication date of the 
notice). 


(iii) The term of the approval (6 years 
or less). 


(2) Denial. If CMS does not approve 
the home infusion therapy accrediting 
organization’s accreditation program, 
the final notice describes the following: 


(i) How the home infusion therapy 
accrediting organization fails to meet 
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Medicare home infusion therapy 
accreditation program requirements. 


(ii) The effective date of the decision. 


§ 488.1025 Release and use of home 
infusion therapy accreditation surveys. 


The home infusion therapy 
accrediting organization must include, 
in its accreditation agreement with each 
supplier, an acknowledgement that the 
supplier agrees to release to CMS a copy 
of its most current accreditation survey 
and any information related to the 
survey that CMS may require, corrective 
action plans. 


(a) CMS may determine that a home 
infusion therapy supplier does not meet 
the applicable Medicare conditions or 
requirements on the basis of its own 
investigation of the accreditation survey 
or any other information related to the 
survey. 


(b) With the exception of home health 
agency surveys, general disclosure of an 
accrediting organization’s survey 
information is prohibited under section 
1865(b) of the Act. CMS may publically 
disclose an accreditation survey and 
information related to the survey, upon 
written request, to the extent that the 
accreditation survey and survey 
information are related to an 
enforcement action taken by CMS. 


§ 488.1030 Ongoing review of home 
infusion therapy accrediting organizations. 


(a) Performance review. CMS 
evaluates the performance of each CMS- 
approved home infusion therapy 
accreditation program on an ongoing 
basis. This review includes the review 
of the following: 


(1) The home infusion therapy 
accrediting organization’s survey 
activity. 


(2) The home infusion therapy 
accrediting organization’s continued 
fulfillment of the requirements at 
§§ 488.1010 and 488.1035. 


(b) Comparability review. CMS 
assesses the equivalency of a home 
infusion therapy accrediting 
organization’s CMS-approved program 
requirements with the comparable 
Medicare home infusion therapy 
accreditation requirements after CMS 
imposes new or revised Medicare 
accreditation requirements. When this 
occurs, the following takes place: 


(1) CMS provides the home infusion 
therapy accrediting organizations with 
written notice of the changes to the to 
the Medicare home infusion therapy 
accreditation requirements. 


(2) The home infusion therapy 
accrediting organization must make 
revisions to its home infusion therapy 
accreditation standards or survey 
processes which incorporate the new or 


revised Medicare accreditation 
requirements. 


(3) In the written notice, CMS 
specifies the deadline (no less than 30 
calendar days) by which the home 
infusion therapy accrediting 
organization must submit its proposed 
revised home infusion therapy 
accreditation standard or survey process 
revisions, and the timeframe(s) for 
implementation of these revised home 
infusion therapy accreditation 
standards. 


(4) CMS may extend the submission 
deadline by which the accrediting 
organization must submit its proposed 
revised home infusion therapy 
accreditation standards and survey 
processes, if both of the following occur: 


(i) The accrediting organization 
submits a written request for an 
extension of the submission deadline. 


(ii) The request for extension is 
submitted prior to the original 
submission deadline. 


(5) After completing the comparability 
review of the home infusion therapy 
accrediting organizations revised home 
infusion therapy accreditation standards 
and survey processes, CMS shall 
provide written notification to the home 
infusion therapy accrediting 
organization regarding whether or not 
its home infusion therapy accreditation 
program, including the proposed 
revised home infusion therapy 
accreditation standards and 
implementation timeframe(s), continues 
to meet or exceed all applicable 
Medicare requirements. 


(6) If, no later than 60 calendar days 
after receipt of the home infusion 
therapy accrediting organization’s 
proposed changes, CMS does not 
provide the written notice to the home 
infusion therapy accrediting 
organization required, then the revised 
home infusion therapy accreditation 
standards and program is deemed to 
meet or exceed all applicable Medicare 
requirements and to have continued 
CMS-approval. 


(7) If a home infusion therapy 
accrediting organization is required to 
submit a new application because CMS 
imposes new home infusion therapy 
regulations or makes significant 
substantive revisions to the existing 
home infusion therapy regulations, CMS 
provides notice of the decision to 
approve or disapprove the new 
application submitted by the home 
infusion therapy accrediting 
organization within the time period 
specified in § 488.1010(d). 


(8) If a home infusion therapy 
accrediting organization fails to submit 
its proposed changes to its home 
infusion therapy accreditation standards 


and survey processes within the 
required timeframe, or fails to 
implement the proposed changes that 
have been determined or deemed by 
CMS to be comparable, CMS may open 
an accreditation program review in 
accordance with paragraph (d) of this 
section. 


(c) Review of revised home infusion 
therapy accreditation standards 
submitted to CMS by an accrediting 
organization. When a home infusion 
therapy accrediting organization 
proposes to adopt new or revised 
accreditation standards, requirements or 
changes in its survey process, the home 
infusion therapy accrediting 
organization must do the following: 


(1) Provide CMS with written notice 
of any proposed changes in home 
infusion therapy accreditation 
standards, requirements or survey 
process at least 60 days prior to the 
proposed implementation date of the 
proposed changes. 


(2) Not implement any of the 
proposed changes before receiving 
CMS’s approval, except as provided in 
paragraph (c)(4) of this section. 


(3) Provide written notice to CMS that 
includes all of the following: 


(i) A detailed description of the 
changes that are to be made to the 
organization’s home infusion therapy 
accreditation standards, requirements 
and survey processes. 


(ii) A detailed crosswalk (in table 
format) that states the exact language of 
the organization’s revised accreditation 
requirements and the applicable 
Medicare requirements for each. 


(4) CMS must provide a written notice 
to the home infusion therapy 
accrediting organization which states 
whether the home infusion therapy 
accreditation program, including the 
proposed revisions, continues or does 
not continue to meet or exceed all 
applicable Medicare home infusion 
therapy requirements within 60 days of 
receipt of the home infusion therapy 
accrediting organization’s proposed 
changes. If CMS has made a finding that 
the home infusion therapy accrediting 
organization’s home infusion therapy 
accreditation program, accreditation 
requirements and survey processes, 
including the proposed revisions does 
not continue to meet or exceed all 
applicable Medicare home infusion 
therapy requirements. CMS must state 
the reasons for these findings. 


(5) If, no later than 60 calendar days 
after receipt of the home infusion 
therapy accrediting organization’s 
proposed changes, CMS does not 
provide written notice to the home 
infusion therapy accrediting 
organization that the home infusion 
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therapy accreditation program, 
including the proposed revisions, 
continues or does not continue to meet 
or exceed all applicable Medicare home 
infusion therapy requirements, then the 
revised home infusion therapy 
accreditation program is deemed to 
meet or exceed all applicable Medicare 
home infusion therapy requirements 
and to have continued CMS approval. 


(6) If a home infusion therapy 
accrediting organization implements 
changes that have neither been 
determined nor deemed by CMS to be 
comparable to the applicable Medicare 
home infusion therapy requirements, 
CMS may open a home infusion therapy 
accreditation program review in 
accordance with paragraph (d) of this 
section. 


(d) CMS-approved home infusion 
therapy accreditation program review. If 
a comparability, performance, or 
standards review reveals evidence of 
substantial non-compliance of a home 
infusion therapy accrediting 
organization’s CMS-approved home 
infusion therapy accreditation program 
with the requirements of this subpart, 
CMS may initiate a home infusion 
therapy accreditation program review. 


(1) If a home infusion therapy 
accreditation program review is 
initiated, CMS will provide written 
notice to the home infusion therapy 
accrediting organization indicating that 
its CMS-approved accreditation program 
approval may be in jeopardy and that a 
home infusion therapy accreditation 
program review is being initiated. The 
notice will provide all of the following 
information: 


(i) A statement of the instances, rates 
or patterns of non-compliance 
identified, as well as other related 
information, if applicable. 


(ii) A description of the process to be 
followed during the review, including a 
description of the opportunities for the 
home infusion therapy accrediting 
organization to offer factual information 
related to CMS’ findings. 


(iii) A description of the possible 
actions that may be imposed by CMS 
based on the findings of the home 
infusion therapy accreditation program 
review. 


(iv) The actions the home infusion 
therapy accrediting organization must 
take to address the identified 
deficiencies 


(v) The length of the accreditation 
program review probation period, which 
will include monitoring of the home 
infusion therapy accrediting 
organization’s performance and 
implementation of the corrective action 
plan. The probation period is not to 
exceed 180 calendar days from the date 


that CMS approves the AOs corrective 
action plan. 


(2) CMS will review and approve the 
home infusion therapy accrediting 
organization’s plan of correction for 
acceptability within 30 days after 
receipt. 


(3) CMS will monitor the AO’s 
performance and implementation of the 
plan of correction during the probation 
period which is not to exceed 180 days 
from the date of approval of the plan of 
correction. 


(4) If CMS determines, as a result of 
the home infusion therapy accreditation 
program review or a review of an 
application for renewal of the 
accrediting organizations existing CMS- 
approved home infusion therapy 
accreditation program, that the home 
infusion therapy accrediting 
organization has failed to meet any of 
the requirements of this subpart, CMS 
may place the home infusion therapy 
accrediting organization’s CMS- 
approved home infusion therapy 
accreditation program on an additional 
probation period of up to 180 calendar 
days subsequent to the 180-day 
probation period described in paragraph 
(d)(1)(v) of this section to implement 
additional corrective actions or 
demonstrate sustained compliance, not 
to exceed the home infusion therapy 
accrediting organization’s current term 
of approval. In the case of a renewal 
application where CMS has already 
placed the home infusion therapy 
accreditation program on probation, 
CMS indicates that any approval of the 
application is conditional while the 
program is placed on probation. 


(i) Within 60 calendar days after the 
end of any probationary period, CMS 
issues a written determination to the 
home infusion therapy accrediting 
organization as to whether or not its 
CMS-approved home infusion therapy 
accreditation program continues to meet 
the requirements of this subpart, 
including the reasons for the 
determination. 


(ii) If CMS determines that the home 
infusion therapy accrediting 
organization does not meet the 
requirements, CMS may withdraw 
approval of the CMS-approved home 
infusion therapy accreditation program. 
The notice of determination provided to 
the home infusion therapy accrediting 
organization includes notice of the 
removal of approval, reason for the 
removal, including the effective date 
determined in accordance with 
paragraph (d)(4)(iii) of this section. 


(iii) CMS publishes in the Federal 
Register a notice of its decision to 
withdraw approval of a CMS-approved 
accreditation program, including the 


reasons for the withdrawal, effective 60 
calendar days after the date of 
publication of the notice. 


(e) Immediate jeopardy. If at any time 
CMS determines that the continued 
approval of a CMS-approved home 
infusion therapy accreditation program 
of any home infusion therapy 
accrediting organization poses an 
immediate jeopardy to the patients of 
the suppliers accredited under the 
program, or the continued approval 
otherwise constitutes a significant 
hazard to the public health, CMS may 
immediately withdraw the approval of a 
CMS-approved home infusion therapy 
accreditation program of that home 
infusion therapy accrediting 
organization and publish a notice of the 
removal, including the reasons for it, in 
the Federal Register. 


(f) Notification to home infusion 
therapy suppliers of withdrawal of CMS 
approval status. A home infusion 
therapy accrediting organization whose 
CMS approval of its home infusion 
therapy accreditation program has been 
withdrawn must notify each of its 
accredited home infusion therapy 
suppliers, in writing, of the withdrawal 
of CMS approval status no later than 30 
calendar days after the notice is 
published in the Federal Register. The 
notification to the accredited home 
infusion therapy suppliers must inform 
them of the implications for their 
payment status once their current term 
of accreditation expires. 


§ 488.1035 Ongoing responsibilities of a 
CMS-approved home infusion therapy 
accrediting organization. 


A home infusion therapy 
accreditation organization approved by 
CMS must carry out the following 
activities on an ongoing basis: 


(a) Provide CMS with all of the 
following in written format (either 
electronic or hard copy): 


(1) Copies of all home infusion 
therapy accreditation surveys, together 
with any survey-related information that 
CMS may require (including corrective 
action plans and summaries of findings 
with respect to unmet CMS 
requirements). 


(2) Notice of all accreditation 
decisions. 


(3) Notice of all complaints related to 
providers or suppliers. 


(4) Information about all home 
infusion therapy accredited suppliers 
against which the home infusion 
therapy accreditation organization has 
taken remedial or adverse action, 
including revocation, withdrawal, or 
revision of the providers or suppliers 
accreditation. 
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(5) The home infusion therapy 
accrediting organization must provide, 
on an annual basis, summary data 
specified by CMS that relate to the past 
year’s accreditation activities and 
trends. 


(6) Notice of any proposed changes in 
the home infusion therapy accrediting 
organization’s accreditation standards or 
requirements or survey process. If the 
home infusion therapy accrediting 
organization implements the changes 
before or without CMS’ approval, CMS 
may withdraw its approval of the 
accrediting organization. 


(b) Within 30 calendar days after a 
change in CMS requirements, the home 
infusion therapy accrediting 
organization must submit an 
acknowledgment of receipt of CMS’ 
notification to CMS. 


(c) The home infusion therapy 
accrediting organization must permit its 
surveyors to serve as witnesses if CMS 
takes an adverse action based on 
accreditation findings. 


(d) Within 2 business days of 
identifying a deficiency of an accredited 
home infusion therapy supplier that 
poses immediate jeopardy to a 
beneficiary or to the general public, the 
home infusion therapy accrediting 
organization must provide CMS with 
written notice of the deficiency and any 
adverse action implemented by the 
accrediting organization. 


(e) Within 10 calendar days after 
CMS’ notice to a CMS-approved home 
infusion therapy accrediting 
organization that CMS intends to 
withdraw approval of the home infusion 
therapy accrediting organization, the 
home infusion therapy accrediting 
organization must provide written 
notice of the withdrawal to all of the 
home infusion therapy accrediting 
organization’s accredited suppliers. 


§ 488.1040 Onsite observations of home 
infusion therapy accrediting organization 
operations. 


(a) As part of the application review 
process, the ongoing review process, or 
the continuing oversight of a home 
infusion therapy accrediting 
organization’s performance, CMS may 
conduct onsite inspections of the home 
infusion therapy accrediting 
organization’s operations and offices at 
any time to verify the home infusion 
therapy accrediting organization’s 
representations and to assess the home 
infusion therapy accrediting 
organization’s compliance with its own 
policies and procedures. 


(b) Activities to be performed by CMS 
staff during the onsite inspections may 
include, but are not limited to the 
following: 


(1) Interviews with various 
accrediting organization staff. 


(2) Review of documents, survey files, 
audit tools, and related records. 


(3) Observation of meetings 
concerning the home infusion therapy 
accreditation process. 


(4) Auditing meetings concerning the 
accreditation process. 


(5) Observation of in-progress surveys 
and audits. 


(6) Evaluation of the accrediting 
organization’s survey results and 
accreditation decision-making process. 


§ 488.1045 Voluntary and involuntary 
termination. 


(a) Voluntary termination by a CMS- 
approved accrediting program. In 
accordance with § 488.1010(a)(23), a 
home infusion therapy accrediting 
organization that decides to voluntarily 
terminate its CMS-approved home 
infusion therapy accreditation program 
must provide written notice at least 180 
days in advance of the effective date of 
the termination to CMS and each of its 
accredited home infusion therapy 
suppliers. 


(b) Involuntary termination of an 
accrediting organization’s approval by 
CMS. Once CMS publishes the notice in 
the Federal Register announcing its 
decision terminate the home infusion 
therapy accrediting organization’s home 
infusion therapy accreditation program, 
the home infusion therapy accrediting 
organization must provide written 
notification to all suppliers accredited 
under its CMS-approved home infusion 
therapy accreditation program no later 
than 30 calendar days after the notice is 
published in the Federal Register 
announcing that CMS is withdrawing its 
approval of its home infusion therapy 
accreditation program and the 
implications for the home infusion 
therapy suppliers payment status in 
accordance with the requirements at 
§ 488.1010(f) once their current term of 
accreditation expires. 


(c) Voluntary and involuntary 
terminations. For both voluntary and 
involuntary terminations— 


(1) The accreditation status of affected 
home infusion therapy suppliers is 
considered to remain in effect until their 
current term of accreditation expires; 


(2) If the home infusion therapy 
supplier wishes to avoid a suspension of 
payment, it must provide written notice 
to CMS at least 60-calendar days prior 
to its accreditation expiration date that 
it has submitted an application for home 
infusion therapy accreditation under 
another CMS-approved home infusion 
therapy accreditation program. Failure 
to comply with this 60-calendar day 
requirement prior to expiration of their 


current home infusion therapy 
accreditation stations within could 
result in a suspension of payment; and 


(3) The home infusion therapy 
accrediting organization provides a 
second written notification to all 
accredited home infusion therapy 
suppliers ten calendar days prior to the 
organization’s accreditation program 
effective date of termination. 


(d) Voluntary withdrawal from 
accreditation requested by a home 
infusion therapy supplier. If a voluntary 
withdrawal from accreditation is 
requested by the home infusion therapy 
supplier, the withdrawal may not 
become effective until the accrediting 
organization completes all of the 
following steps: 


(1) The accrediting organization must 
contact the home infusion therapy 
supplier to seek written confirmation 
that the home infusion therapy supplier 
intends to voluntarily withdraw from 
the home infusion therapy accreditation 
program. 


(2) The home infusion therapy 
accrediting organization must advise the 
home infusion therapy supplier, in 
writing, of the statutory requirement for 
accreditation for all home infusion 
therapy suppliers and the possible 
payment consequences for a lapse in 
accreditation status. 


(3) The home infusion therapy 
accrediting organization must submit 
their final notice of the voluntary 
withdrawal of accreditation by the home 
infusion therapy supplier to CMS by 5 
business days after the request for 
voluntary withdrawal is ultimately 
processed and effective. 


§ 488.1050 Reconsideration. 


(a) General rule. A home infusion 
therapy accrediting organization 
dissatisfied with a determination that its 
home infusion therapy accreditation 
requirements do not provide or do not 
continue to provide reasonable 
assurance that the suppliers accredited 
by the home infusion therapy 
accrediting organization meet the 
applicable quality standards is entitled 
to reconsideration. 


(b) Filing requirements. (1) A written 
request for reconsideration must be filed 
within 30 calendar days of the receipt 
of CMS notice of an adverse 
determination or non-renewal. 


(2) The written request for 
reconsideration must specify the 
findings or issues with which the home 
infusion therapy accrediting 
organization disagrees and the reasons 
for the disagreement. 


(3) A requestor may withdraw its 
written request for reconsideration at 
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any time before the issuance of a 
reconsideration determination. 


(c) CMS response to a request for 
reconsideration. In response to a request 
for reconsideration, CMS provides the 
accrediting organization with— 


(1) The opportunity for a hearing to be 
conducted by a hearing officer 
appointed by the Administrator of CMS 
and provide the accrediting organization 
the opportunity to present, in writing 
and in person, evidence or 
documentation to refute the 
determination to deny approval, or to 
withdraw or not renew designation; and 


(2) Written notice of the time and 
place of the hearing at least 10 business 
days before the scheduled date. 


(d) Hearing requirements and rules. 
(1) The reconsideration hearing is a 
public hearing open to all of the 
following: 


(i) Authorized representatives and 
staff from CMS, including, but not 
limited to, the following: 


(A) Technical advisors (individuals 
with knowledge of the facts of the case 
or presenting interpretation of the facts). 


(B) Legal counsel. 
(C) Non-technical witnesses with 


personal knowledge of the facts of the 
case. 


(ii) Representatives from the 
accrediting organization requesting the 
reconsideration including, but not 
limited to, the following: 


(A) Authorized representatives and 
staff from the accrediting organization. 


(B) Technical advisors (individuals 
with knowledge of the facts of the case 
or presenting interpretation of the facts). 


(C) Legal counsel. 
(D) Non-technical witnesses, such as 


patients and family members that have 
personal knowledge of the facts of the 
case. 


(2) The hearing is conducted by the 
hearing officer who receives testimony 
and documents related to the proposed 
action. 


(3) Testimony and other evidence may 
be accepted by the hearing officer even 
though such evidence may be 
inadmissible under the Federal Rules of 
Civil Procedure. 


(4) The hearing officer does not have 
the authority to compel by subpoena the 
production of witnesses, papers, or 
other evidence. 


(5) Within 45 calendar days after the 
close of the hearing, the hearing officer 
will present the findings and 
recommendations to the accrediting 
organization that requested the 
reconsideration. 


(6) The written report of the hearing 
officer will include separate numbered 
findings of fact and the legal 
conclusions of the hearing officer. 


(7) The hearing officer’s decision is 
final. 


Dated: October 19, 2018. 
Seema Verma, 
Administrator, Centers for Medicare and 
Medicaid Services. 


Dated: October 22, 2018. 
Alex M. Azar II, 
Secretary, Department of Health and Human 
Services. 
[FR Doc. 2018–24145 Filed 10–31–18; 4:15 pm] 


BILLING CODE 4120–01–P 
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Temporary Transitional Payment for Home Infusion Therapy 
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Effective Date: January 1, 2019 


Implementation Date: January 7, 2019 


 
PROVIDER TYPE AFFECTED 


 
This MLN Matters® Article is intended for eligible Home Infusion Therapy (HIT) providers and 
suppliers who bill Durable Medical Equipment Medicare Administrative Contractors (DME 
MACs) for HIT services provided to Medicare beneficiaries.    
  


 


PROVIDER ACTION NEEDED 


 
CR 10836 alerts providers and suppliers that effective January 1, 2019 and until the 
implementation of the full HIT benefit, Medicare makes separate temporary transitional 
payments for HIT services to eligible home infusion suppliers (such as, a licensed pharmacy 
that provides external infusion pumps and external infusion pump supplies).  
 
This payment amount covers the cost of items and services furnished in coordination with 
administration of certain transitional home infusion drugs administered through an item of DME.  
Please make sure that your billing staffs are aware of these changes. 


 


BACKGROUND 


 
Section 50401 of the Bipartisan Budget Act of 2018 (Pub. L 115-123) amended Section 1834(u) 
of the Social Security Act (the Act) by adding paragraph (7), which requires a temporary, 
transitional payment be made to eligible home infusion suppliers for home infusion therapy 
services furnished on or after January 1, 2019 until the implementation of the full home infusion 
therapy benefit, as required by section 5012(d) of the 21st Century Cures Act (Pub. L. 144-255).  
 
As outlined in section 1834(u) (7)(C) of the Act, transitional home infusion drugs are assigned to 
three payment categories, as determined by the HCPCS J-code.  


1. Payment category 1 includes certain antifungals and antivirals, uninterrupted long-term 
infusions, pain management, inotropic, and chelation drugs.  


2. Payment category 2 includes subcutaneous immunotherapy.  
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3. Payment category 3 includes certain chemotherapy drugs. 
 
In accordance with 1834(u) (7)(D) of the Act, a single payment amount for each of the three 
categories will be established for professional services furnished for each infusion drug 
administration calendar day. Each payment category will be paid at amounts in accordance with 
the physician fee schedule for each infusion drug administration calendar day in the individual’s 
home for drugs assigned to such category without geographic adjustment. 


A separate payment for HIT services will be made under the temporary transitional payment to 
eligible home infusion suppliers. Effective January 1, 2019, the Centers for Medicare & Medicaid 
Services (CMS) will establish a G-code for the professional services rendered on an infusion 
drug administration calendar day for each payment category. 


Each payment category will be paid at amounts consistent with the physician fee schedule for 
codes and units of such codes. The three new G-codes are: 


1. G0068: Professional services for the administration of anti-infective, pain management, 
chelation, pulmonary hypertension, and/or inotropic infusion drug(s) for each infusion 
drug administration calendar day in the individual’s home, each 15 minutes.  


 Short Descriptor: Adm of infusion drug in home 
 


2. G0069: Professional services for the administration of subcutaneous immunotherapy for 
each infusion drug administration calendar day in the individual's home, each 15 
minutes. 


 Short Descriptor: Adm of immune drug in home 
 


3. G0070: Professional services for the administration of chemotherapy for each infusion 
drug administration calendar day in the individual's home, each 15 minutes. 


 Short Descriptor: Adm of chemo drug in home  
 
NOTE: The G-code payment rates are being added to the DMEPOS fee schedule. 
 
In the event that multiple drugs, which are not all assigned to the same payment category, are 
administered on the same infusion drug administration calendar day, a single payment would be 
made that is equal to the highest payment category. These G-codes could be billed separately 
from or on the same claim as the DME, supplies, and infusion drug; and would be processed 
through the DME MACs.  


To identify and process claims for the items and services furnished under the HIT benefit, a 
Common Working File (CWF) edit will be implemented for the submitted G-code claims. If 
Medicare does not find a J-code on the same claim as the billed professional services, the 
claims processing system will recycle the G-code claim for the professional services associated 
with the administration of the home infusion drug, until a claim containing the J-code for the 
infusion drug is received in the CWF.  


The professional visit claim will recycle three times (with a 30-day look back period) for a total of 
15 business days. After 15 business days, if CWF finds no J-code claim in claims history, 
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Medicare will deny the G-code claim. Suppliers must ensure that the appropriate drug 
associated with the visit is billed with the visit or no more than 30 days prior to the visit. In the 
event that multiple visits occur on the same date of service, suppliers must only bill for one visit 
and should report the highest paying visit with the applicable drug. Claims reporting multiple 
visits on the same line item date of service will be returned as un-processable. 


MACS will use the following CARC/RARC codes when denying claim because no J-code is 
found in history after the incoming claim is recycled three times: 


 Claim Adjustment Reason Code (CARC) 16 - Claim/service lacks information or has 
submission/billing error(s). Usage: Do not use this code for claims attachment(s)/other 
documentation. At least one Remark Code must be provided (may be comprised of 
either the NCPDP Reject Reason Code, or Remittance Advice Remark Code that is not 
an ALERT.) Refer to the 835 Healthcare Policy Identification Segment (loop 2110 
Service Payment Information REF), if present. 


 Remittance Advice Remarks Code (RARC) N657 - This should be billed with the 
appropriate code for these services. 


 Claim Adjustment Group Code - CO (Contractual Obligation) 
 


MACs will reject/deny an incoming claim line for a G code when a claim in history has paid for a 
G code visit on the same line item date of service. In denying such claims, MACs will use the 
following messages: 


 CARC 97 - The benefit for this service is included in the payment/allowance for another 
service/procedure that has already been adjudicated. Usage: Refer to the 835 
Healthcare Policy Identification Segment (loop 2110 Service Payment Information REF), 
if present. 


 RARC N111 - No appeal right except duplicate claim/service issue. This service was 
included in a claim that has been previously billed and adjudicated. 


 Claim Adjustment Group Code - CO (Contractual Obligation) 
 


Providers should report visit length in 15-minute increments (15 minutes=1unit). 
Providers/suppliers need to review the following tables: 


 The table of rounding of units (Table 1)  


 Payment categories for transitional payment for home infusion therapy professional 
services (Table 2) 


 Payment categories for transitional payment for home infusion drugs (Table 3) 
 


Table 1 shows the time increments providers should report visit length in 15-minute increments 
(15 minutes=1unit). See the table below for the rounding of units. 
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Table 1: Time increments/Rounding of Time Units 


Unit Time 


1 <23 minutes 


2 = 23 minutes to <38 minutes 


3 = 38 minutes to <53 minutes 


4 = 53 minutes to <68 minutes 


5 = 68 minutes to <83 minutes 


6 = 83 minutes to <98 minutes 


7 = 98 minutes to <113 minutes 


8 = 113 minutes to <128 minutes 


9 = 128 minutes to <143 minutes 


10 = 143 minutes to <158 minutes 


 


Table 2 shows the use of the three G-codes established for the home infusion therapy temporary 
transitional payment, and reflects the therapy type and complexity of the drug administration. 


Table 2: Payment categories for transitional payment for home infusion therapy 
professional services 


  Category 1 Category 2 Category 3 


Description 


Anti-infective, pain 
management, chelation, 


pulmonary hypertension, and 
inotropic infusion drugs  


Subcutaneous 
immunotherapy  


Chemotherapy 


G-Code G0068 G0069 G0070 


 


Table 3: Complete list of J-codes associated with the infusion drugs that fall within each 
category 


Category 1 


J-Code Description 


J0133 Injection, acyclovir, 5 mg 


J0285 Injection, amphotericin b, 50 mg 


J0287 Injection, amphotericin b lipid complex, 10 
mg 


J0288 Injection, amphotericin b cholesteryl sulfate 
complex, 10 mg 
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J-Code Description 


J0289 Injection, amphotericin b liposome, 10 mg 


J0895 Injection, deferoxamine mesylate, 500 mg 


J1170 Injection, hydromorphone, up to 4 mg 


J1250 Injection, dobutamine hydrochloride, per 250 
mg 


J1265 Injection, dopamine hcl, 40 mg 


J1325 Injection, epoprostenol, 0.5 mg 


J1455 Injection, foscarnet sodium, per 1000 mg 


J1457 Injection, gallium nitrate, 1 mg 


J1570 Injection, ganciclovir sodium, 500 mg 


J2175 Injection, meperidine hydrochloride, per 100 
mg 


J2260 Injection, milrinone lactate, 5 mg 


J2270 Injection, morphine sulfate, up to 10 mg 


J2274 Injection, morphine sulfate, preservative-free 
for epidural or intrathecal use, 10 mg 


J2278 Injection, ziconotide, 1 microgram 


J3010 Injection, fentanyl citrate, 0.1 mg 


J3285 Injection, treprostinil, 1 mg 


 
Category 2 


J-Code Description 


J1555 JB  Injection, immune globulin (cuvitru), 100 mg 


J1559 JB Injection, immune globulin (hizentra), 100 mg 


J1561 JB Injection, immune globulin, (gamunex-
c/gammaked), non-lyophilized (e.g., liquid), 500 
mg  
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J-Code Description 


J1562 JB Injection, immune globulin (vivaglobin), 100 mg 


J1569 JB Injection, immune globulin, (gammagard liquid), 
non-lyophilized, (e.g., liquid), 500 mg 


J1575 JB Injection, immune globulin/hyaluronidase, 
(hyqvia), 100 mg immune globulin 


 
 


Category 3 
 


J-Code Description 


J9000 Injection, doxorubicin hydrochloride, 10 mg 


J9039 Injection, blinatumomab, 1 microgram 


J9040 Injection, bleomycin sulfate, 15 units 


J9065 Injection, cladribine, per 1 mg 


J9100 Injection, cytarabine, 100 mg 


J9190 Injection, fluorouracil, 500 mg 


J9200 Injection, floxuridine, 500 mg 


J9360 Injection, vinblastine sulfate, 1 mg 


J9370 Injection, vincristine sulfate, 1 mg 


 


 


ADDITIONAL INFORMATION 


 
The official instruction, CR10836, issued to your MAC regarding this change is available at 
https://www.cms.gov/Regulations-and-
Guidance/Guidance/Transmittals/2018Downloads/R4112CP.pdf. 
 
If you have questions, your MACs may have more information. Find their website at 
http://go.cms.gov/MAC-website-list. 


DOCUMENT HISTORY 


 


Date of Change Description 


November 2, 2018 Initial article released. 


 
Disclaimer: This article was prepared as a service to the public and is not intended to grant rights or impose obligations. This article 
may contain references or links to statutes, regulations, or other policy materials. The information provided is only intended to be a 
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general summary. It is not intended to take the place of either the written law or regulations. We encourage readers to review the 
specific statutes, regulations and other interpretive materials for a full and accurate statement of their contents. CPT only copyright 
2017 American Medical Association. All rights reserved. 
 
Copyright © 2018, the American Hospital Association, Chicago, Illinois. Reproduced with permission. No portion of the AHA 
copyrighted materials contained within this publication may be copied without the express written consent of the AHA. AHA 
copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized within any software, 
product, service, solution or derivative work without the written consent of the AHA. If an entity wishes to utilize any AHA materials, 
please contact the AHA at 312-893-6816. Making copies or utilizing the content of the UB-04 Manual, including the codes and/or 
descriptions, for internal purposes, resale and/or to be used in any product or publication; creating any modified or derivative work of 
the UB-04 Manual and/or codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof, 
including the codes and/or descriptions, is only authorized with an express license from the American Hospital Association. To 
license the electronic data file of UB-04 Data Specifications, contact Tim Carlson at (312) 893-6816 or Laryssa Marshall at (312) 
893-6814. You may also contact us at  
ub04@healthforum.com 
  
The American Hospital Association (the “AHA”) has not reviewed, and is not responsible for, the completeness or accuracy of any 
information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material, or the 
analysis of information provided in the material. The views and/or positions presented in the material do not necessarily represent 
the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its affiliates. 
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10 - General 
(Rev. 1, 10-01-03) 
B3-2020 
This chapter provides claims processing instructions for physician and nonphysician 
practitioner services. 
Most physician services are paid according to the Medicare Physician Fee Schedule.  
Section 20 below offers additional information on the fee schedule application.  Chapter 
23 includes the fee schedule format and payment localities, and identifies services that 
are paid at reasonable charge rather than based on the fee schedule.  In addition: 


• Chapter 13 describes billing and payment for radiology services. 


• Chapter 16 outlines billing and payment under the laboratory fee schedule. 


• Chapter 17 provides a description of billing and payment for drugs. 


• Chapter 18 describes billing and payment for preventive services and screening 
tests. 
The Medicare Manual Pub 100-1, Medicare General Information, Eligibility, and 
Entitlement Manual, Chapter 5, provides definitions for the following: 


Physician; 
Doctors of Medicine and Osteopathy; 
Dentists; 
Doctors of Podiatric Medicine; 
Optometrists; 
Chiropractors (but only for spinal manipulation); and 
Interns and Residents. 


The Medicare Benefit Policy Manual, Chapter 15, provides coverage policy for the 
following services. 


Telephone services; 
Consultations; 
Patient initiated second opinions; and 
Concurrent care. 


Chapter 26 provides guidance on completing and submitting Medicare claims. 


20 - Medicare Physicians Fee Schedule (MPFS) 
(Rev. 1, 10-01-03) 
B3-15000 
A/B MACs (B) pay for physicians’ services furnished on or after January 1, 1992, on the 
basis of a fee schedule.  The Medicare allowed charge for such physicians’ services is the 







lower of the actual charge or the fee schedule amount.  The Medicare payment is 80 
percent of the allowed charge after the deductible is met. 
Chapter 23 provides a list of physicians’ services payable based on the Medicare 
Physician Fee Schedule (MPFS). 


20.1 - Method for Computing Fee Schedule Amount 
(Rev. 1, 10-01-03) 
B3-15006 
The CMS continually updates, refines, and alters the methods used in computing the fee 
schedule amount.  For example, input from the American Academy of Ophthalmology 
has led to alterations in the supplies and equipment used in the computation of the fee 
schedule for selected procedures.  Likewise, new research has changed the payments 
made for physical and occupational therapy.  The CMS provides the updated fee 
schedules to A/B MACs (B) on an annual basis.  The sections below introduce the 
formulas used for fee schedule computations. 


A. Formula 
The fully implemented resource-based MPFS amount for a given service can be 
computed by using the formula below: 


MPFS Amount = [(RVUw x GPCIw) + (RVUpe x GPCIpe) +  
(RVUm x GPCIm)] x CF 


Where: 
RVUw equals a relative value for physician work, 
RVUpe equals a relative value for practice expense, and 
RVUm refers to a relative value for malpractice. 


In order to consider geographic differences in each payment locality, three geographic 
practice cost indices (GPCIs) are included in the core formula: 


• A GPCI for physician work (GPCIw), 


• A GPCI for practice expense (GPCIpe), and 


• A GPCI for malpractice (GPCIm). 
The above variables capture the efforts and productivity of the physician, his/her 
individualized costs for staff and for productivity-enhancing technology and materials.  
The applicable national conversion factor (CF) is then used in the computation of every 
MPFS amount. 
The national conversion factors are: 


2002 - $36.1992 
2001 - $38.2581 
2000 - $36.6137 
1999 - $34.7315 







1998 - $36.6873 
1997 - $40.9603 (Surgical); $33.8454 (Nonsurgical); $35.7671 (Primary Care) 
1996 - $40.7986 (Surgical); $34.6296 (Nonsurgical); $35.4173 (Primary Care) 
1995 - $39.447 (Surgical); $34.616 (Nonsurgical); $36.382 (Primary Care) 
1994 - $35.158 (Surgical); $32.905 (Nonsurgical); $33.718 (Primary Care) 
1993 - $31.926 (Surgical); $31,249 (Nonsurgical);  
1992 - $31.001 


For the years 1999 through 2002, payments attributable to practice expenses transitioned 
from charge-based amounts to resource-based practice expense RVUs.  The CMS used 
the following transition formula to calculate the practice expense RVUs. 


1999 - 75 percent of charged-based RVUs and 25 percent of the resource-based 
RVUs. 


2000 - 50 percent of the charge-based RVUs and 50 percent of the resource-based 
RVUs. 


2001 - 25 percent of the charge-based RVUs and 75 percent of the resource-based 
RVUs. 


2002 - 100 percent of the resource-based RVUs. 
As the tabular display introduced earlier indicates, CMS has calculated separate facility 
and nonfacility resource-based practice expense RVUs. 


B. Example of Computation of Fee Schedule Amount 
The following example further clarifies the computation of a fee schedule amount. 


Background Example 
Nationwide, cardiovascular disease has retained its position as a primary cause of 
morbidity and mortality.  Currently, cardiovascular disease affects approximately 61.8 
million Americans.  Cardiovascular disease is responsible for over 40 percent of all 
deaths in the United States.  However, 84.3 percent of those deaths are persons age 65 
and above. 
Organ transplantation is one modality that has been used in the treatment of 
cardiovascular disease.  Currently over 2,000 persons per year receive a heart transplant.  
However, another 2,300 persons are on the waiting list.  Because of the disparity between 
the demand and supply of organs, mechanical heart valves are now covered under 
Medicare. 


Sample Computation of Fee Schedule 
Patients fitted with a mechanical heart valve require intensive home international 
normalized ratio (INR) monitoring by his/her physician.  Physician services required may 
include instructions on demonstrations to the patient regarding the use and maintenance 
of the INR monitor, instructions regarding the use of a blood sample for reporting home 







INR test results, and full confirmation that the client can competently complete the 
required self-testing. 


Assumptions 
RVUw = 0 


Given the nature of the example, the physician would, under product code G0248, not be 
allowed to assign work RVUs. 


RVUm = .01 
However, the treatment of the patient with a mechanical heart carries a level of risk. 


RVUpe = 2.92 
Based upon a relatively intense level of staff time for an RN/LRN, or MN, as well as a 
supply list that includes a relatively sophisticated home INR monitor, batteries, 
educational materials, test strips and other materials, the RVUpe can be assigned a value 
of 2.92. 
The above values require modification by regionally based values for work, practice, and 
malpractice.  If the city is assumed to be Birmingham, Alabama, the values below can be 
assigned based upon current data. 


GPCIw = 0.994 
GPCIpe = 0.912 
GPCIm =  0.927 


The above indices suggest that the index in Birmingham is .6 percent below the national 
norm for physician work intensity, 8.8 percent below the national norm for practice 
expenses, and 7.3 percent below the national norm for malpractice. 
If the assumption is made that the nonfacility payment for a home visit is $166.52, the 
full fee schedule payment can be computed through substitution into the formula. 


Payment = (RVUw x GPCIw + (RVUpe x GPCIpe) + RVUm + GPCIm x 
physician fee schedule payment. 
Payment = (0 x .994) + (2.92 x .927) + (.01 x .912) x $166.52 = 
Payment = (0) + (2.70684) + (.00912) x 166.52 
Payment = $452.26166 or $452.26 when rounded to the nearest cent. 


The above example is purely illustrative.  The CMS completes all calculations and 
provides A/B MACs (B) with final fee schedules for each locality via the Medicare 
Physicians’ Fee Schedule Database (MPFSDB).  Localities used to pay services under the 
MPFS are listed in Chapter 23. 


20.2 - Relative Value Units (RVUs) 
(Rev. 1, 10-01-03) 







Resource-based practice expenses relative value units (RVUs) comprise the core of 
physician fees paid under Medicare Part B payment policies.  The CMS provides A/B 
MACs (B) with the fee schedule RVUs for all services except the following: 


Those with local codes; 
Those with national codes for which national relative values have not been 
established; 
Those requiring “By Report” payment or A/B MAC (B) pricing; and  
Those that are not included in the definition of physicians’ services. 


For services with national codes but for which national relative values have not been 
provided, A/B MACs (B) must establish local relative values (to be multiplied, in the 
MCS system, by the national CF), as appropriate, or establish a flat local payment 
amount.  A/B MACs (B) may choose between these options. 
The “By Report” services (with national codes or modifiers) include services with codes 
ending in 99, team surgery services, unusual services, pricing of the technical component 
for positron emission tomography reduced services, and radio nuclide codes A4641 and 
79900.  The status indicators of the Medicare fee schedule database identify these 
specific national codes and modifiers that A/B MACs (B) are to continue to pay on a “By 
Report” basis.  A/B MACs (B) may not establish RVUs for them.  Similarly, A/B MACs 
(B) may not establish RVUs for “By Report” services with local codes or modifiers. 
Additionally, A/B MACs (B) do not establish fees for noncovered services or for services 
always bundled into another service.  The MPFSDB identifies noncovered national codes 
and codes that are always bundled. 


A. Diagnostic Procedures and Other Codes With Professional and Technical 
Components 
For diagnostic procedure codes and other codes describing services with both 
professional and technical components, relative values are provided for the global 
service, the professional component, and the technical component.  The CMS makes the 
determination of which HCPCS codes fall into this category. 


B. No Special RVUs for Limited License Practitioners  
There are no special RVUs for limited license physicians, e.g., optometrists and 
podiatrists.  The fee schedule RVUs apply to a service regardless of whether a medical 
doctor, doctor of osteopathy, or limited license physician performs the service.  A/B 
MACs (B) may not restrict either physicians, independently practicing physical 
therapists, and/or other providers of covered services by the use of these codes. 


20.3 - Bundled Services/Supplies 
(Rev. 147, 04-23-04) 
There are a number of services/supplies that are covered under Medicare and that have 
HCPCS codes, but they are services for which Medicare bundles payment into the 
payment for other related services.  If A/B MACs (B) receive a claim that is solely for a 







service or supply that must be mandatorily bundled, the claim for payment should be 
denied by the A/B MAC (B). 


A. Routinely Bundled 
Separate payment is never made for routinely bundled services and supplies.  The CMS 
has provided RVUs for many of the bundled services/supplies.  However, the RVUs are 
not for Medicare payment use.  A/B MACs (B) may not establish their own relative 
values for these services. 


B. Injection Services 
Injection services (codes 90782, 90783, 90784, 90788, and 90799) included in the fee 
schedule are not paid for separately if the physician is paid for any other physician fee 
schedule service rendered at the same time.  A/B MACs (B) must pay separately for those 
injection services only if no other physician fee schedule service is being paid.  In either 
case, the drug is separately payable.  If, for example, code 99211 is billed with an 
injection service, pay only for code 99211 and the separately payable drug.  (See section 
30.6.7.D.)  Injection services that are immunizations with hepatitis B, pneumococcal, and 
influenza vaccines are not included in the fee schedule and are paid under the drug 
pricing methodology as described in Chapter 17. 
 
C. Global Surgical Packages 
 
The MPFSDB lists the global charge period applicable to surgical procedures. 
 
D. Intra-Operative and/or Duplicate Procedures 
 
Chapter 23 and §30 of this chapter describe the correct coding initiative (CCI) and 
policies to detect improper coding and duplicate procedures. 
 
E. EKG Interpretations 
For services provided between January 1, 1992, and December 31, 1993, A/B MACs (B) 
must not make separate payment for EKG interpretations performed or ordered as part of, 
or in conjunction with, visit or consultation services.  The EKG interpretation codes that 
are bundled in this way are 93000, 93010, 93040, and 93042.  Virtually, all EKGs are 
performed as part of or ordered in conjunction with a visit, including a hospital visit. 
If the global code is billed for, i.e., codes 93000 or 93040, A/B MACs (B) should assume 
that the EKG interpretation was performed or ordered as part of a visit or consultation.  
Therefore, they make separate payment for the tracing only portion of the service, i.e., 
code 93005 for 93000 and code 93041 for 93040.  When the A/B MAC (B) makes this 
assumption in processing a claim, they include a message to that effect on the Medicare 
Summary Notice (MSN). 
For services provided on or after January 1, 1994, A/B MACs (B) make separate payment 
for an EKG interpretation. 
 
 







20.4 - Summary of Adjustments to Fee Schedule Computations 
(Rev. 1931, Issued: 03-12-10, Effective: 06-14-10, Implementation: 06-14-10) 
 
For services prior to January 1, 1994, A/B MACs (B) computed the fee schedule amount 
for every service.  Through 1995, the fee schedule amount is the transition fee schedule 
amount.  For services after 1995, CMS computes and provides the fee schedule amount 
for every service discussed above. 
 
Certain adjustments are made in order to arrive at the final fee schedule amount. 
Those adjustments are: 
 


• Participating versus nonparticipating differential; 
• Reduction for re-operations; 
• Site of service payment adjustment; 
• Multiple surgeries; 
• Bilateral surgery; 
• Anti-Markup Payment Limitation; 
• Provider providing less than global fee package; 
• Assistant at surgery; 
• Two surgeons/surgical team; and 
• Supplies. 
 


20.4.1 - Participating Versus Nonparticipating Differential 
(Rev. 1, 10-01-03) 
B3-15032 
For services/supplies rendered prior to January 1, 1994, the amounts allowed to 
nonparticipating physicians, under the fee schedule may not exceed 95 percent of the 
participating fee schedule amount.  Payments to other entities under the fee schedule 
(physiological and independent laboratories, physical and occupational therapists, 
portable x-ray suppliers, etc.) are not subject to this differential unless the entities are 
billing for a physician’s professional service.  When a nonparticipating nonphysician is 
billing for a physician’s professional service, Medicare’s allowance could not exceed 95 
percent of the fee schedule amount. 
For services/supplies rendered on or after January 1, 1994, payments to any 
nonparticipant may not exceed 95 percent of the fee schedule amount or other payment 
basis for the service/supply.  This five percent reduction applies not only to 
nonparticipating physicians, physician assistants, nurse midwives, and clinical nurse 
specialists but also to entities such as nonparticipating portable x-ray suppliers, 
independently practicing physical and occupational therapists, audiologists, and other 
diagnostic facilities.  Furthermore, these nonparticipating entities including physicians, 
are subject to the five percent reduction not only when they bill for services paid for 
under the physician fee schedule, but also when they bill for services that are legally 
billable under the physician fee schedule, but which are based upon alternative payment 







methodologies.  As of January 1, 9994 and beyond, the services/supplies included in this 
latter category are drugs and biologicals provided incident to physicians services.  The 
payment basis for these drugs and biologicals is the lower of the average wholesale price 
(AWP) or the estimated acquisition cost (EAC).  Therefore, the Medicare payment 
allowance for “incident to” drugs and biologicals billed by and a nonparticipant cannot 
exceed 95 percent of whichever is lower than the AWP or the EAC. 
 
20.4.2 - Site of Service Payment Differential 
(Rev. 3586, Issued: 08-12-16, Effective:  01-01-17, Implementation: 01-03-17) 
 
Under the Medicare Physician Fee schedule (MPFS), some procedures have separate 
rates for physicians’ services when provided in facility and nonfacility settings.  The 
CMS furnishes both rates in the MPFSDB update. 
 
The rate, facility or nonfacility, that a physician service is paid under the MPFS is 
determined by the Place of service (POS) code that is used to identify the setting where 
the beneficiary received the face-to-face encounter with the physician, nonphysician 
practitioner (NPP) or other supplier.  In general, the POS code reflects the actual place 
where the beneficiary receives the face-to-face service and determines whether the 
facility or nonfacility payment rate is paid.  However, for a service rendered to a patient 
who is an inpatient of a hospital (POS code 21) or an outpatient of a hospital (POS codes 
19 or 22), the facility rate is paid, regardless of where the face-to-face encounter with the 
beneficiary occurred.  For the professional component (PC) of diagnostic tests, the 
facility and nonfacility payment rates are the same – irrespective of the POS code on the 
claim.  See chapter 13, section 150 of this manual for POS instructions for the PC and 
technical component of diagnostic tests. 
 
The list of settings where a physician’s services are paid at the facility rate include: 
 


• Telehealth (POS 02); 
 
• Outpatient Hospital-Off campus (POS code 19); 
 
• Inpatient Hospital (POS code 21); 
 
• Outpatient Hospital-On campus (POS code 22); 
 
• Emergency Room-Hospital (POS code 23); 


 
• Medicare-participating ambulatory surgical center (ASC) for a HCPCS code 


included on the ASC approved list of procedures (POS code 24); 
 


• Medicare-participating ASC for a procedure not on the ASC list of approved 
procedures with dates of service on or after January 1, 2008. (POS code 24); 


 
• Military Treatment Facility (POS Code 26); 







 
• Skilled Nursing Facility (SNF) for a Part A resident (POS code 31); 


 
• Hospice – for inpatient care (POS code 34); 


 
• Ambulance – Land (POS code 41); 


 
• Ambulance – Air or Water (POS code 42); 


 
• Inpatient Psychiatric Facility (POS code 51); 
 
• Psychiatric Facility -- Partial Hospitalization (POS code 52); 


 
• Community Mental Health Center (POS code 53); 
 
• Psychiatric Residential Treatment Center (POS code 56); and 


 
• Comprehensive Inpatient Rehabilitation Facility (POS code 61). 


 
Physicians’ services are paid at nonfacility rates for procedures furnished in the following 
settings: 
 


• Pharmacy (POS code 01); 
 


• School (POS code 03); 
 


• Homeless Shelter (POS code 04); 
 


• Prison/Correctional Facility (POS code 09); 
 


• Office (POS code 11); 
 


• Home or Private Residence of Patient (POS code 12); 
 
• Assisted Living Facility (POS code 13); 


 
• Group Home (POS code 14); 
 
• Mobile Unit (POS code 15); 
 
• Temporary Lodging (POS code 16); 
 
• Walk-in Retail Health Clinic (POS code 17); 
 
• Urgent Care Facility (POS code 20); 







 
• Birthing Center (POS code 25); 


 
• Nursing Facility and SNFs to Part B residents (POS code 32); 


 
• Custodial Care Facility (POS code 33); 
 
• Independent Clinic (POS code 49); 
 
• Federally Qualified Health Center (POS code 50); 
 
• Intermediate Health Care Facility/Mentally Retarded (POS code 54); 
 
• Residential Substance Abuse Treatment Facility (POS code 55); 
 
• Non-Residential Substance Abuse Treatment Facility (POS code 57); 
 
• Mass Immunization Center (POS code 60); 
 
• Comprehensive Outpatient Rehabilitation Facility (POS code 62); 
 
• End-Stage Renal Disease Treatment Facility (POS code 65); 
 
• State or Local Health Clinic (POS code 71); 
 
• Rural Health Clinic (POS code 72); 
 
• Independent Laboratory (POS code 81);and 
 
• Other Place of Service (POS code 99). 


 
See chapter 26, section 10.5 of this manual for the complete listing of the Place of 
Service code set, including instructions and special considerations for the application of 
certain POS codes under Medicare. 
 
Nonfacility rates are applicable to outpatient rehabilitative therapy procedures, including 
those relating to physical therapy, occupational therapy and speech-language pathology, 
regardless of whether they are furnished in facility or nonfacility settings.  Nonfacility 
rates also apply to all comprehensive outpatient rehabilitative facility (CORF) services.  
In addition, payment is made at the nonfacility rate for physician services provided to 
CORF patients and appropriately billed using POS code 62 for CORF. 
 
20.4.3 - Assistant-at Surgery-Services 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 







For assistant-at-surgery services performed by physicians, the fee schedule amount 
equals 16 percent of the amount otherwise applicable for the surgical payment. 
 
A/B MACs (B) may not pay assistants-at-surgery for surgical procedures in which a 
physician is used as an assistant-at-surgery in fewer than five percent of the cases for that 
procedure nationally.  This is determined through manual reviews. 
 
Procedures billed with the assistant-at-surgery physician modifiers -80, -81, -82, or the 
AS modifier for physician assistants, nurse practitioners and clinical nurse specialists, are 
subject to the assistant-at-surgery policy.  Accordingly, pay claims for procedures with 
these modifiers only if the services of an assistant-at-surgery are authorized. 
 
Medicare’s policies on billing patients in excess of the Medicare allowed amount apply to 
assistant-at-surgery services.  Physicians who knowingly and willfully violate this 
prohibition and bill a beneficiary for an assistant-at-surgery service for these procedures 
may be subject to the penalties contained under §1842(j)(2) of the Social Security Act 
(the Act.)  Penalties vary based on the frequency and seriousness of the violation.  Go 
to http://www.ssa.gov/OP_Home/ssact/title18/1800.htm and select the relevant section. 
 
20.4.4 - Supplies 
(Rev. 1, 10-01-03) 
B3-15900.2 
 
A/B MACs (B) make a separate payment for supplies furnished in connection with a 
procedure only when one of the two following conditions exists: 
A. HCPCS code A4300 is billed in conjunction with the appropriate procedure in the 
Medicare Physician Fee Schedule Data Base (place of service is physician’s office).  
However, A4550, A4300, and A4263 are no longer separately payable as of 2002.  
Supplies have been incorporated into the practice expense RVU for 2002.  Thus, no 
payment may be made for these supplies for services provided on or after January 1, 
2002. 
B. The supply is a pharmaceutical or radiopharmaceutical diagnostic imaging agent 
(including codes A4641 through A4647); pharmacologic stressing agent (code J1245); or 
therapeutic radionuclide (CPT code 79900).  Other agents may be used which do not 
have an assigned HCPCS code.  The procedures performed are: 


• Diagnostic radiologic procedures (including diagnostic nuclear medicine) 
requiring pharmaceutical or radiopharmaceutical contrast media and/or pharmacologic 
stressing agent; 


• Other diagnostic tests requiring a pharmacologic stressing agent; 


• Clinical brachytherapy procedures (other than remote after-loading high intensity 
brachytherapy procedures (CPT codes 77781 through 77784) for which the expendable 
source is included in the TC RVUs); or 


• Therapeutic nuclear medicine procedures. 



http://www.ssa.gov/OP_Home/ssact/title18/1800.htm





Drugs are not supplies, and may be paid incidental to physicians’ services as described in 
Chapter 17. 


20.4.5 - Allowable Adjustments 
(Rev. 1, 10-01-03) 
B3-15055 
 
Effective January 1, 2000, the replacement code (CPT 69990) for modifier -20 - 
microsurgical techniques requiring the use of operating microscopes may be paid 
separately only when submitted with CPT codes: 


61304 through 61546  
61550 through 61711 
62010 through 62100 
63081 through 63308 
63704 through 63710  
64831 
64834 through 64836 
64840 through 64858 
64861 through 64871 
64885 through 64891 
64905 through 64907. 


20.4.6 - Payment Due to Unusual Circumstances (Modifiers “-22” and 
“-52”) 
(Rev. 1, 10-01-03) 
B3-15028 
 
The fees for services represent the average work effort and practice expenses required to 
provide a service.  For any given procedure code, there could typically be a range of work 
effort or practice expense required to provide the service.  Thus, A/B MACs (B) may 
increase or decrease the payment for a service only under very unusual circumstances 
based upon review of medical records and other documentation. 
 


20.4.7 – Technical Component Payment Reduction for X-Rays and 
Other Imaging Services 
(Rev. 3820, Issued: 11-21-17, Effective: 01-01-18, Implementation; 01-02-18) 
Several provisions provide for a payment reduction to the technical component (and the 
technical component of the global fee) for X-rays and imaging services under certain 
circumstances.  Please see Chapter 13, Section 20.2 of this publication for more 
information. 







 
20.5 - No Adjustments in Fee Schedule Amounts 
(Rev. 1, 10-01-03) 
B3-15054 
A/B MACs (B) may not make adjustments in fee schedule amounts provided by CMS 
for: 


• Inherent reasonableness; 


• Comparability; 


• Multiple visits to nursing homes (i.e., when more than one patient is seen during 
the same trip); 


• Refractions - If A/B MACs (B) receive a claim for a service that also indicates 
that a refraction was done, A/B MACs (B) do not reduce payment for the service.  
The CMS has already made the reduction in the fee for refractions provided to 
A/B MACs (B); 


• HCPCS alpha-numeric modifiers AT (acute treatment), ET (emergency 
treatment), LT (left side of body), RT (right side of body), and SF (second 
opinion ordered by PRO); 


• CPT modifiers -23 (unusual anesthesia), -32 (mandated services), -47 (anesthesia 
by surgeon), -76 (repeat procedure by same physician), and -90 (reference 
laboratory); and  


• A/B MAC (B)-unique local modifiers (HCPCS Level 3 modifiers beginning with 
the letters w through z). 


 
20.6- Update Factor for Fee Schedule Services 
(Rev. 2464, Issued: 05-04-12, Effective: 10-01-11-MCS/10-01-12-VMS, 
Implementation: 10-03-11-MCS, VMS Analysis and Design /10-01-12-VMS 
implementation) 
 
The CMS provides updates to the MPFSDB and other fee schedules annually or as otherwise 
necessary.  Claims processing A/B MACs (B) must maintain at least five full calendar 
years of fee schedules and related pricing data (i.e., the current and four prior calendar 
years), regardless of the number of updates or pricing periods within those five years. 
 
20.7 - Comparability of Payment Provision of Delegation of Authority 
by CMS to Railroad Retirement Board 
(Rev. 1, 10-01-03) 
B3-15064 
The delegation of authority, under which the Railroad Retirement Board (RRB) 
administers the Supplementary Medical Insurance Benefits Program for qualified railroad 
retirement beneficiaries, requires that: 







The Railroad Retirement Board shall take such action as may be necessary to 
assure that payments made for services by the A/B MACs (A) it selects will 
conform as closely as possible to the payment made for comparable services in 
the same locality by an A/B MAC (A) acting for CMS. 


The purpose of this comparability of payment is to reduce to the extent possible 
disparities between the payments made by the A/B MAC (B) under the RRB delegation 
and the payments made by the regular A/B MACs (B) for services or items furnished by 
the same physicians, including provider-based physicians, or suppliers.  For all services 
paid for under the physician fee schedule, A/B MACs (B) under the RRB delegation pay 
based on the same fee schedule amount used by the A/B MAC (B). 
 
20.8 - Payment for Teleradiology Physician Services Purchased by the 
Indian Health Service (IHS) Providers and Physicians 
(Rev. 1643, Issued: 12-05-08, Effective: 01-01-07, Implementation: 03-09-09) 
 
The IHS providers may choose to purchase or otherwise contract with non-IHS 
physicians or practitioners for teleradiology interpretations services.  These services may 
be paid using either contractual reassignment or purchased test methodologies.  See 
Chapter 19, §120 of this manual for further information. 
 
30 - Correct Coding Policy 
(Rev. 1, 10-01-03) 
B3-15068 
The Correct Coding Initiative was developed to promote national correct coding 
methodologies and to control improper coding leading to inappropriate payment in Part B 
claims.  Refer to Chapter 23 for additional information on the initiative. 
The principles for the correct coding policy are: 


• The service represents the standard of care in accomplishing the overall 
procedure; 


• The service is necessary to successfully accomplish the comprehensive procedure.  
Failure to perform the service may compromise the success of the procedure; and 


• The service does not represent a separately identifiable procedure unrelated to the 
comprehensive procedure planned. 


 
For a detailed description of the correct coding policy, refer 
to http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-
MLN/MLNProducts/downloads/How-To-Use-NCCI-Tools.pdf. 
 
The CMS as well as many third party payers have adopted the HCPCS/CPT coding 
system for use by physicians and others to describe services rendered.  The system 
contains three levels of codes.  Level I contains the American Medical Association’s 
Current Procedural Terminology (CPT) numeric codes.  Level II contains alpha-numeric 
codes primarily for items and services not included in CPT.  Level III contains A/B MAC 
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(B) specific codes that are not included in either Level I or Level II.  For a list of CPT 
and HCPCS codes refer to the CMS Web site. 
 
The following general coding policies encompass coding principles that are to be applied 
in the review of Medicare claims.  They are the basis for the correct coding edits that are 
installed in the claims processing systems effective January 1, 1996. 


A. Coding Based on Standards of Medical/Surgical Practice 
All services integral to accomplishing a procedure are considered bundled into that 
procedure and, therefore, are considered a component part of the comprehensive code.  
Many of these generic activities are common to virtually all procedures and, on other 
occasions, some are integral to only a certain group of procedures, but are still essential 
to accomplish these particular procedures.  Accordingly, it is inappropriate to separately 
report these services based on standard medical and surgical principles. 
Because many services are unique to individual CPT coding sections, the rationale for 
rebundling is described in that particular section of the detailed coding narratives that are 
transmitted to A/B MACs (B) periodically. 


B. CPT Procedure Code Definition 
The format of the CPT manual includes descriptions of procedures, which are, in order to 
conserve space, not listed in their entirety for all procedures.  The partial description is 
indented under the main entry.  The main entry then encompasses the portion of the 
description preceding the semicolon.  The main entry applies to and is a part of all 
indented entries, which follow with their codes. 
In the course of other procedure descriptions, the code definition specifies other 
procedures that are included in this comprehensive code.  In addition, a code description 
may define a rebundling relationship where one code is a part of another based on the 
language used in the descriptor. 


C. CPT Coding Manual Instruction/Guideline 
Each of the six major subsections include guidelines that are unique to that section.  
These directions are not all inclusive of nor limited to, definitions of terms, modifiers, 
unlisted procedures or services, special or written reports, details about reporting 
separate, and multiple or starred procedures and qualifying circumstances. 


D. Coding Services Supplemental to Principal Procedure (Add-On Codes) Code 
Generally, these are identified with the statement “list separately in addition to code for 
primary procedure” in parentheses, and other times the supplemental code is used only 
with certain primary codes, which are parenthetically identified.  The reason for these 
CPT codes is to enable physicians and others to separately identify a service that is 
performed in certain situations as an additional service.  Incidental services that are 
necessary to accomplish the primary procedure (e.g., lysis of adhesions in the course of 
an open cholecystectomy) are not separately billed. 


E. Separate Procedures 







The narrative for many CPT codes includes a parenthetical statement that the procedure 
represents a “separate procedure.” 
The inclusion of this statement indicates that the procedure, while possible to perform 
separately, is generally included in a more comprehensive procedure, and the service is 
not to be billed when a related, more comprehensive, service is performed.  The “separate 
procedure” designation is used with codes in the surgery (CPT codes 10000-69999), 
radiology (CPT codes 70000-79999), and medicine (CPT codes 90000-99199) sections.  
When a related procedure from the same section, subsection, category, or subcategory is 
performed, a code with the designation of “separate procedure” is not to be billed with 
the primary procedure. 


F. Designation of Sex 
 
Many procedure codes have a sex designation within their narrative.  These codes are not 
billed with codes having an opposite sex designation because this would reflect a conflict 
in sex classification either by the definition of the code descriptions themselves, or by the 
fact that the performance of these procedures on the same beneficiary would be 
anatomically impossible. 
 
G. Family of Codes 
 
In a family of codes, there are two or more component codes that are not billed separately 
because they are included in a more comprehensive code as members of the code family.  
Comprehensive codes include certain services that are separately identifiable by other 
component codes.  The component codes as members of the comprehensive code family 
represent parts of the procedure that should not be listed separately when the complete 
procedure is done.  However, the component codes are considered individually if 
performed independently of the complete procedure and if not all the services listed in the 
comprehensive codes were rendered to make up the total service. 
 
H. Most Extensive Procedures 
 
When procedures are performed together that are basically the same or performed on the 
same site but are qualified by an increased level of complexity, the less extensive 
procedure is bundled into the more extensive procedure. 


I. Sequential Procedures 
An initial approach to a procedure may be followed at the same encounter by a second, 
usually more invasive approach.  There may be separate CPT codes describing each 
service.  The second procedure is usually performed because the initial approach was 
unsuccessful in accomplishing the medically necessary service.  These procedures are 
considered “sequential procedures.”  Only the CPT code for one of the services, generally 
the more invasive service, should be billed. 
 
J. With/Without Procedures 
 







In the CPT manual, there are various procedures that have been separated into two codes 
with the definitional difference being “with” versus “without” (e.g., with and without 
contrast).  Both procedure codes cannot be billed.  When done together, the “without” 
procedure is bundled into the “with” procedure. 


K. Laboratory Panels 
When components of a specific organ or disease oriented laboratory panel (e.g., codes 
80061 and 80059) or automated multi-channel tests (e.g., codes 80002 - 80019) are billed 
separately, they must be bundled into the comprehensive panel or automated multi-
channel test code as appropriate that includes the multiple component tests.  The 
individual tests that make up a panel or can be performed on an automated multi-channel 
test analyzer are not to be separately billed. 


L. Mutually Exclusive Procedures 
There are numerous procedure codes that are not billed together because they are 
mutually exclusive of each other.  Mutually exclusive codes are those codes that cannot 
reasonably be done in the same session. 
An example of a mutually exclusive situation is when the repair of the organ can be 
performed by two different methods.  One repair method must be chosen to repair the 
organ and must be billed.  Another example is the billing of an “initial” service and a 
“subsequent” service.  It is contradictory for a service to be classified as an initial and a 
subsequent service at the same time. 
CPT codes which are mutually exclusive of one another based either on the CPT 
definition or the medical impossibility/improbability that the procedures could be 
performed at the same session can be identified as code pairs.  These codes are not 
necessarily linked to one another with one code narrative describing a more 
comprehensive procedure compared to the component code, but can be identified as code 
pairs which should not be billed together. 


M. Use of Modifiers 
When certain component codes or mutually exclusive codes are appropriately furnished, 
such as later on the same day or on a different digit or limb, it is appropriate that these 
services be reported using a HCPCS code modifier.  Such modifiers are modifiers E1 - 
E4, FA, F1 - F9, TA, T1 - T9, LT, RT, LC, LD, RC, -58, -78, -79, and -94. 
Modifier -59 is not appropriate to use with weekly radiation therapy management codes 
(77427) or with evaluation and management services codes (99201 - 99499). 
Application of these modifiers prevent erroneous denials of claims for several procedures 
performed on different anatomical sites, on different sides of the body, or at different 
sessions on the same date of service.  The medical record must reflect that the modifier is 
being used appropriately to describe separate services. 


30.1 - Digestive System (Codes 40000 - 49999) 
(Rev. 3368, Issued: 10-09-15, Effective: 01-01-16, Implementation: 01-01-16) 
 
A.  Upper Gastrointestinal Endoscopy Including Endoscopic Ultrasound (EUS) 
(Code 43259) 







 
If the person performing the original diagnostic endoscopy has access to the EUS and the 
clinical situation requires an EUS, the EUS may be done at the same time.  The 
procedure, diagnostic and EUS, is reported under the same code, CPT 43259.  This code 
conforms to CPT guidelines for the indented codes.  The service represented by the 
indented code, in this case code 43259 for EUS, includes the service represented by the 
unintended code preceding the list of indented codes.  Therefore, when a diagnostic 
examination of the upper gastrointestinal tract “including esophagus, stomach, and either 
the duodenum or jejunum as appropriate,” includes the use of endoscopic 
ultrasonography, the service is reported by a single code, namely 43259. 
 
Interpretation, whether by a radiologist or endoscopist, is reported under CPT code 
76975-26.  These codes may both be reported on the same day. 
 
B.  Incomplete Colonoscopies (Codes 44388, 45378, G0105 and G0121) 
 
An incomplete colonoscopy, e.g., the inability to advance the colonoscope to the cecum 
or colon-small intestine anastomosis due to unforeseen circumstances, is billed and paid 
using colonoscopy through stoma code 44388, colonoscopy code 45378, and screening 
colonoscopy codes G0105 and G0121 with modifier “-53.”  (Code 44388 is valid with 
modifier 53 beginning January 1, 2016.)  The Medicare physician fee schedule database 
has specific values for codes 44388-53, 45378-53, G0105-53 and G0121-53.  An 
incomplete colonoscopy performed prior to January 1, 2016, is paid at the same rate as a 
sigmoidoscopy.  Beginning January 1, 2016, Medicare will pay for the interrupted 
colonoscopy at a rate that is calculated using one-half the value of the inputs for the 
codes. 


30.2 - Urinary and Male Genital Systems (Codes 50010 - 55899) 
(Rev. 1, 10-01-03) 
B3-15200 
 
A. Cystourethroscopy With Ureteral Catheterization (Code 52005) 
Code 52005 has a zero in the bilateral field (payment adjustment for bilateral procedure 
does not apply) because the basic procedure is an examination of the bladder and urethra 
(cystourethroscopy), which are not paired organs.  The work RVUs assigned take into 
account that it may be necessary to examine and catheterize one or both ureters.  No 
additional payment is made when the procedure is billed with bilateral modifier “-50.”  
Neither is any additional payment made when both ureters are examined and code 52005 
is billed with multiple surgery modifier “-51.”  It is inappropriate to bill code 52005 
twice, once by itself and once with modifier “-51,” when both ureters are examined. 


B. Cystourethroscopy With Fulgration and/or Resection of Tumors (Codes 52234, 
52235, and 52240)  
The descriptors for codes 52234 through 52240 include the language “tumor(s).” 
This means that regardless of the number of tumors removed, only one unit of a single 
code can be billed on a given date of service.  It is inconsistent to allow payment for 







removal of a small (code 52234) and a large (code 52240) tumor using two codes when 
only one code is allowed for the removal of more than one large tumor.  For these three 
codes only one unit may be billed for any of these codes, only one of the codes may be 
billed, and the billed code reflects the size of the largest tumor removed. 
 
30.3 - Audiology Services 
(Rev. 2044, Issued: 09-03-10, Effective: 09-30-10, Implementation: 09-30-10) 
 
Section 1861(ll)(3)of the Social Security Act (the Act) defines “audiology services” as 
such hearing and balance assessment services furnished by a qualified audiologist as the 
audiologist is legally authorized to perform under State law (or the State regulatory 
mechanism provided by State law), as would otherwise by covered if furnished by a 
physician.  In this section, these hearing and balance assessment services are termed 
“audiology services,” regardless of whether they are furnished by an audiologist, 
physician, nonphysician practitioner (NPP), or hospital. 
 
Because audiology services are diagnostic tests, when furnished in an office or hospital 
outpatient department, they must be furnished by or under the appropriate level of 
supervision of a physician as established in 42 CFR 410.32(b)(1) and 410.28(e).  If not 
personally furnished by a physician, audiologist, or NPP, audiology services must be 
performed under direct physician supervision.  As specified in 42 CFR 410.32(b)(2)(ii) or 
(v), respectively, these services are excepted from physician supervision when they are 
personally furnished by a qualified audiologist or performed by a  nurse practitioner or 
clinical nurse specialist authorized to perform the tests under applicable State laws. 
 
References to technicians apply also to other qualified clinical staff.  See Pub. 100-02, 
chapter 15, section 80.3.D. 
 
A. Correct Reporting 
 
1. General.  Contact the A/B MAC (B) for guidance if the CPT codebook changes the 
description of codes mentioned in this section. 
 
Other policies concerning audiological services are found in Pub. 100-02, chapter 15, 
section 80.3. 
 
See chapter 26 of this manual for place of service and type of service coding. 
 
Section 4541(a)(2) of the Balanced Budget Act (BBA) (P.L. 105-33), which added 
section 1834(k)(5) to (the Act), required that all claims for certain audiology services be 
reported using a uniform coding system.  CMS chose HCPCS (Healthcare Common 
Procedure Coding System) as the coding system for the reporting of these services.  This 
coding requirement is effective for all claims for audiology services submitted on or after 
April 1, 1998. 
 







The BBA also required payment under a prospective payment system for audiology 
services.  Effective for claims with dates of service on or after January 1, 1999, the 
Medicare Physician Fee Schedule (MPFS) became the method of payment for audiology 
services furnished in the office setting and for the associated professional services 
furnished in physician’s office and hospital outpatient settings. 
 
2. Use of the NPI.  For audiologists who are enrolled and bill independently for services 
they render, the audiologist’s NPI is required on all claims they submit.  For example, in 
offices and private practice settings, an enrolled audiologist shall use his or her own NPI 
in the rendering loop to bill under the MPFS for the services the audiologist furnished.  If 
an enrolled audiologist furnishing services to hospital outpatients reassigns his/her 
benefits to the hospital, the hospital may bill the A/B MAC (B) for the professional 
services of the audiologist under the MPFS using the NPI of the audiologist.  If an 
audiologist is employed by a hospital but is not enrolled in Medicare, the only payment 
for a hospital outpatient audiology service that can be made is the payment to the hospital 
for its facility services under the hospital Outpatient Prospective Payment System (OPPS) 
or other applicable hospital payment system.  No payment can be made under the MPFS 
for professional services of an audiologist who is not enrolled. 
 
Audiologists must be enrolled and use their NPI on claims for services they render in 
office settings on or after October 1, 2008 (for additional information about enrollment, 
refer to Pub. 100-08, Medicare Program Integrity Manual, chapter 15).  Before October 1, 
2008, the services of audiologists who were not yet enrolled in Medicare were billed by a 
physician or group who employed the audiologist.  Audiologists shall use the billing 
instructions in the Medicare manuals; for example, see this manual, chapter 1, section 30. 
 
See the most recent MPFS for pricing and physician supervision levels for audiology 
services:  http://www.cms.hhs.gov/PFSlookup/01_Overview.asp#TopOfPage.  The NPI 
of the supervising physician shall be used to bill audiology services when supervision is 
appropriate. 
 
The most recent OPPS pricing for audiology services is available in Addendum B 
at:  http://www.cms.gov/HospitalOutpatientPPS/AU/list.asp#TopOfPage. 
 
B. Billing for Audiology Services 
 
See the CMS Web site at:  www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/index.html? and select Audiology from the column on the 
left for a listing of all CPT codes for audiology services.  For information concerning 
codes that are not on the list, and which codes may be billed when furnished by 
technicians, A/B MACs (B) shall provide guidance.  The Physician Fee Schedule 
at http://www.cms.gov/PFSlookup/01_Overview.asp#TopOfPage allows you to search 
pricing amounts, various payment policy indicators, RVUs, and GPCIs. 
 
Audiology services may not be billed when the place of service is a comprehensive 
outpatient rehabilitation facility (CORF) or a rehabilitation agency. 
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Audiology services may be furnished and billed by audiologists and, when these services 
are furnished by an audiologist, no physician supervision is required. 
 
The interpretation and report shall be written in the medical record by the audiologist, 
physician, or NPP who personally furnished any audiology service, or by the physician 
who supervised the service.  Technicians shall not interpret audiology services, but may 
record objective test results of those services they may furnish under direct physician 
supervision.  Payment for the interpretation and report of the services is included in 
payment for all audiology services, and specifically in the professional component if the 
audiology service has a professional component/technical component split. 
 
1. Billing under the MPFS for Audiology Services Outside the Facility Setting 
 
The individuals who furnish audiology services in all settings must be qualified to furnish 
those services.  The qualifications of the individual performing the services must be 
consistent with the number, type and complexity of the tests, the abilities of the 
individual, and the patient’s ability to interact to produce valid and reliable results.  The 
physician who supervises and bills for the service is responsible for assuring the 
qualifications of the technician, if applicable are appropriate to the test. 
 
a. Professional Skills. 
 
When a professional personally furnishes an audiology service, that individual must 
interact with the patient to provide professional skills and be directly involved in 
decision-making and clinical judgment during the test. 
 
The skills required when professionals furnish audiology services for payment under the 
MPFS are masters or doctoral level skills that involve clinical judgment or assessment 
and specialized knowledge and ability including, but not limited to, knowledge of 
anatomy and physiology, neurology, psychology, physics, psychometrics, and 
interpersonal communication.  The interactions of these knowledge bases are required to 
attain the clinical expertise for audiology tests.  Also required are skills to administer 
valid and reliable tests safely, especially when they involve stimulating the auditory 
nerve and testing complex brain functions. 
 
Diagnostic audiology services also require skills and judgment to administer and modify 
tests, to make informed interpretations about the causes and implications of the test 
results in the context of the history and presenting complaints, and to provide both 
objective results and professional knowledge to the patient and to the ordering physician. 
 
Examples include, but are not limited to: 
 


• Comparison or consideration of the anatomical or physiological implications of 
test results or patient responsiveness to stimuli during the test; 
 







• Development and modification of the test battery and test protocols; 
 


• Clinical judgment, assessment, evaluation, and decision-making; 
 


• Interpretation and reporting observations, in addition to the objective data, that 
may influence interpretation of the test outcomes; 
 


• Tests related to implantation of auditory prosthetic devices, central auditory 
processing, contralateral masking; and/or  
 


• Tests to identify central auditory processing disorders, tinnitus, or nonorganic 
hearing loss. 


 
Audiology codes may be billed under the MPFS by audiologists, physicians, and NPPs 
using their own NPI in the rendering loop when those professionals personally furnish the 
test.  Physicians and NPPs may not bill for these codes when an audiologist has furnished 
the service. 
 
b. Technician Skills. 
 
There may be subtests, or parts of a battery of tests, that may be appropriately furnished 
by an educated and experienced technician using a specific protocol under the direction 
of a supervising physician.  These services are identified by A/B MAC (B) determination 
as services that do not require professional skills.  They may be furnished by a qualified 
technician under the direct supervision of a physician, but not under the supervision of an 
audiologist or an NPP.  The supervising physician is responsible for rendering and 
documenting all clinical judgment and for the appropriate provision of the service by the 
technician. 
 
A technician may not perform any part of a service that requires professional skills.  A 
technician also may not perform a global service.  For example, a technician may not 
interpret test results or engage in clinical decision-making. 
 
c. Professional Component (PC)/Technical Component (TC) Split Codes. 
 


• The PC of a PC/TC split code may be billed by the audiologist, physician, or NPP 
who personally furnishes the service.  (Note this is also true in the facility setting.)  
A physician or NPP may bill for the PC when the physician or NPP furnish the 
PC and an (unsupervised) audiologist furnishes and bills for the TC.  The PC may 
not be billed if a technician furnishes the service.  A physician or NPP may not 
bill for a PC service furnished by an audiologist. 


 
• The TC of a PC/TC split code may be billed by the audiologist, physician, or NPP 


who personally furnishes the service.  Physicians may bill the TC for services 
furnished by technicians when the technician furnishes the service under the 







direct supervision of that physician.  Audiologists and NPPs may not bill for the 
TC of the service when a technician furnishes the service, even if the technician is 
supervised by the NPP or audiologist. 


 
• The “global” service is billed when both the PC and TC of a service are 


personally furnished by the same audiologist, physician, or NPP.  The global 
service may also be billed by a physician, but not an audiologist or NPP, when a 
technician furnishes the TC of the service under direct physician supervision and 
that physician furnishes the PC, including the interpretation and report. 


 
d. Tests that are Not Described by Specific CPT Codes.  Tests that have no appropriate 
CPT code may be reported under CPT code 92700 (Unlisted otorhinolaryngological 
service or procedure). 
 
e. Tests that are A/B MAC (B)-Priced.  For codes valued by A/B MACs (B), the A/B 
MAC (B) determines whether and how much, if applicable, to pay for the service.  The 
A/B MAC (B) sets the requirements for personnel furnishing the tests. 
 
2. Billing for Audiology Services Furnished to Hospital Outpatients. 
 
All codes may be reported for audiology services furnished in the hospital outpatient 
setting and, in such cases, the code represents the facility service for the diagnostic test.  
All audiology services furnished to hospital outpatients must be billed and paid to the 
hospital under the OPPS or other applicable hospital payment system.  The hospital bills 
its A/B MAC (A) and is paid for the facility resources required to furnish the services, 
regardless of whether the service is furnished by a physician, NPP, audiologist, or 
technician. 
 
Physicians, NPPs, and audiologists cannot bill and be paid for the TC of PC/TC split 
codes when these services are furnished to hospital outpatients.  The associated 
professional services (represented by the PC or the CPT code for the audiology test which 
has no PC/TC split) of an enrolled audiologist, physician, or NPP who has reassigned 
benefits may be billed by the hospital to the A/B MAC (B), as appropriate.  Alternatively, 
if the physician, NPP, or audiologist has not assigned benefits, the professional would bill 
his/her A/B MAC (B) for the professional services furnished. 
 
The appropriate revenue code for reporting audiology services is 0470 (Audiology; 
General Classification).  Providers are required to report a line-item date of service per 
revenue code line for audiology services. 
 
3. Billing for Audiology Services Furnished to Skilled Nursing Facility (SNF) Patients. 
 
Payment for the facility resources (including the TC of PC/TC split codes) of audiology 
services provided to Part A inpatients of SNFs is included in the PPS rate.  For SNFs, if 
the beneficiary has Part B but not Part A coverage (e.g., Part A benefits are exhausted), 
the SNF may elect to bill for audiology services but is not required to do so.  As 







explained in Pub. 100-04, chapter 7, section 40.1, since audiology services furnished 
during a noncovered SNF stay are not bundled with speech-language pathology services, 
payment can be made either to the SNF or to the audiology service provider/supplier. 
 
Audiologists, physicians, and NPPs enrolled in Medicare may bill directly for services 
rendered to Medicare beneficiaries who are in a SNF stay that is not covered by Part A 
but who have Part B eligibility.  Payment is made based on the MPFS, whether on an 
institutional or professional claim.  For beneficiaries in a noncovered SNF stay, 
audiology services are payable under Part B when billed by the SNF on an institutional 
claim as type of bill 22X, or when billed directly by the provider or supplier of the 
service (the audiologist, physician, or NPP who personally furnishes the test) on a 
professional claim.  For PC/TC split codes, the SNF may elect to bill for the TC of the 
test on an institutional claim but is not required to bill for the service. 
 
C. Implant Processing 
 
Payment for diagnostic testing of implants, such as cochlear, osseointegrated or 
brainstem implants, including programming or reprogramming following implantation 
surgery is not included in the global fee for the surgery. 
 
The diagnostic analysis of a cochlear implant shall be billed using CPT codes 92601 
through 92604. 
 
Osseointegrated prosthetic devices should be billed and paid for under provisions of the 
applicable payment system.  For example, payment may differ depending upon whether 
the device is furnished on an inpatient or outpatient basis, and by a hospital subject to the 
OPPS, or by a Critical Access Hospital, physician’s clinic, or a Federally Qualified 
Health Center. 
 
D. Aural Rehabilitation Services 
 
General policy for evaluation and treatment of conditions related to the auditory system. 
 
For evaluation of auditory processing disorders and speech-reading or lip-reading by a 
speech-language pathologist, use the untimed code 92506 with “1” as the unit of service, 
regardless of the duration of the service on a given day.  This “always therapy” 
evaluation code must be provided by speech-language pathologists according to the 
policies in Pub. 100-02, chapter 15, sections 220 and 230.  The codes 92620 and 92621 
are diagnostic audiological tests and may not be used for SLP services. 
 
For treatment of auditory processing disorders or auditory rehabilitation/auditory training 
(including speech-reading or lip-reading), 92507, and 92508 are used to report a single 
encounter with “1” as the unit of service, regardless of the duration of the service on a 
given day.  These codes always represent SLP services.  See Pub. 100-02, chapter 15, 
sections 220 and 230 for SLP policies.  These SLP evaluation and treatment services are 







not covered when performed or billed by audiologists, even if they are supervised by 
physicians or qualified NPPs. 
 
For evaluation of auditory rehabilitation to instruct the use of residual hearing provided 
by an implant or hearing aid related to hearing loss, the timed codes 92626 and 92627 are 
used.  These are not “always therapy” codes.  Evaluation of auditory rehabilitation shall 
be appropriately provided and billed by an audiologist or speech-language pathologist.  
Also, these services may be provided incident to a physician’s or qualified NPP’s service 
by a speech-language pathologist, or personally by a physician or qualified NPP within 
their scope of practice.  Evaluation of auditory rehabilitation is a covered diagnostic test 
when performed and billed by an audiologist and is an SLP evaluation service covered 
under the SLP benefit when performed by a speech-language pathologist. 
 
General policies for post implant services. 
 
The services of a speech-language pathologist may be covered for SLP services provided 
after implantation of auditory devices.  For example, a speech-language pathologist may 
provide evaluation and treatment of speech, language, cognition, voice, and auditory 
processing using code 92506 and 92507.  Use 92626 and 92627 for auditory (aural) 
rehabilitation evaluation following cochlear implantation or for other hearing 
impairments. 
 
For diagnostic testing of cochlear implants, audiologists use codes 92601, 92602, 92603 
and 92604.  These services may not be provided by speech-language pathologists or 
others, with the exception of physicians and NPPs who may personally provide the 
services that are within their scope of practice. 
 
30.4 - Cardiovascular System (Codes 92950-93799) 
(Rev. 979, Issued: 06-09-06, Effective: 07-10-06, Implementation: 07-10-06) 
 
A. Echocardiography Contrast Agents 
Effective October 1, 2000, physicians may separately bill for contrast agents used in 
echocardiography.  Physicians should use HCPCS Code A9700 (Supply of Injectable 
Contrast Material for Use in Echocardiography, per study).  The type of service code is 9.  
This code will be A/B MAC (B)-priced. 


B. Electronic Analyses of Implantable Cardioverter-defibrillators and Pacemakers 
The CPT codes 93731, 93734, 93741 and 93743 are used to report electronic analyses of 
single or dual chamber pacemakers and single or dual chamber implantable cardioverter-
defibrillators.  In the office, a physician uses a device called a programmer to obtain 
information about the status and performance of the device and to evaluate the patient’s 
cardiac rhythm and response to the implanted device. 
Advances in information technology now enable physicians to evaluate patients with 
implanted cardiac devices without requiring the patient to be present in the physician’s 
office.  Using a manufacturer’s specific monitor/transmitter, a patient can send complete 
device data and specific cardiac data to a distant receiving station or secure Internet 







server.  The electronic analysis of cardiac device data that is remotely obtained provides 
immediate and long-term data on the device and clinical data on the patient’s cardiac 
functioning equivalent to that obtained during an in-office evaluation.  Physicians should 
report the electronic analysis of an implanted cardiac device using remotely obtained data 
as described above with CPT code 93731, 93734, 93741 or 93743, depending on the type 
of cardiac device implanted in the patient. 


30.5 - Payment for Codes for Chemotherapy Administration and 
Nonchemotherapy Injections and Infusions 
(Rev. 968. Issued:  05-26-06; Effective/Implementation Dates:  06-26-06) 
 
A. General 
Codes for Chemotherapy administration and nonchemotherapy injections and infusions 
include the following three categories of codes in the American Medical Association’s 
Current Procedural Terminology (CPT):  


1. Hydration; 
2. Therapeutic, prophylactic, and diagnostic injections and infusions (excluding 
chemotherapy); and 
3. Chemotherapy administration. 


Physician work related to hydration, injection, and infusion services involves the 
affirmation of the treatment plan and the supervision (pursuant to incident to 
requirements) of nonphysician clinical staff. 


B. Hydration 
The hydration codes are used to report a hydration IV infusion which consists of a pre-
packaged fluid and /or electrolytes (e.g. normal saline, D5-1/2 normal saline +30 mg 
EqKC1/liter) but are not used to report infusion of drugs or other substances. 


C. Therapeutic, prophylactic, and diagnostic injections and infusions (excluding 
chemotherapy) 
A therapeutic, prophylactic, or diagnostic IV infusion or injection, other than hydration, 
is for the administration of substances/drugs.  The fluid used to administer the drug (s) is 
incidental hydration and is not separately payable. 
If performed to facilitate the infusion or injection or hydration, the following services and 
items are included and are not separately billable: 


1. Use of local anesthesia; 
2. IV start; 
3. Access to indwelling IV, subcutaneous catheter or port; 
4. Flush at conclusion of infusion; and 
5. Standard tubing, syringes and supplies. 


Payment for the above is included in the payment for the chemotherapy administration or 
nonchemotherapy injection and infusion service. 







If a significant separately identifiable evaluation and management service is performed, 
the appropriate E & M code should be reported utilizing modifier 25 in addition to the 
chemotherapy administration or nonchemotherapy injection and infusion service.  For an 
evaluation and management service provided on the same day, a different diagnosis is not 
required. 
The CPT 2006 includes a parenthetical remark immediately following CPT code 90772 
(Therapeutic, prophylactic or diagnostic injection; (specify substance or drug); 
subcutaneous or intramuscular.)  It states, “Do not report 90772 for injections given 
without direct supervision.  To report, use 99211.” 
This coding guideline does not apply to Medicare patients.  If the RN, LPN or other 
auxiliary personnel furnishes the injection in the office and the physician is not present in 
the office to meet the supervision requirement, which is one of the requirements for 
coverage of an incident to service, then the injection is not covered.  The physician would 
also not report 99211 as this would not be covered as an incident to service. 


D. Chemotherapy Administration 
Chemotherapy administration codes apply to parenteral administration of non-
radionuclide anti-neoplastic drugs; and also to anti-neoplastic agents provided for 
treatment of noncancer diagnoses (e.g., cyclophosphamide for auto-immune conditions) 
or to substances such as monoclonal antibody agents, and other biologic response 
modifiers.  The following drugs are commonly considered to fall under the category of 
monoclonal antibodies:  infliximab, rituximab, alemtuzumb, gemtuzumab, and 
trastuzumab.  Drugs commonly considered to fall under the category of hormonal 
antineoplastics include leuprolide acetate and goserelin acetate.  The drugs cited are not 
intended to be a complete list of drugs that may be administered using the chemotherapy 
administration codes.  A/B MACs (B) may provide additional guidance as to which drugs 
may be considered to be chemotherapy drugs under Medicare. 
The administration of anti-anemia drugs and anti-emetic drugs by injection or infusion 
for cancer patients is not considered chemotherapy administration. 
If performed to facilitate the chemotherapy infusion or injection, the following services 
and items are included and are not separately billable: 


1. Use of local anesthesia; 
2. IV access; 
3. Access to indwelling IV, subcutaneous catheter or port; 
4. Flush at conclusion of infusion;  
5. Standard tubing, syringes and supplies; and 
6. Preparation of chemotherapy agent(s). 


Payment for the above is included in the payment for the chemotherapy administration 
service. 
If a significant separately identifiable evaluation and management service is performed, 
the appropriate E & M code should be reported utilizing modifier 25 in addition to the 







chemotherapy code.  For an evaluation and management service provided on the same 
day, a different diagnosis is not required. 


E. Coding Rules for Chemotherapy Administration and Nonchemotherapy 
Injections and Infusion Services 
Instruct physicians to follow the CPT coding instructions to report chemotherapy 
administration and nonchemotherapy injections and infusion services with the exception 
listed in subsection C for CPT code 90772.  The physician should be aware of the 
following specific rules. 
When administering multiple infusions, injections or combinations, the physician should 
report only one “initial” service code unless protocol requires that two separate IV sites 
must be used.  The initial code is the code that best describes the key or primary reason 
for the encounter and should always be reported irrespective of the order in which the 
infusions or injections occur.  If an injection or infusion is of a subsequent or concurrent 
nature, even if it is the first such service within that group of services, then a subsequent 
or concurrent code should be reported.  For example, the first IV push given subsequent 
to an initial one-hour infusion is reported using a subsequent IV push code. 
If more than one “initial” service code is billed per day, the A/B MAC (B) shall deny the 
second initial service code unless the patient has to come back for a separately 
identifiable service on the same day or has two IV lines per protocol.  For these 
separately identifiable services, instruct the physician to report with modifier 59. 
The CPT includes a code for a concurrent infusion in addition to an intravenous infusion 
for therapy, prophylaxis or diagnosis.  Allow only one concurrent infusion per patient per 
encounter.  Do not allow payment for the concurrent infusion billed with modifier 59 
unless it is provided during a second encounter on the same day with the patient and is 
documented in the medical record. 
For chemotherapy administration and therapeutic, prophylactic and diagnostic injections 
and infusions, an intravenous or intra-arterial push is defined as:   1.) an injection in 
which the healthcare professional is continuously present to administer the 
substance/drug and observe the patient; or 2.) an infusion of 15 minutes or less. 
The physician may report the infusion code for “each additional hour” only if the infusion 
interval is greater than 30 minutes beyond the 1 hour increment.  For example if the 
patient receives an infusion of  a single drug that lasts 1 hour and 45 minutes,  the 
physician would report the “initial” code up to 1 hour and the add-on code for the 
additional 45 minutes. 
Several chemotherapy administration and nonchemotherapy injection and infusion 
service codes have the following parenthetical descriptor included as a part of the CPT 
code, “List separately in addition to code for primary procedure.”  Each of these codes 
has a physician fee schedule indicator of “ZZZ” meaning this service is allowed if billed 
with another chemotherapy administration or nonchemotherapy injection and infusion 
service code. 
Do not interpret this parenthetical descriptor to mean that the add-on code can be billed 
only if it is listed with another drug administration primary code.  For example, code 
90761 will be ordinarily billed with code 90760.  However, there may be instances when 







only the add-on code, 90761, is billed because an “initial” code from another section in 
the drug administration codes, instead of 90760, is billed as the primary code. 
Pay for code 96523, “Irrigation of implanted venous access device for drug delivery 
systems,” if it is the only service provided that day.  If there is a visit or other 
chemotherapy administration or nonchemotherapy injection or infusion service provided 
on the same day, payment for 96523 is included in the payment for the other service.  


F. Chemotherapy Administration (or Nonchemotherapy Injection and Infusion) and 
Evaluation and Management Services Furnished on the Same Day 
For services furnished on or after January 1, 2004, do not allow payment for CPT code 
99211, with or without modifier 25, if it is billed with a nonchemotherapy drug infusion 
code or a chemotherapy administration code.  Apply this policy to code 99211 when it is 
billed with a diagnostic or therapeutic injection code on or after January 1, 2005. 
Physicians providing a chemotherapy  administration service or a nonchemotherapy drug 
infusion service and evaluation and management services, other than CPT code 99211, on 
the same day must bill in accordance with §30.6.6 using modifier 25.  The A/B MACs 
(B) pay for evaluation and management services provided on the same day as the 
chemotherapy  administration services or a nonchemotherapy injection or infusion 
service if the evaluation and management service meets the requirements of section 
§30.6.6  even though the underlying codes do not have global periods.  If a chemotherapy 
service and a significant separately identifiable evaluation and management service are 
provided on the same day, a different diagnosis is not required. 
In 2005, the Medicare physician fee schedule status database indicators for therapeutic 
and diagnostic injections were changed from T to A.  Thus, beginning in 2005, the policy 
on evaluation and management services, other than 99211, that is applicable to a 
chemotherapy or a nonchemotherapy injection or infusion service applies equally to these 
codes. 
 
30.6 - Evaluation and Management Service Codes - General (Codes 
99201 - 99499) 
(Rev. 178, 05-14-04) 
B3-15501-15501.1 
 
30.6.1 - Selection of Level of Evaluation and Management Service 
(Rev. 3315, Issued:  08-06-15, Effective:  01-01-16, Implementation: 01-04-16) 
 
A.  Use of CPT Codes 
 
Advise physicians to use CPT codes (level 1 of HCPCS) to code physician services, 
including evaluation and management services.  Medicare will pay for E/M services for 
specific non-physician practitioners (i.e., nurse practitioner (NP), clinical nurse specialist 
(CNS) and certified nurse midwife (CNM)) whose Medicare benefit permits them to bill 
these services.  A physician assistant (PA) may also provide a physician service, 
however, the physician collaboration and general supervision rules as well as all billing 
rules apply to all the above non-physician practitioners.  The service provided must be 







medically necessary and the service must be within the scope of practice for a non-
physician practitioner in the State in which he/she practices.  Do not pay for CPT 
evaluation and management codes billed by physical therapists in independent practice or 
by occupational therapists in independent practice. 
 
Medical necessity of a service is the overarching criterion for payment in addition to the 
individual requirements of a CPT code.  It would not be medically necessary or 
appropriate to bill a higher level of evaluation and management service when a lower 
level of service is warranted.  The volume of documentation should not be the primary 
influence upon which a specific level of service is billed.  Documentation should support 
the level of service reported.  The service should be documented during, or as soon as 
practicable after it is provided in order to maintain an accurate medical record. 
 
B.  Selection of Level of Evaluation and Management Service 
 
Instruct physicians to select the code for the service based upon the content of the service.  
The duration of the visit is an ancillary factor and does not control the level of the service 
to be billed unless more than 50 percent of the face-to-face time (for non-inpatient 
services) or more than 50 percent of the floor time (for inpatient services) is spent 
providing counseling or coordination of care as described in subsection C. 
 
Any physician or non-physician practitioner (NPP) authorized to bill Medicare services 
will be paid by the Medicare Administrative Contractor (MAC) at the appropriate 
physician fee schedule amount based on the rendering UPIN/PIN. 
 
"Incident to" Medicare Part B payment policy is applicable for office visits when the 
requirements for "incident to" are met (refer to sections 60.1, 60.2, and 60.3, chapter 15 
in IOM 100-02). 
 
SPLIT/SHARED E/M SERVICE 
 
Office/Clinic Setting 
 
In the office/clinic setting when the physician performs the E/M service the service must 
be reported using the physician’s UPIN/PIN.  When an E/M service is a shared/split 
encounter between a physician and a non-physician practitioner (NP, PA, CNS or CNM), 
the service is considered to have been performed “incident to” if the requirements for 
“incident to” are met and the patient is an established patient.  If “incident to” 
requirements are not met for the shared/split E/M service, the service must be billed 
under the NPP’s UPIN/PIN, and payment will be made at the appropriate physician fee 
schedule payment. 
 
Hospital Inpatient/Outpatient (On Campus or Off Campus)/Emergency 
Department Setting 
 







When a hospital inpatient/hospital outpatient (on campus-outpatient hospital or off 
campus outpatient hospital) or emergency department E/M is shared between a physician 
and an NPP from the same group practice and the physician provides any face-to-face 
portion of the E/M encounter with the patient, the service may be billed under either the 
physician's or the NPP's UPIN/PIN number.  However, if there was no face-to-face 
encounter between the patient and the physician (e.g., even if the physician participated 
in the service by only reviewing the patient’s medical record) then the service may only 
be billed under the NPP's UPIN/PIN.  Payment will be made at the appropriate physician 
fee schedule rate based on the UPIN/PIN entered on the claim. 
 
EXAMPLES OF SHARED VISITS 
 
1. If the NPP sees a hospital inpatient in the morning and the physician follows with a 
later face-to-face visit with the patient on the same day, the physician or the NPP may 
report the service. 
 
2. In an office setting the NPP performs a portion of an E/M encounter and the physician 
completes the E/M service.  If the "incident to" requirements are met, the physician 
reports the service. If the “incident to” requirements are not met, the service must be 
reported using the NPP’s UPIN/PIN. 
 
In the rare circumstance when a physician (or NPP) provides a service that does not 
reflect a CPT code description, the service must be reported as an unlisted service with 
CPT code 99499.  A description of the service provided must accompany the claim.  The 
MAC has the discretion to value the service when the service does not meet the full terms 
of a CPT code description (e.g., only a history is performed).  The MAC also determines 
the payment based on the applicable percentage of the physician fee schedule depending 
on whether the claim is paid at the physician rate or the non-physician practitioner rate. 
CPT modifier -52 (reduced services) must not be used with an evaluation and 
management service.  Medicare does not recognize modifier -52 for this purpose. 
 
C.  Selection of Level of Evaluation and Management Service Based On Duration of 
Coordination of Care and/or Counseling 
 
Advise physicians that when counseling and/or coordination of care dominates (more 
than 50 percent) the face-to-face physician/patient encounter or the floor time (in the case 
of inpatient services), time is the key or controlling factor in selecting the level of service. 
In general, to bill an E/M code, the physician must complete at least 2 out of 3 criteria 
applicable to the type/level of service provided.  However, the physician may document 
time spent with the patient in conjunction with the medical decision-making involved and 
a description of the coordination of care or counseling provided.  Documentation must be 
in sufficient detail to support the claim. 
 
EXAMPLE: A cancer patient has had all preliminary studies completed and a medical 
decision to implement chemotherapy.  At an office visit the physician discusses the 
treatment options and subsequent lifestyle effects of treatment the patient may encounter 







or is experiencing.  The physician need not complete a history and physical examination 
in order to select the level of service.  The time spent in counseling/coordination of care 
and medical decision-making will determine the level of service billed. 
 
The code selection is based on the total time of the face-to-face encounter or floor time, 
not just the counseling time.  The medical record must be documented in sufficient detail 
to justify the selection of the specific code if time is the basis for selection of the code. 
 
In the office and other outpatient setting, counseling and/or coordination of care must be 
provided in the presence of the patient if the time spent providing those services is used 
to determine the level of service reported.  Face-to-face time refers to the time with the 
physician only.  Counseling by other staff is not considered to be part of the face-to-face 
physician/patient encounter time.  Therefore, the time spent by the other staff is not 
considered in selecting the appropriate level of service.  The code used depends upon the 
physician service provided. 
 
In an inpatient setting, the counseling and/or coordination of care must be provided at the 
bedside or on the patient’s hospital floor or unit that is associated with an individual 
patient.  Time spent counseling the patient or coordinating the patient’s care after the 
patient has left the office or the physician has left the patient’s floor or begun to care for 
another patient on the floor is not considered when selecting the level of service to be 
reported. 
 
The duration of counseling or coordination of care that is provided face-to-face or on the 
floor may be estimated but that estimate, along with the total duration of the visit, must 
be recorded when time is used for the selection of the level of a service that involves 
predominantly coordination of care or counseling. 
 
D.  Use of Highest Levels of Evaluation and Management Codes 
 
A/B MACs (B) must advise physicians that to bill the highest levels of visit codes, the 
services furnished must meet the definition of the code (e.g., to bill a Level 5 new patient 
visit, the history must meet CPT’s definition of a comprehensive history). 
 
The comprehensive history must include a review of all the systems and a complete past 
(medical and surgical) family and social history obtained at that visit.  In the case of an 
established patient, it is acceptable for a physician to review the existing record and 
update it to reflect only changes in the patient’s medical, family, and social history from 
the last encounter, but the physician must review the entire history for it to be considered 
a comprehensive history. 
 
The comprehensive examination may be a complete single system exam such as cardiac, 
respiratory, psychiatric, or a complete multi-system examination. 
 
30.6.1.1 - Initial Preventive Physical Examination (IPPE) and Annual 
Wellness Visit (AWV) 







(Rev. 3096, Issued: 10-17-14, Effective: 01-27-14, Implementation: 11-18-14) 
 
A. Definitions 
 
1. Initial Preventive Physical Examination (IPPE)  
 
The initial preventive physical examination (IPPE), or “Welcome to Medicare Preventive 
Visit” is a preventive visit authorized by sections 1861(s)(2)(w) and 1861(ww) of the 
Social Security Act (and implementing regulations at 42 CFR 410.16, 411.15(a)(1), and 
411.15(k)(11)). 
 
As described in the implementing regulations, the IPPE includes the following: 
 


(1) review of the individual’s medical and social history with attention to modifiable 
risk factors for disease detection,  


 
(2) review of the individual’s potential (risk factors) for depression or other mood 


disorders, 
 
(3) review of the individual’s functional ability and level of safety,  
 
(4) an examination to include measurement of the individual’s height, weight, body 


mass index, blood pressure, a visual acuity screen, and other factors as deemed 
appropriate, based on the beneficiary’s medical and social history, 


 
(5) end-of-life planning, upon agreement of the individual,  
 
(6) education, counseling, and referral, as deemed appropriate, based on the results of 


the review and evaluation services described in the previous 5 elements, and  
 
(7) education, counseling, and referral including a brief written plan (e.g., a checklist 


or alternative) provided to the individual for obtaining the appropriate screening 
and other preventive services, which are separately covered under Medicare Part 
B (that is, pneumococcal, influenza and hepatitis B vaccines and their 
administration, screening mammography, screening pap smear and screening 
pelvic examinations, prostate cancer screening tests, colorectal cancer screening 
tests, diabetes outpatient self-management training services, bone mass 
measurements, glaucoma screening, medical nutrition therapy for individuals 
with diabetes or renal disease, cardiovascular screening blood tests, diabetes 
screening tests, screening ultrasound for abdominal aortic aneurysms, an 
electrocardiogram, and additional preventive services covered under Medicare 
Part B through the Medicare national coverage determinations process). 


 
2. Annual Wellness Visit (AWV) 
 







Effective January 1, 2011, Sections 1861(s)(2)(FF) and 1861(hhh) of the Social Security 
Act and implementing regulations at 42 CFR 410.15, authorize an AWV providing 
personalized prevention plan services (PPPS).  The AWV is a preventive visit available 
to eligible beneficiaries, and identified by HCPCS codes G0438 (Annual wellness visit, 
including PPPS, first visit) and G0439 (Annual wellness visit, including PPPS, 
subsequent visit).  Information, including definitions of relevant terms and coverage 
requirements for the AWV are included in Pub. 100-02, Medicare Benefit Policy Manual, 
chapter 15, section 280.5.  
 
The first AWV providing PPPS (HCPCS G0438) is a ‘one time’ allowed Medicare 
benefit and includes the following elements furnished to an eligible beneficiary by a 
health professional:  
 


 Review (and administration if needed) of a health risk assessment, 
 


• Establishment of the individual’s medical/family history, 
 


• Establishment of a list of current providers and suppliers that are regularly 
involved in providing medical care to the individual, 


 
• Measurement of the individual’s height, weight, body mass index (or waist 


circumference, if appropriate), blood pressure (BP), and other routine 
measurements as deemed appropriate, based on the individual’s medical and 
family history, 


 
• Detection of any cognitive impairment that the individual may have, 


 
• Review of an individual’s potential risk factors for depression, including current 


or past experiences with depression or other mood disorders, based on the use of 
an appropriate screening instrument for persons without a current diagnosis of 
depression, which the health professional may select from various available 
standardized screening tests designed for this purpose and recognized by national 
professional medical organizations, 


 
• Review of the individual’s functional ability and level of safety, based on direct 


observation of the individual, or the use of appropriate screening questions or a 
screening questionnaire, which the health professional may select from various 
available screening questions or standardized questionnaires designed for this 
purpose and recognized by national professional medical organizations, 


 
• Establishment of a written screening schedule for the individual, such as a 


checklist for the next 5 to 10 years, as appropriate, based on recommendations of 
the United States Preventive Services Task Force (USPSTF) and Advisory 
Committee of Immunizations Practices (ACIP), and the individual’s health risk 
assessment, health status, screening history, and age-appropriate preventive 
services covered by Medicare, 







 
• Establishment of a list of risk factors and conditions of which primary, secondary, 


or tertiary interventions are recommended or underway for the individual, 
including any mental health conditions or any such risk factors or conditions that 
have been identified through an IPPE, and a list of treatment options and their 
associated risks and benefits, 


 
• Furnishing of personalized health advice to the individual and a referral, as 


appropriate, to health education or preventive counseling services or programs 
aimed at reducing identified risk factors and improving self-management or 
community-based lifestyle interventions to reduce health risks and promote self-
management and wellness, including weight loss, physical activity, smoking 
cessation, fall prevention, and nutrition, and, 


 
• Any other element(s) determined appropriate by the Secretary through the 


national coverage determinations process. 
 
Subsequent AWVs providing PPPS (HCPCS G0439) include the following key elements 
furnished to an eligible beneficiary by a health professional:  
 


 Review (and administration, if needed) of an updated health risk assessment, 
 


• Update of the individual’s medical/family history, 
 


• Update to the list of current providers and suppliers that are regularly involved in 
providing medical care to the individual as that list was developed for the first 
AWV providing PPPS, or the previous subsequent AWV providing PPPS, 


 
• Measurement of an individual’s weight (or waist circumference), blood pressure, 


and other routine measurements as deemed appropriate, based on the individual’s 
medical and family history, 


 
• Detection of any cognitive impairment that the individual may have, 


 
• Update to the individual’s written screening schedule as developed at the first 


AWV providing PPPS, 
 


• Update to the individual’s list of risk factors and conditions for which primary, 
secondary, or tertiary interventions are recommended or are underway for the 
individual, as that list was developed at the first AWV providing PPPS, or the 
previous subsequent AWV providing PPPS, 


 
• Furnishing of personalized health advice to the individual and a referral, as 


appropriate, to health education or preventive counseling services or programs, 
and,  


 







• Any other element determined appropriate by the Secretary through the national 
coverage determinations process.  


 
See chapter 18 of this manual for additional information regarding preventive services 
that are separately covered under Medicare Part B. 
 
B. Who May Perform an IPPE or AWV 
 
The A/B MAC (B) pays the appropriate physician fee schedule amount based on the 
rendering National Provider Identification (NPI) number. 
 
The IPPE may be performed by:  
 


• a doctor of medicine or osteopathy as defined in Section 1861(r) (1) of the Social 
Security Act, or  


 
• a qualified nonphysician practitioner (nurse practitioner, physician assistant or 


clinical nurse specialist). 
 
The AWV may be performed by a health professional, which is defined as:  
 


• a doctor of medicine or osteopathy as defined in Section 1861(r)(1) of the Social 
Security Act, 


 
 a physician assistant, nurse practitioner, or clinical nurse specialist (as defined in 


section 1861(aa)(5) of the Social Security Act), or  
 


• a medical professional (including a health educator, registered dietitian, nutrition 
professional, or other licensed practitioner) or a team of such medical 
professionals, working under the direct supervision of a physician (doctor of 
medicine or osteopathy). 


 
C. Eligibility 
 
1. IPPE 
 
Medicare pays for one IPPE per beneficiary per lifetime for beneficiaries within the first 
12 months of the effective date of the beneficiary’s first Part B coverage period. 
 
2. AWV 
 
Medicare pays for an AWV for a beneficiary who is no longer within 12 months after the 
effective date of his/her first Medicare Part B coverage period, and who has not received 
either an IPPE or an AWV providing PPPS within the past 12 months.  Medicare pays for 
only one first AWV (HCPCS G0438), per beneficiary per lifetime.  All subsequent 
AWVs must be billed using HCPCS G0439. 







 
D. Deductible and Coinsurance 
 
1. IPPE 
 
The Medicare deductible and coinsurance apply for the IPPE provided before January 1, 
2009. 
 
The Medicare deductible is waived effective for the IPPE provided on or after January 1, 
2009.  However, the applicable coinsurance continues to apply for the IPPE provided on 
or after January 1, 2009. 
 
As a result of the Affordable Care Act (ACA), effective for the IPPE provided on or after 
January 1, 2011, the Medicare deductible and coinsurance (for HCPCS code G0402 only) 
are waived.  
 
2. AWV 
 
As a result of the ACA, effective January 1, 2011, the Medicare deductible and 
coinsurance for the AWV (HCPCS G0438 and G0439) are waived. 
 
E. The EKG Component of the IPPE 
 
The once-in-a-lifetime screening EKG may be performed, as appropriate, with a referral 
from an IPPE. 
 
F. HCPCS Codes Used to Bill the IPPE or AWV 
 
1. HCPCS Codes Used to Bill the IPPE 
 
For IPPE and EKG services provided prior to January 1, 2009, the physician or qualified 
NPP shall bill HCPCS code G0344 for the IPPE performed face-to-face, and HCPCS 
code G0366 for performing a screening EKG that includes both the interpretation and 
report.  If the primary physician or qualified NPP performs only the IPPE, he/she shall 
bill HCPCS code G0344 only.  The physician or entity that performs the screening EKG 
that includes both the interpretation and report shall bill HCPCS code G0366.  The 
physician or entity that performs the screening EKG tracing only (without interpretation 
and report) shall bill HCPCS code G0367.  The physician or entity that performs the 
interpretation and report only (without the EKG tracing) shall bill HCPCS code G0368. 
Medicare will pay for a screening EKG only as part of the IPPE.  HCPCS codes G0344, 
G0366, G0367 and G0368 will not be billable codes effective on or after January 1, 2009. 
 
Effective for a beneficiary who has the IPPE on or after January 1, 2009, and within 
his/her 12-month enrollment period of Medicare Part B, the IPPE and screening EKG 
services are billable with the appropriate HCPCS G code(s). 
 







The physician or qualified NPP shall bill HCPCS code G0402 for the IPPE performed 
face-to-face with the patient. 
 
The physician or entity shall bill HCPCS code G0403 for performing the complete 
screening EKG that includes the tracing, interpretation and report. 
 
The physician or entity that performs the screening EKG tracing only (without 
interpretation and report) shall bill HCPCS code G0404. 
 
The physician or entity that performs the screening EKG interpretation and report only, 
(without the EKG tracing) shall bill HCPCS code G0405. 
 
2. HCPCS Codes Used to Bill the AWV 
 
For the first AWV provided on or after January 1, 2011, the health professional shall bill 
HCPCS G0438 (Annual wellness visit, including PPPS, first visit).  This is a once per 
beneficiary per lifetime allowable Medicare Part B benefit. 
 
All subsequent AWVs shall be billed with HCPCS G0439 (Annual Wellness Visit, 
including PPPS, subsequent visit). In the event that a beneficiary selects a new health 
professional to complete a subsequent AWV, the new health professional will continue to 
bill the subsequent AWV with HCPCS G0439. 
 
NOTE: For an IPPE or AWV performed during the global period of surgery, refer to 
chapter 12, §30.6.6 of this chapter for reporting instructions. 
 
G. Documentation for the IPPE or AWV 
 
Practitioners eligible to furnish an IPPE or an AWV are required to use the 1995 and 
1997 E/M documentation guidelines to document the medical record with the appropriate 
clinical information. 
(http://xmarks.com/site/www.cms.hhs.gov/MLNEdWebGuide/25_EMDOC.asp).  All 
referrals and a written medical plan must be included in this documentation. 
 
H. Reporting a Medically Necessary E/M Service Furnished During the Same 
Encounter as an IPPE or AWV 
 
When the physician or qualified NPP, or for AWV the health professional, provides a 
significant, separately identifiable medically necessary E/M service in addition to the 
IPPE or an AWV, CPT codes 99201 - 99215 may be reported depending on the clinical 
appropriateness of the circumstances. CPT Modifier -25 shall be appended to the 
medically necessary E/M service identifying this service as a significant, separately 
identifiable service from the IPPE or AWV code reported (HCPCS code G0344 or 
G0402, whichever applies based on the date the IPPE is performed, or HCPCS code 
G0438 or G0439 whichever AWV code applies). 
 







NOTE:  Some of the components of a medically necessary E/M service (e.g., a portion of 
history or physical exam portion) may have been part of the IPPE or AWV and should 
not be included when determining the most appropriate level of E/M service to be billed 
for the medically necessary, separately identifiable, E/M service. 
 
30.6.2 - Billing for Medically Necessary Visit on Same Occasion as 
Preventive Medicine Service 
(Rev. 1, 10-01-03) 
 
See Chapter 18 for payment for covered preventive services. 
When a physician furnishes a Medicare beneficiary a covered visit at the same place and 
on the same occasion as a noncovered preventive medicine service (CPT codes 99381-
99397), consider the covered visit to be provided in lieu of a part of the preventive 
medicine service of equal value to the visit.  A preventive medicine service (CPT codes 
99381-99397) is a noncovered service.  The physician may charge the beneficiary, as a 
charge for the noncovered remainder of the service, the amount by which the physician’s 
current established charge for the preventive medicine service exceeds his/her current 
established charge for the covered visit.  Pay for the covered visit based on the lesser of 
the fee schedule amount or the physician’s actual charge for the visit.  The physician is 
not required to give the beneficiary written advance notice of noncoverage of the part of 
the visit that constitutes a routine preventive visit.  However, the physician is responsible 
for notifying the patient in advance of his/her liability for the charges for services that are 
not medically necessary to treat the illness or injury. 
There could be covered and noncovered procedures performed during this encounter 
(e.g., screening x-ray, EKG, lab tests.).  These are considered individually.  Those 
procedures which are for screening for asymptomatic conditions are considered 
noncovered and, therefore, no payment is made.  Those procedures ordered to diagnose 
or monitor a symptom, medical condition, or treatment are evaluated for medical 
necessity and, if covered, are paid. 
 
30.6.3 - Payment for Immunosuppressive Therapy Management 
(Rev. 1, 10-01-03) 
B3-4820-4824 
Physicians bill for management of immunosuppressive therapy using the office or 
subsequent hospital visit codes that describe the services furnished.  If the physician who 
is managing the immunotherapy is also the transplant surgeon, he or she bills these visits 
with modifier “-24” indicating that the visit during the global period is not related to the 
original procedure if the physician also performed the transplant surgery and submits 
documentation that shows that the visit is for immunosuppressive therapy. 
 
30.6.4 - Evaluation and Management (E/M) Services Furnished Incident 
to Physician’s Service by Nonphysician Practitioners 
(Rev. 1, 10-01-03) 







 
When evaluation and management services are furnished incident to a physician’s service 
by a nonphysician practitioner, the physician may bill the CPT code that describes the 
evaluation and management service furnished. 
When evaluation and management services are furnished incident to a physician’s service 
by a nonphysician employee of the physician, not as part of a physician service, the 
physician bills code 99211 for the service. 
A physician is not precluded from billing under the “incident to” provision for services 
provided by employees whose services cannot be paid for directly under the Medicare 
program.  Employees of the physician may provide services incident to the physician’s 
service, but the physician alone is permitted to bill Medicare. 
Services provided by employees as “incident to” are covered when they meet all the 
requirements for incident to and are medically necessary for the individual needs of the 
patient. 


30.6.5 - Physicians in Group Practice 
(Rev. 1, 10-01-03) 
 
Physicians in the same group practice who are in the same specialty must bill and be paid 
as though they were a single physician.  If more than one evaluation and management 
(face-to-face) service is provided on the same day to the same patient by the same 
physician or more than one physician in the same specialty in the same group, only one 
evaluation and management service may be reported unless the evaluation and 
management services are for unrelated problems.  Instead of billing separately, the 
physicians should select a level of service representative of the combined visits and 
submit the appropriate code for that level. 
Physicians in the same group practice but who are in different specialties may bill and be 
paid without regard to their membership in the same group. 


30.6.6 - Payment for Evaluation and Management Services Provided 
During Global Period of Surgery 
(Rev. 954, Issued: 05-19-06, Effective: 06-01-06, Implementation: 08-20-06) 
 
A. CPT Modifier “-24” - Unrelated Evaluation and Management Service by Same 
Physician During Postoperative Period 
 
A/B MACs (B) pay for an evaluation and management service other than inpatient 
hospital care before discharge from the hospital following surgery (CPT codes 99221-
99238) if it was provided during the postoperative period of a surgical procedure, 
furnished by the same physician who performed the procedure, billed with CPT modifier 
“-24,” and accompanied by documentation that supports that the service is not related to 
the postoperative care of the procedure.  They do not pay for inpatient hospital care that 
is furnished during the hospital stay in which the surgery occurred unless the doctor is 
also treating another medical condition that is unrelated to the surgery.  All care provided 







during the inpatient stay in which the surgery occurred is compensated through the global 
surgical payment. 


B. CPT Modifier “-25” - Significant Evaluation and Management Service by Same 
Physician on Date of Global Procedure 
Medicare requires that Current Procedural Terminology (CPT) modifier -25 should only 
be used on claims for evaluation and management (E/M) services, and only when these 
services are provided by the same physician (or same qualified nonphysician practitioner) 
to the same patient on the same day as another procedure or other service.  A/B MACs 
(B) pay for an E/M service provided on the day of a procedure with a global fee period if 
the physician indicates that the service is for a significant, separately identifiable E/M 
service that is above and beyond the usual pre- and post-operative work of the procedure.  
Different diagnoses are not required for reporting the E/M service on the same date as the 
procedure or other service. Modifier -25 is added to the E/M code on the claim. 
Both the medically necessary E/M service and the procedure must be appropriately and 
sufficiently documented by the physician or qualified nonphysician practitioner in the 
patient’s medical record to support the claim for these services, even though the 
documentation is not required to be submitted with the claim. 
If the physician bills the service with the CPT modifier “-25,” A/B MACs (B) pay for the 
service in addition to the global fee without any other requirement for documentation 
unless one of the following conditions is met: 


• When inpatient dialysis services are billed (CPT codes 90935, 90945, 90947, and 
93937), the physician must document that the service was unrelated to the 
dialysis and could not be performed during the dialysis procedure; 


• When preoperative critical care codes are being billed on the date of the 
procedure, the diagnosis must support that the service is unrelated to the 
performance of the procedure; or 


• When an A/B MAC (B) has conducted a specific medical review process and 
determined, after reviewing the data, that an individual or a group has high use of 
modifier “-25” compared to other physicians, has done a case-by-case review of 
the records to verify that the use of modifier was inappropriate, and has educated 
the individual or group, the A/B MAC (B) may impose prepayment screens or 
documentation requirements for that provider or group.  When a A/B MAC (B) 
has completed a review and determined that a high usage rate of modifier “-57,” 
the A/B MAC (B) must complete a case-by-case review of the records.  Based 
upon this review, the A/B MAC (B) will educate providers regarding the 
appropriate use of modifier “-57.”  If high usage rates continue, the A/B MAC 
(B) may impose prepayment screens or documentation requirements for that 
provider or group. 


A/B MACs (B) may not permit the use of CPT modifier “-25” to generate payment for 
multiple evaluation and management services on the same day by the same physician, 
notwithstanding the CPT definition of the modifier. 


C. CPT Modifier “-57” - Decision for Surgery Made Within Global Surgical Period 
 







A/B MACs (B) pay for an evaluation and management service on the day of or on the 
day before a procedure with a 90-day global surgical period if the physician uses CPT 
modifier “-57” to indicate that the service resulted in the decision to perform the 
procedure.  A/B MACs (B) may not pay for an evaluation and management service billed 
with the CPT modifier “-57” if it was provided on the day of or the day before a 
procedure with a 0 or 10-day global surgical period. 
 
30.6.7 - Payment for Office or Other Outpatient Evaluation and 
Management (E/M) Visits (Codes 99201 - 99215) 
(Rev. 3315, Issued:  08-06-15, Effective:  01-01-16, Implementation: 01-04-16) 
 
A.  Definition of New Patient for Selection of E/M Visit Code 
 
Interpret the phrase “new patient” to mean a patient who has not received any 
professional services, i.e., E/M service or other face-to-face service (e.g., surgical 
procedure) from the physician or physician group practice (same physician specialty) 
within the previous 3 years.  For example, if a professional component of a previous 
procedure is billed in a 3 year time period, e.g., a lab interpretation is billed and no E/M 
service or other face-to-face service with the patient is performed, then this patient 
remains a new patient for the initial visit.  An interpretation of a diagnostic test, reading 
an x-ray or EKG etc., in the absence of an E/M service or other face-to-face service with 
the patient does not affect the designation of a new patient. 
 
B.  Office/Outpatient E/M Visits Provided on Same Day for Unrelated Problems 
 
As for all other E/M services except where specifically noted, the Medicare 
Administrative Contractors (MACs) may not pay two E/M office visits billed by a 
physician (or physician of the same specialty from the same group practice) for the same 
beneficiary on the same day unless the physician documents that the visits were for 
unrelated problems in the office, off campus-outpatient hospital, or on campus-outpatient 
hospital setting which could not be provided during the same encounter (e.g., office visit 
for blood pressure medication evaluation, followed five hours later by a visit for 
evaluation of leg pain following an accident). 
 
C.  Office/Outpatient or Emergency Department E/M Visit on Day of Admission to 
Nursing Facility 
 
MACs may not pay a physician for an emergency department visit or an office visit and a 
comprehensive nursing facility assessment on the same day.  Bundle E/M visits on the 
same date provided in sites other than the nursing facility into the initial nursing facility 
care code when performed on the same date as the nursing facility admission by the same 
physician. 
 
D.  Drug Administration Services and E/M Visits Billed on Same Day of Service 
 







MACs must advise physicians that CPT code 99211 cannot be paid if it is billed with a 
drug administration service such as a chemotherapy or nonchemotherapy drug infusion 
code (effective January 1, 2004).  This drug administration policy was expanded in the 
Physician Fee Schedule Final Rule, November 15, 2004, to also include a therapeutic or 
diagnostic injection code (effective January 1, 2005).  Therefore, when a medically 
necessary, significant and separately identifiable E/M service (which meets a higher 
complexity level than CPT code 99211) is performed, in addition to one of these drug 
administration services, the appropriate E/M CPT code should be reported with modifier 
-25.  Documentation should support the level of E/M service billed.  For an E/M service 
provided on the same day, a different diagnosis is not required. 
 
30.6.8 - Payment for Hospital Observation Services and Observation or 
Inpatient Care Services (Including Admission and Discharge Services) 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A. Who May Bill Observation Care Codes 
 
Observation care is a well-defined set of specific, clinically appropriate services, which 
include ongoing short term treatment, assessment, and reassessment, that are furnished 
while a decision is being made regarding whether patients will require further treatment 
as hospital inpatients or if they are able to be discharged from the hospital.  Observation 
services are commonly ordered for patients who present to the emergency department and 
who then require a significant period of treatment or monitoring in order to make a 
decision concerning their admission or discharge. 
 
In only rare and exceptional cases do reasonable and necessary outpatient observation 
services span more than 48 hours.  In the majority of cases, the decision whether to 
discharge a patient from the hospital following resolution of the reason for the 
observation care or to admit the patient as an inpatient can be made in less than 48 hours, 
usually in less than 24 hours. 
 
A/B MACs (B) pay for initial observation care billed by only the physician who ordered 
hospital outpatient observation services and was responsible for the patient during his/her 
observation care.  A physician who does not have inpatient admitting privileges but who 
is authorized to furnish hospital outpatient observation services may bill these codes. 
 
For a physician to bill observation care codes, there must be a medical observation record 
for the patient which contains dated and timed physician’s orders regarding the 
observation services the patient is to receive, nursing notes, and progress notes prepared 
by the physician while the patient received observation services.  This record must be in 
addition to any record prepared as a result of an emergency department or outpatient 
clinic encounter. 
 
Payment for an initial observation care code is for all the care rendered by the ordering 
physician on the date the patient’s observation services began.  All other physicians who 







furnish consultations or additional evaluations or services while the patient is receiving 
hospital outpatient observation services must bill the appropriate outpatient service codes. 
 
For example, if an internist orders observation services and asks another physician to 
additionally evaluate the patient, only the internist may bill the initial and subsequent 
observation care codes.  The other physician who evaluates the patient must bill the new 
or established office or other outpatient visit codes as appropriate. 
 
For information regarding hospital billing of observation services, see Chapter 4, §290. 
 
B. Physician Billing for Observation Care Following Initiation of Observation 
Services 
 
Similar to initial observation codes, payment for a subsequent observation care code is 
for all the care rendered by the treating physician on the day(s) other than the initial or 
discharge date.  All other physicians who furnish consultations or additional evaluations 
or services while the patient is receiving hospital outpatient observation services must bill 
the appropriate outpatient service codes. 
 
When a patient receives observation care for less than 8 hours on the same calendar date, 
the Initial Observation Care, from CPT code range 99218 - 99220, shall be reported by 
the physician.  The Observation Care Discharge Service, CPT code 99217, shall not be 
reported for this scenario. 
 
When a patient is admitted for observation care and then is discharged on a different 
calendar date, the physician shall report Initial Observation Care, from CPT code range 
99218 - 99220, and CPT observation care discharge CPT code 99217.  On the rare 
occasion when a patient remains in observation care for 3 days, the physician shall report 
an initial observation care code (99218-99220) for the first day of observation care, a 
subsequent observation care code (99224-99226) for the second day of observation care, 
and an observation care discharge CPT code 99217 for the observation care on the 
discharge date.  When observation care continues beyond 3 days, the physician shall 
report a subsequent observation care code (99224-99226) for each day between the first 
day of observation care and the discharge date. 
 
When a patient receives observation care for a minimum of 8 hours, but less than 24 
hours, and is discharged on the same calendar date, Observation or Inpatient Care 
Services (Including Admission and Discharge Services) from CPT code range 99234 - 
99236 shall be reported.  The observation discharge, CPT code 99217, cannot also be 
reported for this scenario. 
 
C. Documentation Requirements for Billing Observation or Inpatient Care Services 
(Including Admission and Discharge Services) 
 
The physician shall satisfy the E/M documentation guidelines for furnishing observation 
care or inpatient hospital care.  In addition to meeting the documentation requirements for 







history, examination, and medical decision making, documentation in the medical record 
shall include: 
 


• Documentation stating the stay for observation care or inpatient hospital care 
involves 8 hours, but less than 24 hours; 


 
• Documentation identifying the billing physician was present and personally 


performed the services; and 
 


• Documentation identifying the order for observation services, progress notes, and 
discharge notes were written by the billing physician. 


 
In the rare circumstance when a patient receives observation services for more than 2 
calendar dates, the physician shall bill observation services furnished on day(s) other than 
the initial or discharge date using subsequent observation care codes.  The physician may 
not use the subsequent hospital care codes since the patient is not an inpatient of the 
hospital. 
 
D. Admission to Inpatient Status Following Observation Care 
 
If the same physician who ordered hospital outpatient observation services also admits 
the patient to inpatient status before the end of the date on which the patient began 
receiving hospital outpatient observation services, pay only an initial hospital visit for the 
evaluation and management services provided on that date.  Medicare payment for the 
initial hospital visit includes all services provided to the patient on the date of admission 
by that physician, regardless of the site of service.  The physician may not bill an initial 
or subsequent observation care code for services on the date that he or she admits the 
patient to inpatient status.  If the patient is admitted to inpatient status from hospital 
outpatient observation care subsequent to the date of initiation of observation services, 
the physician must bill an initial hospital visit for the services provided on that date.  The 
physician may not bill the hospital observation discharge management code (code 99217) 
or an outpatient/office visit for the care provided while the patient received hospital 
outpatient observation services on the date of admission to inpatient status. 
 
E. Hospital Observation Services During Global Surgical Period 
 
The global surgical fee includes payment for hospital observation (codes 99217, 99218, 
99219, 99220, 99224, 99225, 99226, 99234, 99235, and 99236) services unless the 
criteria for use of CPT modifiers “-24,” “-25,” or “-57” are met.  A/B MACs (B) must 
pay for these services in addition to the global surgical fee only if both of the following 
requirements are met: 
 


• The hospital observation service meets the criteria needed to justify billing it with 
CPT modifiers “-24,” “-25,” or “-57” (decision for major surgery); and 
 







• The hospital observation service furnished by the surgeon meets all of the criteria 
for the hospital observation code billed. 


 
Examples of the decision for surgery during a hospital observation period are: 
 


• An emergency department physician orders hospital outpatient observation 
services for a patient with a head injury.  A neurosurgeon is called in to evaluate 
the need for surgery while the patient is receiving observation services and 
decides that the patient requires surgery.  The surgeon would bill a new or 
established office or other outpatient visit code as appropriate with the “-57” 
modifier to indicate that the decision for surgery was made during the evaluation.  
The surgeon must bill the office or other outpatient visit code because the patient 
receiving hospital outpatient observation services is not an inpatient of the 
hospital.  Only the physician who ordered hospital outpatient observation services 
may bill for observation care. 


 
• A neurosurgeon orders hospital outpatient observation services for a patient with 


a head injury.  During the observation period, the surgeon makes the decision for 
surgery.  The surgeon would bill the appropriate level of hospital observation 
code with the “-57” modifier to indicate that the decision for surgery was made 
while the surgeon was providing hospital observation care. 


 
Examples of hospital observation services during the postoperative period of a surgery 
are: 
 


• A surgeon orders hospital outpatient observation services for a patient with 
abdominal pain from a kidney stone on the 80th day following a TURP 
(performed by that surgeon).  The surgeon decides that the patient does not 
require surgery.  The surgeon would bill the observation code with CPT modifier 
“-24” and documentation to support that the observation services are unrelated to 
the surgery. 
 


• A surgeon orders hospital outpatient observation services for a patient with 
abdominal pain on the 80th day following a TURP (performed by that surgeon).  
While the patient is receiving hospital outpatient observation services, the surgeon 
decides that the patient requires kidney surgery.  The surgeon would bill the 
observation code with HCPCS modifier “-57” to indicate that the decision for 
surgery was made while the patient was receiving hospital outpatient observation 
services.  The subsequent surgical procedure would be reported with modifier “-
79.” 


 
• A surgeon orders hospital outpatient observation services for a patient with 


abdominal pain on the 20th day following a resection of the colon (performed by 
that surgeon).  The surgeon determines that the patient requires no further colon 
surgery and discharges the patient.  The surgeon may not bill for the observation 







services furnished during the global period because they were related to the 
previous surgery. 


 
An example of a billable hospital observation service on the same day as a procedure is 
when a physician repairs a laceration of the scalp in the emergency department for a 
patient with a head injury and then subsequently orders hospital outpatient observation 
services for that patient.  The physician would bill the observation code with a CPT 
modifier 25 and the procedure code. 
 
30.6.9 - Payment for Inpatient Hospital Visits - General 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A. Hospital Visit and Critical Care on Same Day 
 
When a hospital inpatient or office/outpatient evaluation and management service (E/M) 
are furnished on a calendar date at which time the patient does not require critical care 
and the patient subsequently requires critical care both the critical Care Services (CPT 
codes 99291 and 99292) and the previous E/M service may be paid on the same date of 
service.  Hospital emergency department services are not paid for the same date as 
critical care services when provided by the same physician to the same patient. 
 
During critical care management of a patient those services that do not meet the level of 
critical care shall be reported using an inpatient hospital care service with CPT 
Subsequent Hospital Care using a code from CPT code range 99231 - 99233. 
 
Both Initial Hospital Care (CPT codes 99221 - 99223) and Subsequent Hospital Care 
codes are “per diem” services and may be reported only once per day by the same 
physician or physicians of the same specialty from the same group practice. 
 
Physicians and qualified nonphysician practitioners (NPPs) are advised to retain 
documentation for discretionary A/B MAC (B) review should claims be questioned for 
both hospital care and critical care claims.  The retained documentation shall support 
claims for critical care when the same physician or physicians of the same specialty in a 
group practice report critical care services for the same patient on the same calendar date 
as other E/M services. 
 
B. Two Hospital Visits Same Day 
 
A/B MACs (B) pay a physician for only one hospital visit per day for the same patient, 
whether the problems seen during the encounters are related or not.  The inpatient 
hospital visit descriptors contain the phrase “per day” which means that the code and the 
payment established for the code represent all services provided on that date.  The 
physician should select a code that reflects all services provided during the date of the 
service. 
 
C. Hospital Visits Same Day But by Different Physicians 







 
In a hospital inpatient situation involving one physician covering for another, if physician 
A sees the patient in the morning and physician B, who is covering for A, sees the same 
patient in the evening, A/B MACs (B) do not pay physician B for the second visit.  The 
hospital visit descriptors include the phrase “per day” meaning care for the day. 
 
If the physicians are each responsible for a different aspect of the patient’s care, pay both 
visits if the physicians are in different specialties and the visits are billed with different 
diagnoses.  There are circumstances where concurrent care may be billed by physicians 
of the same specialty. 
 
D. Visits to Patients in Swing Beds 
 
If the inpatient care is being billed by the hospital as inpatient hospital care, the hospital 
care codes apply.  If the inpatient care is being billed by the hospital as nursing facility 
care, then the nursing facility codes apply. 
 
30.6.9.1 - Payment for Initial Hospital Care Services and Observation or 
Inpatient Care Services (Including Admission and Discharge Services) 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A. Initial Hospital Care From Emergency Room 
 
A/B MACs (B) pay for an initial hospital care service if a physician sees a patient in the 
emergency room and decides to admit the person to the hospital.  They do not pay for 
both E/M services.  Also, they do not pay for an emergency department visit by the same 
physician on the same date of service.  When the patient is admitted to the hospital via 
another site of service (e.g., hospital emergency department, physician’s office, nursing 
facility), all services provided by the physician in conjunction with that admission are 
considered part of the initial hospital care when performed on the same date as the 
admission. 
 
B. Initial Hospital Care on Day Following Visit 
 
A/B MACs (B) pay both visits if a patient is seen in the office on one date and admitted 
to the hospital on the next date, even if fewer than 24 hours has elapsed between the visit 
and the admission. 
 
C. Initial Hospital Care and Discharge on Same Day 
 
When the patient is admitted to inpatient hospital care for less than 8 hours on the same 
date, then Initial Hospital Care, from CPT code range 99221 - 99223, shall be reported by 
the physician.  The Hospital Discharge Day Management service, CPT codes 99238 or 
99239, shall not be reported for this scenario. 
 







When a patient is admitted to inpatient initial hospital care and then discharged on a 
different calendar date, the physician shall report an Initial Hospital Care from CPT code 
range 99221 - 99223 and a Hospital Discharge Day Management service, CPT code 
99238 or 99239. 
 
When a patient has been admitted to inpatient hospital care for a minimum of 8 hours but 
less than 24 hours and discharged on the same calendar date, Observation or Inpatient 
Hospital Care Services (Including Admission and Discharge Services), from CPT code 
range 99234 - 99236, shall be reported. 
 
D. Documentation Requirements for Billing Observation or Inpatient Care Services 
(Including Admission and Discharge Services) 
 
The physician shall satisfy the E/M documentation guidelines for admission to and 
discharge from inpatient observation or hospital care.  In addition to meeting the 
documentation requirements for history, examination and medical decision making 
documentation in the medical record shall include: 
 


• Documentation stating the stay for hospital treatment or observation care 
status involves 8 hours but less than 24 hours; 


 
• Documentation identifying the billing physician was present and personally 


performed the services; and  
 
• Documentation identifying the admission and discharge notes were written by 


the billing physician. 
 


E. Physician Services Involving Transfer From One Hospital to Another; Transfer 
Within Facility to Prospective Payment System (PPS) Exempt Unit of Hospital; 
Transfer From One Facility to Another Separate Entity Under Same Ownership 
and/or Part of Same Complex; or Transfer From One Department to Another 
Within Single Facility 
 
Physicians may bill both the hospital discharge management code and an initial hospital 
care code when the discharge and admission do not occur on the same day if the transfer 
is between: 
 


• Different hospitals; 
 
• Different facilities under common ownership which do not have merged 


records; or  
 
• Between the acute care hospital and a PPS exempt unit within the same 


hospital when there are no merged records. 
 







In all other transfer circumstances, the physician should bill only the appropriate level of 
subsequent hospital care for the date of transfer. 
 
F. Initial Hospital Care Service History and Physical That Is Less Than 
Comprehensive 
 
When a physician performs a visit that meets the definition of a Level 5 office visit 
several days prior to an admission and on the day of admission performs less than a 
comprehensive history and physical, he or she should report the office visit that reflects 
the services furnished and also report the lowest level initial hospital care code (i.e., code 
99221) for the initial hospital admission.  A/B MACs (B) pay the office visit as billed and 
the Level 1 initial hospital care code. 
 
Physicians who provide an initial visit to a patient during inpatient hospital care that 
meets the minimum key component work and/or medical necessity requirements shall 
report an initial hospital care code (99221-99223). The principal physician of record shall 
append modifier “-AI” (Principal Physician of Record) to the claim for the initial hospital 
care code.  This modifier will identify the physician who oversees the patient’s care from 
all other physicians who may be furnishing specialty care. 
 
Physicians may bill initial hospital care service codes (99221-99223), for services that 
were reported with CPT consultation codes (99241 - 99255) prior to January 1, 2010, 
when the furnished service and documentation meet the minimum key component work 
and/or medical necessity requirements.  Physicians must meet all the requirements of the 
initial hospital care codes, including “a detailed or comprehensive history” and “a 
detailed or comprehensive examination” to report CPT code 99221, which are greater 
than the requirements for consultation codes 99251 and 99252. 
 
Subsequent hospital care CPT codes 99231 and 99232, respectively, require “a problem 
focused interval history” and “an expanded problem focused interval history.”  An E/M 
service that could be described by CPT consultation code 99251 or 99252 could 
potentially meet the component work and medical necessity requirements to report 99231 
or 99232.  Physicians may report a subsequent hospital care CPT code for services that 
were reported as CPT consultation codes (99241 - 99255) prior to January 1, 2010, where 
the medical record appropriately demonstrates that the work and medical necessity 
requirements are met for reporting a subsequent hospital care code (under the level 
selected), even though the reported code is for the provider's first E/M service to the 
inpatient during the hospital stay. 
 
Reporting CPT code 99499 (Unlisted evaluation and management service) should be 
limited to cases where there is no other specific E/M code payable by Medicare that 
describes that service.  Reporting CPT code 99499 requires submission of medical 
records and A/B MAC (B) manual medical review of the service prior to payment.  A/B 
MACs (B) shall expect reporting under these circumstances to be unusual. 
 







G. Initial Hospital Care Visits by Two Different M.D.s or D.O.s When They Are 
Involved in Same Admission 
 
In the inpatient hospital setting all physicians (and qualified nonphysician practitioners 
where permitted) who perform an initial evaluation may bill the initial hospital care codes 
(99221 - 99223) or nursing facility care codes (99304 - 99306).  A/B MACs (B) consider 
only one M.D. or D.O. to be the principal physician of record (sometimes referred to as 
the admitting physician.)  The principal physician of record is identified in Medicare as 
the physician who oversees the patient’s care from other physicians who may be 
furnishing specialty care.  Only the principal physician of record shall append modifier “-
AI” (Principal Physician of Record) in addition to the E/M code.  Follow-up visits in the 
facility setting shall be billed as subsequent hospital care visits and subsequent nursing 
facility care visits. 
 
30.6.9.2 - Subsequent Hospital Visit and Hospital Discharge Day 
Management (Codes 99231 - 99239) 
(Rev. 1460, Issued: 02-22-08, Effective: 04-01-08, Implementation: 04-07-08) 
 
A. Subsequent Hospital Visits During the Global Surgery Period 
 
(Refer to §§40-40.4 on global surgery) 
 
The Medicare physician fee schedule payment amount for surgical procedures includes 
all services (e.g., evaluation and management visits) that are part of the global surgery 
payment; therefore, A/B MACs (B) shall not pay more than that amount when a bill is 
fragmented for staged procedures. 
 
B. Hospital Discharge Day Management Service 
 
Hospital Discharge Day Management Services, CPT code 99238 or 99239 is a face-to-
face evaluation and management (E/M) service between the attending physician and the 
patient.  The E/M discharge day management visit shall be reported for the date of the 
actual visit by the physician or qualified nonphysician practitioner even if the patient is 
discharged from the facility on a different calendar date.  Only one hospital discharge day 
management service is payable per patient per hospital stay. 
 
Only the attending physician of record reports the discharge day management service.  
Physicians or qualified nonphysician practitioners, other than the attending physician, 
who have been managing concurrent health care problems not primarily managed by the 
attending physician, and who are not acting on behalf of the attending physician, shall use 
Subsequent Hospital Care (CPT code range 99231 - 99233) for a final visit. 
 
Medicare pays for the paperwork of patient discharge day management through the pre- 
and post- service work of an E/M service. 
 
C. Subsequent Hospital Visit and Discharge Management on Same Day 







 
Pay only the hospital discharge management code on the day of discharge (unless it is 
also the day of admission, in which case, refer to §30.6.9.1 C for the policy on 
Observation or Inpatient Care Services (Including Admission and Discharge Services 
CPT Codes 99234 - 99236).  A/B MACs (B) do not pay both a subsequent hospital visit 
in addition to hospital discharge day management service on the same day by the same 
physician.  Instruct physicians that they may not bill for both a hospital visit and hospital 
discharge management for the same date of service. 
 
D. Hospital Discharge Management (CPT Codes 99238 and 99239) and Nursing 
Facility Admission Code When Patient Is Discharged From Hospital and Admitted 
to Nursing Facility on Same Day 
 
A/B MACs (B) pay the hospital discharge code (codes 99238 or 99239) in addition to a 
nursing facility admission code when they are billed by the same physician with the same 
date of service. 
 
If a surgeon is admitting the patient to the nursing facility due to a condition that is not as 
a result of the surgery during the postoperative period of a service with the global 
surgical period, he/she bills for the nursing facility admission and care with a modifier 
“-24” and provides documentation that the service is unrelated to the surgery (e.g., return 
of an elderly patient to the nursing facility in which he/she has resided for five years 
following discharge from the hospital for cholecystectomy). 
 
A/B MACs (B) do not pay for a nursing facility admission by a surgeon in the 
postoperative period of a procedure with a global surgical period if the patient’s 
admission to the nursing facility is to receive post operative care related to the surgery 
(e.g., admission to a nursing facility to receive physical therapy following a hip 
replacement).  Payment for the nursing facility admission and subsequent nursing facility 
services are included in the global fee and cannot be paid separately. 
 
E. Hospital Discharge Management and Death Pronouncement 
 
Only the physician who personally performs the pronouncement of death shall bill for the 
face-to-face Hospital Discharge Day Management Service, CPT code 99238 or 99239.  
The date of the pronouncement shall reflect the calendar date of service on the day it was 
performed even if the paperwork is delayed to a subsequent date. 
 
30.6.10 - Consultation Services 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
Consultation Services versus Other Evaluation and Management (E/M) Visits 
 
Effective January 1, 2010, the consultation codes are no longer recognized for Medicare 
Part B payment.  Physicians shall code patient evaluation and management visits with 







E/M codes that represent where the visit occurs and that identify the complexity of the 
visit performed. 
 
In the inpatient hospital setting and the nursing facility setting, physicians (and qualified 
nonphysician practitioners where permitted) may bill the most appropriate initial 
hospital care code (99221-99223), subsequent hospital care code (99231 and 99232), 
initial nursing facility care code (99304-99306), or subsequent nursing facility care 
code (99307-99310) that reflects the services the physician or practitioner furnished.  
Subsequent hospital care codes could potentially meet the component work and medical 
necessity requirements to be reported for an E/M service that could be described by CPT 
consultation code 99251 or 99252.  A/B MACs (B) shall not find fault in cases where the 
medical record appropriately demonstrates that the work and medical necessity 
requirements are met for reporting a subsequent hospital care code (under the level 
selected), even though the reported code is for the provider's first E/M service to the 
inpatient during the hospital stay.  Unlisted evaluation and management service (code 
99499) shall only be reported for consultation services when an E/M service that could be 
described by codes 99251 or 99252 is furnished, and there is no other specific E/M code 
payable by Medicare that describes that service.  Reporting code 99499 requires 
submission of medical records and A/B MAC (B) manual medical review of the service 
prior to payment.  CMS expects reporting under these circumstances to be unusual.  The 
principal physician of record is identified in Medicare as the physician who oversees the 
patient’s care from other physicians who may be furnishing specialty care.  The principal 
physician of record shall append modifier “-AI” (Principal Physician of Record), in 
addition to the E/M code. Follow-up visits in the facility setting shall be billed as 
subsequent hospital care visits and subsequent nursing facility care visits. 
 
In the CAH setting, those CAHs that use method II shall bill the appropriate new or 
established visit code for those physician and non-physician practitioners who have 
reassigned their billing rights, depending on the relationship status between the physician 
and patient. 
 
In the office or other outpatient setting where an evaluation is performed, physicians and 
qualified nonphysician practitioners shall use the CPT codes (99201 - 99215) depending 
on the complexity of the visit and whether the patient is a new or established patient to 
that physician.  All physicians and qualified nonphysician practitioners shall follow the 
E/M documentation guidelines for all E/M services.  These rules are applicable for 
Medicare secondary payer claims as well as for claims in which Medicare is the primary 
payer. 
 
30.6.11 - Emergency Department Visits (Codes 99281 - 99288) 
(Rev. 1875, Issued: 12-14-09, Effective: 01-01-10, Implementation: 01-04-10) 
 
A. Use of Emergency Department Codes by Physicians Not Assigned to Emergency 
Department 
 







Any physician seeing a patient registered in the emergency department may use 
emergency department visit codes (for services matching the code description). It is not 
required that the physician be assigned to the emergency department. 
 
B. Use of Emergency Department Codes In Office 
 
Emergency department coding is not appropriate if the site of service is an office or 
outpatient setting or any sight of service other than an emergency department. The 
emergency department codes should only be used if the patient is seen in the emergency 
department and the services described by the HCPCS code definition are provided. The 
emergency department is defined as an organized hospital-based facility for the provision 
of unscheduled or episodic services to patients who present for immediate medical 
attention. 
 
C. Use of Emergency Department Codes to Bill Nonemergency Services 
 
Services in the emergency department may not be emergencies. However the codes 
(99281 - 99288) are payable if the described services are provided. 
 
However, if the physician asks the patient to meet him or her in the emergency 
department as an alternative to the physician’s office and the patient is not registered as a 
patient in the emergency department, the physician should bill the appropriate 
office/outpatient visit codes. Normally a lower level emergency department code would 
be reported for a nonemergency condition. 
 
D. Emergency Department or Office/Outpatient Visits on Same Day As Nursing 
Facility Admission 
 
Emergency department visit provided on the same day as a comprehensive nursing 
facility assessment are not paid. Payment for evaluation and management services on the 
same date provided in sites other than the nursing facility are included in the payment for 
initial nursing facility care when performed on the same date as the nursing facility 
admission. 
 
E. Physician Billing for Emergency Department Services Provided to Patient by 
Both Patient’s Personal Physician and Emergency Department Physician 
 
If a physician advises his/her own patient to go to an emergency department (ED) of a 
hospital for care and the physician subsequently is asked by the ED physician to come to 
the hospital to evaluate the patient and to advise the ED physician as to whether the 
patient should be admitted to the hospital or be sent home, the physicians should bill as 
follows: 
 


• If the patient is admitted to the hospital by the patient’s personal physician, then 
the patient’s regular physician should bill only the appropriate level of the initial 
hospital care (codes 99221 - 99223) because all evaluation and management 







services provided by that physician in conjunction with that admission are 
considered part of the initial hospital care when performed on the same date as the 
admission.  The ED physician who saw the patient in the emergency department 
should bill the appropriate level of the ED codes. 


 
• If the ED physician, based on the advice of the patient’s personal physician who 


came to the emergency department to see the patient, sends the patient home, then 
the ED physician should bill the appropriate level of emergency department 
service.  The patient’s personal physician should also bill the level of emergency 
department code that describes the service he or she provided in the emergency 
department.  If the patient’s personal physician does not come to the hospital to 
see the patient, but only advises the emergency department physician by 
telephone, then the patient’s personal physician may not bill. 


 
F. Emergency Department Physician Requests Another Physician to See the Patient 
in Emergency Department or Office/Outpatient Setting 
 
If the emergency department physician requests that another physician evaluate a given 
patient, the other physician should bill an emergency department visit code.  If the patient 
is admitted to the hospital by the second physician performing the evaluation, he or she 
should bill an initial hospital care code and not an emergency department visit code. 
 
30.6.12 - Critical Care Visits and Neonatal Intensive Care (Codes 
99291 - 99292) 
(Rev. 2997, Issued: 07-25-14, Effective: Upon implementation of ICD-10; 01-01- 
2012 - ASC X12, Implementation: 08-25-2014 - ASC X12; Upon Implementation of 
ICD-10) 
 
CRITICAL CARE SERVICES (CODES 99291-99292) 
 
A. Use of Critical Care Codes 
 
Pay for services reported with CPT codes 99291 and 99292 when all the criteria for 
critical care and critical care services are met.  Critical care is defined as the direct 
delivery by a physician(s) medical care for a critically ill or critically injured patient.  A 
critical illness or injury acutely impairs one or more vital organ systems such that there is 
a high probability of imminent or life threatening deterioration in the patient’s condition. 
 
Critical care involves high complexity decision making to assess, manipulate, and 
support vital system functions(s) to treat single or multiple vital organ system failure 
and/or to prevent further life threatening deterioration of the patient’s condition. 
 
Examples of vital organ system failure include, but are not limited to: central nervous 
system failure, circulatory failure, shock, renal, hepatic, metabolic, and/or respiratory 
failure.  Although critical care typically requires interpretation of multiple physiologic 







parameters and/or application of advanced technology(s), critical care may be provided in 
life threatening situations when these elements are not present. 
 
Providing medical care to a critically ill, injured, or post-operative patient qualifies as a 
critical care service only if both the illness or injury and the treatment being provided 
meet the above requirements. 
 
Critical care is usually, but not always, given in a critical care area such as a coronary 
care unit, intensive care unit, respiratory care unit, or the emergency department.  
However, payment may be made for critical care services provided in any location as 
long as the care provided meets the definition of critical care. 
 
Consult the American Medical Association (AMA) CPT Manual for the applicable codes 
and guidance for critical care services provided to neonates, infants and children. 
 
B. Critical Care Services and Medical Necessity 
 
Critical care services must be medically necessary and reasonable. Services provided that 
do not meet critical care services or services provided for a patient who is not critically ill 
or injured in accordance with the above definitions and criteria but who happens to be in 
a critical care, intensive care, or other specialized care unit should be reported using 
another appropriate E/M code (e.g., subsequent hospital care, CPT codes 99231 - 99233). 
 
As described in Section A, critical care services encompass both treatment of “vital organ 
failure” and “prevention of further life threatening deterioration of the patient’s 
condition.”  Therefore, although critical care may be delivered in a moment of crisis or 
upon being called to the patient’s bedside emergently, this is not a requirement for 
providing critical care service. The treatment and management of the patient’s condition, 
while not necessarily emergent, shall be required, based on the threat of imminent 
deterioration (i.e., the patient shall be critically ill or injured at the time of the physician’s 
visit). 
 
Chronic Illness and Critical Care: 
 
Examples of patients whose medical condition may not warrant critical care services: 
 


1. Daily management of a patient on chronic ventilator therapy does not meet the 
criteria for critical care unless the critical care is separately identifiable from the 
chronic long term management of the ventilator dependence. 


 
2. Management of dialysis or care related to dialysis for a patient receiving ESRD 


hemodialysis does not meet the criteria for critical care unless the critical care is 
separately identifiable from the chronic long term management of the dialysis 
dependence (refer to Chapter 8, §160.4).  When a separately identifiable condition 
(e.g., management of seizures or pericardial tamponade related to renal failure) is 
being managed, it may be billed as critical care if critical care requirements are 







met.  Modifier -25 should be appended to the critical care code when applicable in 
this situation. 


 
Examples of patients whose medical condition may warrant critical care services: 
 


1. An 81 year old male patient is admitted to the intensive care unit following 
abdominal aortic aneurysm resection.  Two days after surgery he requires fluids 
and pressors to maintain adequate perfusion and arterial pressures. He remains 
ventilator dependent. 


 
2. A 67 year old female patient is 3 days status post mitral valve repair.  She 


develops petechiae, hypotension and hypoxia requiring respiratory and circulatory 
support.   


 
3. A 70 year old admitted for right lower lobe pneumococcal pneumonia with a 


history of COPD becomes hypoxic and hypotensive 2 days after admission. 
 
4. A 68 year old admitted for an acute anterior wall myocardial infarction continues 


to have symptomatic ventricular tachycardia that is marginally responsive to 
antiarrhythmic therapy. 


 
Examples of patients who may not satisfy Medicare medical necessity criteria, or do not 
meet critical care criteria or who do not have a critical care illness or injury and therefore 
not eligible for critical care payment: 
 


1. Patients admitted to a critical care unit because no other hospital beds were 
available; 


 
2. Patients admitted to a critical care unit for close nursing observation and/or 


frequent monitoring of vital signs (e.g., drug toxicity or overdose); and 
 


3. Patients admitted to a critical care unit because hospital rules require certain 
treatments (e.g., insulin infusions) to be administered in the critical care unit. 


 
Providing medical care to a critically ill patient should not be automatically deemed to be 
a critical care service for the sole reason that the patient is critically ill or injured.  While 
more than one physician may provide critical care services to a patient during the critical 
care episode of an illness or injury each physician must be managing one or more critical 
illness(es) or injury(ies) in whole or in part. 
 


EXAMPLE:  A dermatologist evaluates and treats a rash on an ICU patient who is 
maintained on a ventilator and nitroglycerine infusion that are being managed by an 
intensivist.  The dermatologist should not report a service for critical care. 
 


C. Critical Care Services and Full Attention of the Physician 
 







The duration of critical care services to be reported is the time the physician spent 
evaluating, providing care and managing the critically ill or injured patient's care. That 
time must be spent at the immediate bedside or elsewhere on the floor or unit so long as 
the physician is immediately available to the patient. 
 
For example, time spent reviewing laboratory test results or discussing the critically ill 
patient's care with other medical staff in the unit or at the nursing station on the floor may 
be reported as critical care, even when it does not occur at the bedside, if this time 
represents the physician’s full attention to the management of the critically ill/injured 
patient. 
 
For any given period of time spent providing critical care services, the physician must 
devote his or her full attention to the patient and, therefore, cannot provide services to 
any other patient during the same period of time. 
 
D. Critical Care Services and Qualified Non-Physician Practitioners (NPP) 
 
Critical care services may be provided by qualified NPPs and reported for payment under 
the NPP’s National Provider Identifier (NPI) when the services meet the definition and 
requirements of critical care services in Sections A and B.  The provision of critical care 
services must be within the scope of practice and licensure requirements for the State in 
which the qualified NPP practices and provides the service(s). Collaboration, physician 
supervision and billing requirements must also be met.  A physician assistant shall meet 
the general physician supervision requirements. 
 
E. Critical Care Services and Physician Time 
 
Critical care is a time- based service, and for each date and encounter entry, the 
physician's progress note(s) shall document the total time that critical care services were 
provided.  More than one physician can provide critical care at another time and be paid 
if the service meets critical care, is medically necessary and is not duplicative care.  
Concurrent care by more than one physician (generally representing different physician 
specialties) is payable if these requirements are met (refer to the Medicare Benefit Policy 
Manual, Pub. 100-02, Chapter 15, §30 for concurrent care policy discussion). 
 
The CPT critical care codes 99291 and 99292 are used to report the total duration of time 
spent by a physician providing critical care services to a critically ill or critically injured 
patient, even if the time spent by the physician on that date is not continuous. Non-
continuous time for medically necessary critical care services may be aggregated. 
Reporting CPT code 99291 is a prerequisite to reporting CPT code 99292.  Physicians of 
the same specialty within the same group practice bill and are paid as though they were a 
single physician (§30.6.5). 
 


1. Off the Unit/Floor 
 







Time spent in activities (excluding those identified previously in Section C) 
that occur outside of the unit or off the floor (i.e., telephone calls, whether 
taken at home, in the office, or elsewhere in the hospital) may not be 
reported as critical care because the physician is not immediately available 
to the patient.  This time is regarded as pre- and post service work bundled 
in evaluation and management services. 


 
2. Split/Shared Service 


 
A split/shared E/M service performed by a physician and a qualified NPP of 
the same group practice (or employed by the same employer) cannot be 
reported as a critical care service. Critical care services are reflective of the 
care and management of a critically ill or critically injured patient by an 
individual physician or qualified non-physician practitioner for the specified 
reportable period of time. 
 
Unlike other E/M services where a split/shared service is allowed the critical 
care service reported shall reflect the evaluation, treatment and management 
of a patient by an individual physician or qualified non-physician 
practitioner and shall not be representative of a combined service between a 
physician and a qualified NPP. 
 
When CPT code time requirements for both 99291 and 99292 and critical 
care criteria are met for a medically necessary visit by a qualified NPP the 
service shall be billed using the appropriate individual NPI number.  
Medically necessary visit(s) that do not meet these requirements shall be 
reported as subsequent hospital care services. 


 
3. Unbundled Procedures 


 
Time involved performing procedures that are not bundled into critical care 
(i.e., billed and paid separately) may not be included and counted toward 
critical care time.  The physician's progress note(s) in the medical record 
should document that time involved in the performance of separately 
billable procedures was not counted toward critical care time. 


 
4. Family Counseling/Discussions 


 
Critical care CPT codes 99291 and 99292 include pre and post service work. 
Routine daily updates or reports to family members and or surrogates are 
considered part of this service. However, time involved with family 
members or other surrogate decision makers, whether to obtain a history or 
to discuss treatment options (as described in CPT), may be counted toward 
critical care time when these specific criteria are met: 
 







a) The patient is unable or incompetent to participate in giving a history 
and/or making treatment decisions, and 
 
b) The discussion is necessary for determining treatment decisions. 


 
For family discussions, the physician should document:  


 
a. The patient is unable or incompetent to participate in giving history 


and/or making treatment decisions 
 
b. The necessity to have the discussion (e.g., "no other source was 


available to obtain a history" or "because the patient was 
deteriorating so rapidly I needed to immediately discuss treatment 
options with the family", 


 
c. Medically necessary treatment decisions for which the discussion was 


needed, and 
 
d. A summary in the medical record that supports the medical 


necessity of the discussion 
 


All other family discussions, no matter how lengthy, may not be 
additionally counted towards critical care.  Telephone calls to 
family members and or surrogate decision-makers may be counted 
towards critical care time, but only if they meet the same criteria as 
described in the aforementioned paragraph. 


 
5. Inappropriate Use of Time for Payment of Critical Care Services. 


 
Time involved in activities that do not directly contribute to the treatment 
of the critically ill or injured patient may not be counted towards the 
critical care time, even when they are performed in the critical care unit at 
a patient's bedside (e.g., review of literature, and teaching sessions with 
physician residents whether conducted on hospital rounds or in other 
venues). 


 
F. Hours and Days of Critical Care that May Be Billed 
 
Critical care service is a time-based service provided on an hourly or fraction of an hour 
basis.  Payment should not be restricted to a fixed number of hours, a fixed number of 
physicians, or a fixed number of days, on a per patient basis, for medically necessary 
critical care services.  Time counted towards critical care services may be continuous or 
intermittent and aggregated in time increments (e.g., 50 minutes of continuous clock time 
or (5) 10 minute blocks of time spread over a given calendar date).  Only one physician 
may bill for critical care services during any one single period of time even if more than 
one physician is providing care to a critically ill patient. 







 
For Medicare Part B physician services paid under the physician fee schedule, critical 
care is not a service that is paid on a “shift” basis or a “per day” basis.  Documentation 
may be requested for any claim to determine medical necessity.  Examples of critical care 
billing that may require further review could include: claims from several physicians 
submitting multiple units of critical care for a single patient, and submitting claims for 
more than 12 hours of critical care time by a physician for one or more patients on the 
same given calendar date.  Physicians assigned to a critical care unit (e.g., hospitalist, 
intensivist, etc.) may not report critical care for patients based on a ‘per shift” basis. 
 
The CPT code 99291 is used to report the first 30 - 74 minutes of critical care on a given 
calendar date of service. It should only be used once per calendar date per patient by the 
same physician or physician group of the same specialty. CPT code 99292 is used to 
report additional block(s) of time, of up to 30 minutes each beyond the first 74 minutes of 
critical care (See table below).  Critical care of less than 30 minutes total duration on a 
given calendar date is not reported separately using the critical care codes.  This service 
should be reported using another appropriate E/M code such as subsequent hospital care. 
 
Clinical Example of Correct Billing of Time: 
 
A patient arrives in the emergency department in cardiac arrest.  The emergency 
department physician provides 40 minutes of critical care services.  A cardiologist is 
called to the ED and assumes responsibility for the patient, providing 35 minutes of 
critical care services.  The patient stabilizes and is transferred to the CCU.  In this 
instance, the ED physician provided 40 minutes of critical care services and reports only 
the critical care code (CPT code 99291) and not also emergency department services. The 
cardiologist may report the 35 minutes of critical care services (also CPT code 99291) 
provided in the ED.  Additional critical care services by the cardiologist in the CCU may 
be reported on the same calendar date using 99292 or another appropriate E/M code 
depending on the clock time involved. 
 
G. Counting of Units of Critical Care Services 
 
The CPT code 99291 (critical care, first hour)  is used to report the services of a 
physician providing full attention to a critically ill or critically injured patient from 30-74 
minutes  on a given date.  Only one unit of CPT code 99291 may be billed by a physician 
for a patient on a given date.  Physicians of the same specialty within the same group 
practice bill and are paid as though they were a single physician and would not each 
report CPT 99291on the same date of service. 
 
The following table illustrates the correct reporting of critical care services: 
 


Total Duration of Critical Care Codes 


Less than 30 minutes 99232 or 99233 or other appropriate E/M code 
 







Total Duration of Critical Care Codes 


30 - 74 minutes 99291 x 1 
 


75 - 104 minutes 
 


99291 x 1 and 99292 x 1 
 


105 - 134 minutes 
 


99291 x1 and 99292 x 2 
 


135 - 164 minutes 
 


99291 x 1 and 99292 x 3 
 


165 - 194 minutes 
 


99291 x 1 and 99292 x 4 
 


194 minutes or longer 99291 - 99292 as appropriate (per the above 
illustrations) 


 
H. Critical Care Services and Other Evaluation and Management Services Provided 
on Same Day 
 
When critical care services are required upon the patient's presentation to the hospital 
emergency department, only critical care codes 99291 - 99292 may be reported.  An 
emergency department visit code may not also be reported. 
 
When critical care services are provided on a date where an inpatient hospital or 
office/outpatient evaluation and management service was furnished earlier on the same 
date at which time the patient did not require critical care, both the critical care and the 
previous evaluation and management service may be paid. Hospital emergency 
department services are not payable for the same calendar date as critical care services 
when provided by the same physician to the same patient. 
 
Physicians are advised to submit documentation to support a claim when critical care is 
additionally reported on the same calendar date as when other evaluation and 
management services are provided to a patient by the same physician or physicians of the 
same specialty in a group practice. 
 
I. Critical Care Services Provided by Physicians in Group Practice(s)  
 
Medically necessary critical care services provided on the same calendar date to the same 
patient by physicians representing different medical specialties that are not duplicative 
services are payable.  The medical specialists may be from the same group practice or 
from different group practices. 
 
Critically ill or critically injured patients may require the care of more than one physician 
medical specialty.  Concurrent critical care services provided by each physician must be 
medically necessary and not provided during the same instance of time.  Medical record 
documentation must support the medical necessity of critical care services provided by 
each physician (or qualified NPP).  Each physician must accurately report the service(s) 







he/she provided to the patient in accordance with any applicable global surgery rules or 
concurrent care rules. (Refer to Medicare Claims Processing Manual, Pub. 100-04, 
Chapter 12, §40, and the Medicare Benefit Policy Manual, Pub. 100-02, Chapter 15, 
§30.) 
 
CPT Code 99291 
 
The initial critical care time, billed as CPT code 99291, must be met by a single physician 
or qualified NPP. This may be performed in a single period of time or be cumulative by 
the same physician on the same calendar date. A history or physical exam performed by 
one group partner for another group partner in order for the second group partner to make 
a medical decision would not represent critical care services. 
 
CPT Code 99292 
 
Subsequent critical care visits performed on the same calendar date are reported using 
CPT code 99292.  The service may represent aggregate time met by a single physician or 
physicians in the same group practice with the same medical specialty in order to meet 
the duration of minutes required for CPT code 99292.  The aggregated critical care visits 
must be medically necessary and each aggregated visit must meet the definition of critical 
care in order to combine the times. 
 
Physicians in the same group practice who have the same specialty may not each report 
CPT initial critical care code 99291 for critical care services to the same patient on the 
same calendar date. Medicare payment policy states that physicians in the same group 
practice who are in the same specialty must bill and be paid as though each were the 
single physician.  (Refer to the Medicare Claims Processing Manual, Pub. 100-04, 
Chapter 12, §30.6.) 
 
Physician specialty means the self-designated primary specialty by which the physician 
bills Medicare and is known to the A/B MAC (B) that adjudicates the claims.  Physicians 
in the same group practice who have different medical specialties may bill and be paid 
without regard to their membership in the same group.  For example, if a cardiologist and 
an endocrinologist are group partners and the critical care services of each are medically 
necessary and not duplicative, the critical care services may be reported by each 
regardless of their group practice relationship. 
 
Two or more physicians in the same group practice who have different specialties and 
who provide critical care to a critically ill or critically injured patient may not in all cases 
each report the initial critical care code (CPT 99291) on the same date.  When the group 
physicians are providing care that is unique to his/her individual medical specialty and 
managing at least one of the patient’s critical illness(es) or critical injury(ies) then the 
initial critical care service may be payable to each. 
 
However, if a physician or qualified NPP within a group provides “staff coverage” or 
“follow-up” for each other after the first hour of critical care services was provided on the 







same calendar date by the previous group clinician (physician or qualified NPP), the 
subsequent visits by the “covering” physician or qualified NPP in the group shall be 
billed using CPT critical care add-on code 99292. The appropriate individual NPI number 
shall be reported on the claim.  The services will be paid at the specific physician fee 
schedule rate for the individual clinician (physician or qualified NPP) billing the service. 
 
Clinical Examples of Critical Care Services  
 
1. Drs. Smith and Jones, pulmonary specialists, share a group practice.  On Tuesday 


Dr. Smith provides critical care services to Mrs. Benson who is comatose and has 
been in the intensive care unit for 4 days following a motor vehicle accident. She 
has multiple organ dysfunction including cerebral hematoma, flail chest and 
pulmonary contusion. Later on the same calendar date Dr. Jones covers for Dr. 
Smith and provides critical care services. Medically necessary critical care services 
provided at the different time periods may be reported by both Drs. Smith and 
Jones.  Dr. Smith would report CPT code 99291 for the initial visit and Dr. Jones, 
as part of the same group practice would report CPT code 99292 on the same 
calendar date if the appropriate time requirements are met. 


 
2. Mr. Marks, a 79 year old comes to the emergency room with vague joint pains and 


lethargy. The ED physician evaluates Mr. Marks and phones his primary care 
physician to discuss his medical evaluation.  His primary care physician visits the 
ER and admits Mr. Marks to the observation unit for monitoring, and diagnostic and 
laboratory tests.  In observation Mr. Marks has a cardiac arrest.  His primary care 
physician provides 50 minutes of critical care services.  Mr. Marks’ is admitted to 
the intensive care unit.  On the same calendar day Mr. Marks’ condition deteriorates 
and he requires intermittent critical care services. In this scenario the ED physician 
should report an emergency department visit and the primary care physician should 
report both an initial hospital visit and critical care services. 


 
J. Critical Care Services and Other Procedures Provided on the Same Day by the 
Same Physician as Critical Care Codes 99291 - 99292 
 
The following services when performed on the day a physician bills for critical care are 
included in the critical care service and should not be reported separately: 


 
• The interpretation of cardiac output measurements (CPT 93561, 93562); 


 
• Chest x-rays, professional component (CPT 71010, 71015, 71020); 


 
• Blood draw for specimen (CPT 36415); 


 
• Blood gases, and information data stored in computers (e.g., ECGs, blood 


pressures, hematologic data-CPT 99090); 
 


• Gastric intubation (CPT 43752, 91105); 







 
• Pulse oximetry (CPT 94760, 94761, 94762); 


 
• Temporary transcutaneous pacing (CPT 92953); 


 
• Ventilator management (CPT 94002 - 94004, 94660, 94662); and 


 
• Vascular access procedures (CPT 36000, 36410, 36415, 36591, 36600). 


 
No other procedure codes are bundled into the critical care services. Therefore, other 
medically necessary procedure codes may be billed separately. 
 
K. Global Surgery 
 
Critical care services shall not be paid on the same calendar date the physician also 
reports a procedure code with a global surgical period unless the critical care is billed 
with CPT modifier -25 to indicate that the critical care is a significant, separately 
identifiable evaluation and management service that is above and beyond the usual pre 
and post operative care associated with the procedure that is performed. 
 
Services such as endotracheal intubation (CPT code 31500) and the insertion and 
placement of a flow directed catheter e.g., Swan-Ganz (CPT code 93503) are not bundled 
into the critical care codes.  Therefore, separate payment may be made for critical care in 
addition to these services if the critical care was a significant, separately identifiable 
service and it was reported with modifier -25.  The time spent performing the pre, intra, 
and post procedure work of these unbundled services, e.g., endotracheal intubation, shall 
be excluded from the determination of the time spent providing critical care. 
 
This policy applies to any procedure with a 0, 10 or 90 day global period including 
cardiopulmonary resuscitation (CPT code 92950).  CPR has a global period of 0 days and 
is not bundled into critical care codes.  Therefore, critical care may be billed in addition 
to CPR if critical care was a significant, separately identifiable service and it was 
reported with modifier -25. The time spent performing CPR shall be excluded from the 
determination of the time spent providing critical care.  In this instance it must be the 
physician who performs the resuscitation who bills for this service.  Members of a code 
team must not each bill Medicare Part B for this service. 
 
When postoperative critical care services (for procedures with a global surgical period) 
are provided by a physician other than the surgeon, no modifier is required unless all 
surgical postoperative care has been officially transferred from the surgeon to the 
physician performing the critical care services.  In this situation, CPT modifiers "-54" 
(surgical care only) and "-55"(postoperative management only) must be used by the 
surgeon and intensivist who are submitting claims.  Medical record documentation by the 
surgeon and the physician who assumes a transfer (e.g., intensivist) is required to support 
claims for services when CPT modifiers -54 and -55 are used indicating the transfer of 







care from the surgeon to the intensivist.  Critical care services must meet all the 
conditions previously described in this manual section. 
 
L. Critical Care Services Provided During Preoperative Portion and Postoperative 
Portion of Global Period of Procedure with 90 Day Global Period in Trauma and 
Burn Cases 
 
Preoperative critical care and/or postoperative care may be paid in addition to a global fee 
if the patient is critically ill and requires the full attention of the physician, and the critical 
care is unrelated to the specific anatomic injury or general surgical procedure performed.  
Such patients may meet the definition of being critically ill and criteria for conditions 
where there is a high probability of imminent or life threatening deterioration in the 
patient’s condition. 
 


• For preoperative care modifier -25 (significant, separately identifiable evaluation 
and management services by the same physician on the day of the procedure) 
must be used with the HCPCS code 
 


• For postoperative care modifier -24 (unrelated evaluation and management 
service by the same physician during a postoperative period) must be used with 
the HCPCS code. 


 
In addition, for each preoperative and postoperative care the diagnosis must clearly 
indicate that the critical care was unrelated to the surgery.  
 
M. Teaching Physician Criteria 
 
In order for the teaching physician to bill for critical care services the teaching physician 
must meet the requirements for critical care described in the preceding sections. For CPT 
codes determined on the basis of time, such as critical care, the teaching physician must 
be present for the entire period of time for which the claim is submitted.  For example, 
payment will be made for 35 minutes of critical care services only if the teaching 
physician is present for the full 35 minutes. (See IOM, Pub 100-04, Chapter12, § 100.1.4) 
 
1. Teaching 
 
Time spent teaching may not be counted towards critical care time.  Time spent by the 
resident, in the absence of the teaching physician, cannot be billed by the teaching 
physician as critical care or other time-based services.  Only time spent by the resident 
and teaching physician together with the patient or the teaching physician alone with the 
patient can be counted toward critical care time. 
 
2. Documentation 
 
A combination of the teaching physician’s documentation and the resident’s 
documentation may support critical care services. Provided that all requirements for 







critical care services are met, the teaching physician documentation may tie into the 
resident's documentation. The teaching physician may refer to the resident’s 
documentation for specific patient history, physical findings and medical assessment.  
However, the teaching physician medical record documentation must provide substantive 
information including:   (1) the time the teaching physician spent providing critical care, 
(2) that the patient was critically ill during the time the teaching physician saw the 
patient, (3) what made the patient critically ill, and (4) the nature of the treatment and 
management provided by the teaching physician.  The medical review criteria are the 
same for the teaching physician as for all physicians. (See the Medicare Claims 
Processing, Pub. 100-04, Chapter 12, §100.1.1 for teaching physician documentation 
guidance.)  
 
Unacceptable Example of Documentation: 
 
 “I came and saw (the patient) and agree with (the resident)”. 
 
Acceptable Example of Documentation: 
 
 "Patient developed hypotension and hypoxia; I spent 45 minutes while the patient 


was in this condition, providing fluids, pressor drugs, and oxygen. I reviewed the 
resident's documentation and I agree with the resident's assessment and plan of 
care." 


 
N. Ventilator Management 
 
Medicare recognizes the ventilator codes (CPT codes 94002 - 94004, 94660 and 94662) 
as physician services payable under the physician fee schedule.  Medicare Part B under 
the physician fee schedule does not pay for ventilator management services in addition to 
an evaluation and management service (e.g., critical care services, CPT codes 99291 - 
99292) on the same day for the patient even when the evaluation and management service 
is billed with CPT modifier -25. 
 
30.6.13 - Nursing Facility Services 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A. Visits to Perform the Initial Comprehensive Assessment and Annual Assessments 
 
The distinction made between the delegation of physician visits and tasks in a skilled 
nursing facility (SNF) and in a nursing facility (NF) is based on the Medicare Statute. 
Section 1819 (b) (6) (A) of the Social Security Act (the Act) governs SNFs while section 
1919 (b) (6) (A) of the Act governs NFs. For further information refer to the Medicare 
Learning Network article SE0418 at:  http://www.cms.gov/Outreach-and-
Education/Medicare-Learning-Network-
MLN/MLNGenInfo/index.html?redirect=/MLNGenInfo  
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The federally mandated visits in a SNF and NF must be performed by the physician 
except as otherwise permitted (42 CFR 483.40 (c) (4) and (f)).  The principal physician of 
record must append the modifier “-AI”, (Principal Physician of Record), to the initial 
nursing facility care code.  This modifier will identify the physician who oversees the 
patient’s care from other physicians who may be furnishing specialty care.  All other 
physicians or qualified NPPs who perform an initial evaluation in the NF or SNF may bill 
the initial nursing facility care code.  The initial federally mandated visit is defined in 
S&C-04-08 (see http://www.cms.gov/site-search/search-results.html?q=S%26C-04-08) 
as the initial comprehensive visit during which the physician completes a thorough 
assessment, develops a plan of care, and writes or verifies admitting orders for the 
nursing facility resident.  For Survey and Certification requirements, a visit must occur 
no later than 30 days after admission. 
 
Further, per the Long Term Care regulations at 42 CFR 483.40 (c) (4) and (e) (2), in a 
SNF the physician may not delegate a task that the physician must personally perform.  
Therefore, as stated in S&C-04-08 the physician may not delegate the initial federally 
mandated comprehensive visit in a SNF. 
 
The only exception, as to who performs the initial visit, relates to the NF setting.  In the 
NF setting, a qualified NPP (i.e., a nurse practitioner (NP), physician assistant (PA), or a 
clinical nurse specialist (CNS)), who is not employed by the facility, may perform the 
initial visit when the State law permits.  The evaluation and management (E/M) visit shall 
be within the State scope of practice and licensure requirements where the E/M visit is 
performed and the requirements for physician collaboration and physician supervision 
shall be met. 
 
Under Medicare Part B payment policy, other medically necessary E/M visits may be 
performed and reported prior to and after the initial visit, if the medical needs of the 
patient require an E/M visit.  A qualified NPP may perform medically necessary E/M 
visits prior to and after the initial visit if all the requirements for collaboration, general 
physician supervision, licensure, and billing are met. 
 
The CPT Nursing Facility Services codes shall be used with place of service (POS) 31 
(SNF) if the patient is in a Part A SNF stay.  They shall be used with POS 32 (nursing 
facility) if the patient does not have Part A SNF benefits or if the patient is in a NF or in a 
non-covered SNF stay (e.g., there was no preceding 3-day hospital stay).  The CPT 
Nursing Facility code definition also includes POS 54 (Intermediate Care 
Facility/Mentally Retarded) and POS 56 (Psychiatric Residential Treatment Center). For 
further guidance on POS codes and associated CPT codes refer to §30.6.14. 
 
Effective January 1, 2006, the Initial Nursing Facility Care codes 99301- 99303 are 
deleted. 
 
Beginning January 1, 2006, the new CPT codes, Initial Nursing Facility Care, per day, 
(99304 - 99306) shall be used to report the initial federally mandated visit. Only a 
physician may report these codes for an initial federally mandated visit performed in a 
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SNF or NF (with the exception of the qualified NPP in the NF setting who is not 
employed by the facility and when State law permits, as explained above). 
 
A readmission to a SNF or NF shall have the same payment policy requirements as an 
initial admission in both the SNF and NF settings. 
 
A physician who is employed by the SNF/NF may perform the E/M visits and bill 
independently to Medicare Part B for payment.  An NPP who is employed by the SNF or 
NF may perform and bill Medicare Part B directly for those services where it is permitted 
as discussed above.  The employer of the PA shall always report the visits performed by 
the PA.  A physician, NP or CNS has the option to bill Medicare directly or to reassign 
payment for his/her professional service to the facility. 
 
As with all E/M visits for Medicare Part B payment policy, the E/M documentation 
guidelines apply. 
 
Medically Necessary Visits 
 
Qualified NPPs may perform medically necessary E/M visits prior to and after the 
physician’s initial federally mandated visit in both the SNF and NF.  Medically necessary 
E/M visits for the diagnosis or treatment of an illness or injury or to improve the 
functioning of a malformed body member are payable under the physician fee schedule 
under Medicare Part B.  A physician or NPP may bill the most appropriate initial 
nursing facility care code (CPT codes 99304-99306) or subsequent nursing facility 
care code (CPT codes 99307-99310), even if the E/M service is provided prior to the 
initial federally mandated visit. 
 
SNF Setting--Place of Service Code 31 
 
Following the initial federally mandated visit by the physician, the physician may 
delegate alternate federally mandated physician visits to a qualified NPP who meets 
collaboration and physician supervision requirements and is licensed as such by the State 
and performing within the scope of practice in that State. 
 
NF Setting--Place of Service Code 32 
 
Per the regulations at 42 CFR 483.40 (f), a qualified NPP, who meets the collaboration 
and physician supervision requirements, the State scope of practice and licensure 
requirements, and who is not employed by the NF, may at the option of the State, 
perform the initial federally mandated visit in a NF, and may perform any other federally 
mandated physician visit in a NF in addition to performing other medically necessary 
E/M visits. 
 
Questions pertaining to writing orders or certification and recertification issues in the 
SNF and NF settings shall be addressed to the appropriate State Survey and Certification 
Agency departments for clarification. 







 
B. Visits to Comply With Federal Regulations (42 CFR 483.40 (c) (1)) in the SNF 
and NF 
 
Payment is made under the physician fee schedule by Medicare Part B for federally 
mandated visits. Following the initial federally mandated visit by the physician or 
qualified NPP where permitted, payment shall be made for federally mandated visits that 
monitor and evaluate residents at least once every 30 days for the first 90 days after 
admission and at least once every 60 days thereafter. 
 
Effective January 1, 2006, the Subsequent Nursing Facility Care, per day, codes 99311- 
99313 are deleted. 
 
Beginning January 1, 2006, the new CPT codes, Subsequent Nursing Facility Care, per 
day, (99307 - 99310) shall be used to report federally mandated physician E/M visits and 
medically necessary E/M visits. 
 
A/B MACs (B) shall not pay for more than one E/M visit performed by the physician or 
qualified NPP for the same patient on the same date of service.  The Nursing Facility 
Services codes represent a “per day” service. 
 
The federally mandated E/M visit may serve also as a medically necessary E/M visit if 
the situation arises (i.e., the patient has health problems that need attention on the day the 
scheduled mandated physician E/M visit occurs).  The physician/qualified NPP shall bill 
only one E/M visit. 
 
Beginning January 1, 2006, the new CPT code, Other Nursing Facility Service (99318), 
may be used to report an annual nursing facility assessment visit on the required schedule 
of visits on an annual basis.  For Medicare Part B payment policy, an annual nursing 
facility assessment visit code may substitute as meeting one of the federally mandated 
physician visits if the code requirements for CPT code 99318 are fully met and in lieu of 
reporting a Subsequent Nursing Facility Care, per day, service (codes 99307 - 99310).  It 
shall not be performed in addition to the required number of federally mandated 
physician visits.  The new CPT annual assessment code does not represent a new benefit 
service for Medicare Part B physician services. 
 
Qualified NPPs, whether employed or not by the SNF, may perform alternating federally 
mandated physician visits, at the option of the physician, after the initial federally 
mandated visit by the physician in a SNF. 
 
Qualified NPPs in the NF setting, who are not employed by the NF and who are working 
in collaboration with a physician, may perform federally mandated physician visits, at the 
option of the State. 
 
Medicare Part B payment policy does not pay for additional E/M visits that may be 
required by State law for a facility admission or for other additional visits to satisfy 







facility or other administrative purposes.  E/M visits, prior to and after the initial federally 
mandated physician visit, that are reasonable and medically necessary to meet the 
medical needs of the individual patient (unrelated to any State requirement or 
administrative purpose) are payable under Medicare Part B. 
 
C. Visits by Qualified Nonphysician Practitioners 
 
All E/M visits shall be within the State scope of practice and licensure requirements 
where the visit is performed and all the requirements for physician collaboration and 
physician supervision shall be met when performed and reported by qualified NPPs.  
General physician supervision and employer billing requirements shall be met for PA 
services in addition to the PA meeting the State scope of practice and licensure 
requirements where the E/M visit is performed. 
 
Medically Necessary Visits 
 
Qualified NPPs may perform medically necessary E/M visits prior to and after the 
physician’s initial visit in both the SNF and NF. Medically necessary E/M visits for the 
diagnosis or treatment of an illness or injury or to improve the functioning of a 
malformed body member are payable under the physician fee schedule under Medicare 
Part B.  A physician or NPP may bill the most appropriate initial nursing facility 
care code (CPT codes 99304-99306) or subsequent nursing facility care code (CPT 
codes 99307-99310), even if the E/M service is provided prior to the initial federally 
mandated visit. 
 
SNF Setting--Place of Service Code 31 
 
Following the initial federally mandated visit by the physician, the physician may 
delegate alternate federally mandated physician visits to a qualified NPP who meets 
collaboration and physician supervision requirements and is licensed as such by the State 
and performing within the scope of practice in that State. 
 
NF Setting--Place of Service Code 32 
 
Per the regulations at 42 CFR 483.40 (f), a qualified NPP, who meets the collaboration 
and physician supervision requirements, the State scope of practice and licensure 
requirements, and who is not employed by the NF, may at the option of the State, 
perform the initial federally mandated visit in a NF, and may perform any other federally 
mandated physician visit in a NF in addition to performing other medically necessary 
E/M visits.  
 
Questions pertaining to writing orders or certification and recertification issues in the 
SNF and NF settings shall be addressed to the appropriate State Survey and Certification 
Agency departments for clarification. 
 
D. Medically Complex Care 







 
Payment is made for E/M visits to patients in a SNF who are receiving services for 
medically complex care upon discharge from an acute care facility when the visits are 
reasonable and medically necessary and documented in the medical record.  Physicians 
and qualified NPPs shall report initial nursing facility care codes for their first visit with 
the patient.  The principal physician of record must append the modifier “-AI” (Principal 
Physician of Record), to the initial nursing facility care code when billed to identify the 
physician who oversees the patient’s care from other physicians who may be furnishing 
specialty care.  Follow-up visits shall be billed as subsequent nursing facility care visits. 
 
E. Incident to Services 
 
Where a physician establishes an office in a SNF/NF, the “incident to” services and 
requirements are confined to this discrete part of the facility designated as his/her office. 
“Incident to” E/M visits, provided in a facility setting, are not payable under the 
Physician Fee Schedule for Medicare Part B.  Thus, visits performed outside the 
designated “office” area in the SNF/NF would be subject to the coverage and payment 
rules applicable to the SNF/NF setting and shall not be reported using the CPT codes for 
office or other outpatient visits or use place of service code 11.  
 
F. Use of the Prolonged Services Codes and Other Time-Related Services 
 
Beginning January 1, 2008, typical/average time units for E/M visits in the SNF/NF 
settings are reestablished.  Medically necessary prolonged services for E/M visits (codes 
99356 and 99357) in a SNF or NF may be billed with the Nursing Facility Services in the 
code ranges (99304 - 99306, 99307 - 99310 and 99318). 
 
Counseling and Coordination of Care Visits 
 
With the reestablishment of typical/average time units, medically necessary E/M visits 
for counseling and coordination of care, for Nursing Facility Services in the code ranges 
(99304 - 99306, 99307 - 99310 and 99318) that are time-based services, may be billed 
with the appropriate prolonged services codes (99356 and 99357). 
 
G. Multiple Visits 
 
The complexity level of an E/M visit and the CPT code billed must be a covered and 
medically necessary visit for each patient (refer to §§1862 (a)(1)(A) of the Act).  Claims 
for an unreasonable number of daily E/M visits by the same physician to multiple patients 
at a facility within a 24-hour period may result in medical review to determine medical 
necessity for the visits.  The E/M visit (Nursing Facility Services) represents a “per day” 
service per patient as defined by the CPT code.  The medical record must be personally 
documented by the physician or qualified NPP who performed the E/M visit and the 
documentation shall support the specific level of E/M visit to each individual patient. 
 
H. Split/Shared E/M Visit 







 
A split/shared E/M visit cannot be reported in the SNF/NF setting.  A split/shared E/M 
visit is defined by Medicare Part B payment policy as a medically necessary encounter 
with a patient where the physician and a qualified NPP each personally perform a 
substantive portion of an E/M visit face-to-face with the same patient on the same date of 
service.  A substantive portion of an E/M visit involves all or some portion of the history, 
exam or medical decision making key components of an E/M service.  The physician and 
the qualified NPP must be in the same group practice or be employed by the same 
employer.  The split/shared E/M visit applies only to selected E/M visits and settings (i.e., 
hospital inpatient, hospital outpatient, hospital observation, emergency department, 
hospital discharge, office and non facility clinic visits, and prolonged visits associated 
with these E/M visit codes).  The split/shared E/M policy does not apply to critical care 
services or procedures. 
 
I. SNF/NF Discharge Day Management Service 
 
Medicare Part B payment policy requires a face-to-face visit with the patient provided by 
the physician or the qualified NPP to meet the SNF/NF discharge day management 
service as defined by the CPT code.  The E/M discharge day management visit shall be 
reported for the date of the actual visit by the physician or qualified NPP even if the 
patient is discharged from the facility on a different calendar date.  The CPT codes 99315 
- 99316 shall be reported for this visit.  The Discharge Day Management Service may be 
reported using CPT code 99315 or 99316, depending on the code requirement, for a 
patient who has expired, but only if the physician or qualified NPP personally performed 
the death pronouncement. 
 
30.6.14 - Home Care and Domiciliary Care Visits (Codes 99324- 99350) 
(Rev. 775, Issued: 12-02-05, Effective: 01-01-06, Implementation: 01-03-06) 
Physician Visits to Patients Residing in Various Places of Service 
The American Medical Association’s Current Procedural Terminology (CPT) 2006 new 
patient codes 99324 - 99328 and established patient codes 99334 - 99337(new codes 
beginning January 2006), for Domiciliary, Rest Home (e.g., Boarding Home), or 
Custodial Care Services, are used to report evaluation and management (E/M) services to 
residents residing in a facility which provides room, board, and other personal assistance 
services, generally on a long-term basis.  These CPT codes are used to report E/M 
services in facilities assigned places of service (POS) codes 13 (Assisted Living Facility), 
14 (Group Home), 33 (Custodial Care Facility) and 55 (Residential Substance Abuse 
Facility). Assisted living facilities may also be known as adult living facilities. 
Physicians and qualified nonphysician practitioners (NPPs) furnishing E/M services to 
residents in a living arrangement described by one of the POS listed above must use the 
level of service code in the CPT code range 99324 - 99337 to report the service they 
provide.  The CPT codes 99321 - 99333 for Domiciliary, Rest Home (e.g., Boarding 
Home), or Custodial Care Services are deleted beginning January, 2006. 







Beginning in 2006, reasonable and medically necessary, face-to-face, prolonged services, 
represented by CPT codes 99354 - 99355, may be reported with the appropriate 
companion E/M codes when a physician or qualified NPP, provides a prolonged service 
involving direct (face-to-face) patient contact that is beyond the usual E/M visit service 
for a Domiciliary, Rest Home (e.g., Boarding Home) or Custodial Care Service.  All the 
requirements for prolonged services at §30.6.15.1 must be met. 
The CPT codes 99341 through 99350, Home Services codes, are used to report E/M 
services furnished to a patient residing in his or her own private residence (e.g., private 
home, apartment, town home) and not residing in any type of congregate/shared facility 
living arrangement including assisted living facilities and group homes.  The Home 
Services codes apply only to the specific 2-digit POS 12 (Home). Home Services codes 
may not be used for billing E/M services provided in settings other than in the private 
residence of an individual as described above. 
Beginning in 2006, E/M services provided to patients residing in a Skilled Nursing 
Facility (SNF) or a Nursing Facility (NF) must be reported using the appropriate CPT 
level of service code within the range identified for Initial Nursing Facility Care (new 
CPT codes 99304 - 99306) and Subsequent Nursing Facility Care (new CPT codes 99307 
- 99310).  Use the CPT code, Other Nursing Facility Services (new CPT code 99318), for 
an annual nursing facility assessment. Use CPT codes 99315 - 99316 for SNF/NF 
discharge services.  The CPT codes 99301 - 99303 and 99311 - 99313 are deleted 
beginning January, 2006.  The Home Services codes should not be used for these places 
of service. 
The CPT SNF/NF code definition includes intermediate care facilities (ICFs) and long 
term care facilities (LTCFs).  These codes are limited to the specific 2-digit POS 31 
(SNF), 32 (Nursing Facility), 54 (Intermediate Care Facility/Mentally Retarded) and 56 
(Psychiatric Residential Treatment Center). 
The CPT nursing facility codes should be used with POS 31 (SNF) if the patient is in a 
Part A SNF stay and POS 32 (nursing facility) if the patient does not have Part A SNF 
benefits.  There is no longer a different payment amount for a Part A or Part B benefit 
period in these POS settings. 


30.6.14.1 - Home Services (Codes 99341 - 99350) 
(Rev. 1, 10-01-03) 
B3-15515, B3-15066 
 
A. Requirement for Physician Presence 
Home services codes 99341-99350 are paid when they are billed to report evaluation and 
management services provided in a private residence.  A home visit cannot be billed by a 
physician unless the physician was actually present in the beneficiary’s home. 


B. Homebound Status 
Under the home health benefit the beneficiary must be confined to the home for services 
to be covered.  For home services provided by a physician using these codes, the 
beneficiary does not need to be confined to the home.  The medical record must 







document the medical necessity of the home visit made in lieu of an office or outpatient 
visit. 


C. Fee Schedule Payment for Services to Homebound Patients under General 
Supervision 
Payment may be made in some medically underserved areas where there is a lack of 
medical personnel and home health services for injections, EKGs, and venipunctures that 
are performed for homebound patients under general physician supervision by nurses and 
paramedical employees of physicians or physician-directed clinics.  Section 10 provides 
additional information on the provision of services to homebound Medicare patients. 
 
30.6.15 - Prolonged Services and Standby Services (Codes 
99354 - 99360) 
(Rev. 1, 10-01-03) 
B3-15511-15511.3 
 
30.6.15.1 - Prolonged Services With Direct Face-to-Face Patient Contact 
Service (ZZZ codes) 
(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A. Definition 
 
Prolonged physician services (CPT code 99354) in the office or other outpatient setting 
with direct face-to-face patient contact which require 1 hour beyond the usual service are 
payable when billed on the same day by the same physician or qualified nonphysician 
practitioner (NPP) as the companion evaluation and management codes.  The time for 
usual service refers to the typical/average time units associated with the companion 
evaluation and management service as noted in the CPT code.  Each additional 30 
minutes of direct face-to-face patient contact following the first hour of prolonged 
services may be reported by CPT code 99355. 
 
Prolonged physician services (code 99356) in the inpatient setting, with direct face-to-
face patient contact which require 1 hour beyond the usual service are payable when they 
are billed on the same day by the same physician or qualified NPP as the companion 
evaluation and management codes.  Each additional 30 minutes of direct face-to-face 
patient contact following the first hour of prolonged services may be reported by CPT 
code 99357. 
 
Prolonged service of less than 30 minutes total duration on a given date is not separately 
reported because the work involved is included in the total work of the evaluation and 
management codes. 
 
Code 99355 or 99357 may be used to report each additional 30 minutes beyond the first 
hour of prolonged services, based on the place of service.  These codes may be used to 
report the final 15 - 30 minutes of prolonged service on a given date, if not otherwise 







billed. Prolonged service of less than 15 minutes beyond the first hour or less than 15 
minutes beyond the final 30 minutes is not reported separately. 
 
B. Required Companion Codes 
 
The companion evaluation and management codes for 99354 are the Office or Other 
Outpatient visit codes (99201 - 99205, 99212 - 99215), the Domiciliary, Rest Home, or 
Custodial Care Services codes (99324 - 99328, 99334 - 99337), the Home Services codes 
(99341 - 99345, 99347 - 99350); 
 
The companion codes for 99355 are 99354 and one of the evaluation and management 
codes required for 99354 to be used; 
 
The companion evaluation and management codes for 99356 are the Initial Hospital Care 
codes and Subsequent Hospital Care codes (99221 - 99223, 99231 - 99233); Nursing 
Facility Services codes (99304 -99318); or  
 
The companion codes for 99357 are 99356 and one of the evaluation and management 
codes required for 99356 to be used. 
 
Prolonged services codes 99354 - 99357 are not paid unless they are accompanied by the 
companion codes as indicated. 
 
C. Requirement for Physician Presence 
 
Physicians may count only the duration of direct face-to-face contact between the 
physician and the patient (whether the service was continuous or not) beyond the 
typical/average time of the visit code billed to determine whether prolonged services can 
be billed and to determine the prolonged services codes that are allowable. In the case of 
prolonged office services, time spent by office staff with the patient, or time the patient 
remains unaccompanied in the office cannot be billed.  In the case of prolonged hospital 
services, time spent reviewing charts or discussion of a patient with house medical staff 
and not with direct face-to-face contact with the patient, or waiting for test results, for 
changes in the patient’s condition, for end of a therapy, or for use of facilities cannot be 
billed as prolonged services. 
 
D. Documentation 
 
Documentation is not required to accompany the bill for prolonged services unless the 
physician has been selected for medical review.  Documentation is required in the 
medical record about the duration and content of the medically necessary evaluation and 
management service and prolonged services billed.  The medical record must be 
appropriately and sufficiently documented by the physician or qualified NPP to show that 
the physician or qualified NPP personally furnished the direct face-to-face time with the 
patient specified in the CPT code definitions.  The start and end times of the visit shall be 
documented in the medical record along with the date of service. 







 
E. Use of the Codes 
 
Prolonged services codes can be billed only if the total duration of the physician or 
qualified NPP direct face-to-face service (including the visit) equals or exceeds the 
threshold time for the evaluation and management service the physician or qualified NPP 
provided (typical/average time associated with the CPT E/M code plus 30 minutes).  If 
the total duration of direct face-to-face time does not equal or exceed the threshold time 
for the level of evaluation and management service the physician or qualified NPP 
provided, the physician or qualified NPP may not bill for prolonged services. 
 
F. Threshold Times for Codes 99354 and 99355 (Office or Other Outpatient Setting) 
 
If the total direct face-to-face time equals or exceeds the threshold time for code 99354, 
but is less than the threshold time for code 99355, the physician should bill the evaluation 
and management visit code and code 99354.  No more than one unit of 99354 is 
acceptable. If the total direct face-to-face time equals or exceeds the threshold time for 
code 99355 by no more than 29 minutes, the physician should bill the visit code 99354 
and one unit of code 99355.  One additional unit of code 99355 is billed for each 
additional increment of 30 minutes extended duration.  A/B MACs (B) use the following 
threshold times to determine if the prolonged services codes 99354 and/or 99355 can be 
billed with the office or other outpatient settings including domiciliary, rest home, or 
custodial care services and home services codes. 
 


Threshold Time for Prolonged Visit Codes 99354 and/or 99355 Billed with 
Office/Outpatient 


 
Code Typical Time 


for Code  
Threshold Time 
to Bill Code 
99354 


Threshold Time 
to Bill Codes 
99354 and 
99355 


99201 10 40 85 
99202 20 50 95 
99203 30 60 105 
99204 45 75 120 
99205 60 90 135 
99212 10 40 85 
99213 15 45 90 
99214 25 55 100 
99215 40 70 115 
99324 20 50 95 
99325 30 60 105 







Code Typical Time 
for Code  


Threshold Time 
to Bill Code 
99354 


Threshold Time 
to Bill Codes 
99354 and 
99355 


99326 45 75 120 
99327 60 90 135 
99328 75 105 150 
99334 15 45 90 
99335 25 55 100 
99336 40 70 115 
99337 60 90 135 
99341 20 50 95 
99342 30 60 105 
99343 45 75 120 
99344 60 90 135 
99345 75 105 150 
99347 15 45 90 
99348 25 55 100 
99349 40 70 115 
99350 60 90 135 


 
Add 30 minutes to the threshold time for billing codes 99354 and 99355 to get the 
threshold time for billing code 99354 and two units of code 99355.  For example, to bill 
code 99354 and two units of code 99355 when billing a code 99205, the threshold time is 
150 minutes. 
 
G. Threshold Times for Codes 99356 and 99357 
 
(Inpatient Setting)  If the total direct face-to-face time equals or exceeds the threshold 
time for code 99356, but is less than the threshold time for code 99357, the physician 
should bill the visit and code 99356.  A/B MACs (B) do not accept more than one unit of 
code 99356. If the total direct face-to-face time equals or exceeds the threshold time for 
code 99356 by no more than 29 minutes, the physician bills the visit code 99356 and one 
unit of code 99357.  One additional unit of code 99357 is billed for each additional 
increment of 30 minutes extended duration.  A/B MACs (B) use the following threshold 
times to determine if the prolonged services codes 99356 and/or 99357 can be billed with 
the inpatient setting codes. 
 
Threshold Time for Prolonged Visit Codes 99356 and/or 99357 Billed with Inpatient 


Setting Codes 







 
Code  Typical Time for 


Code 
Threshold Time to Bill 
Code 99356  


Threshold Time to Bill 
Codes 99356 and 99357 


99221 30 60 105 
99222 50 80 125 
99223 70 100 145 
99231 15 45 90 
99232 25 55 100 


 
Add 30 minutes to the threshold time for billing codes 99356 and 99357 to get the 
threshold time for billing code 99356 and two units of 99357. 
 
H. Prolonged Services Associated With Evaluation and Management Services Based 
on Counseling and/or Coordination of Care (Time-Based) 
 
When an evaluation and management service is dominated by counseling and/or 
coordination of care (the counseling and/or coordination of care represents more than 
50% of the total time with the patient) in a face-to-face encounter between the physician 
or qualified NPP and the patient in the office/clinic or the floor time (in the scenario of an 
inpatient service), then the evaluation and management code is selected based on the 
typical/average time associated with the code levels.  The time approximation must meet 
or exceed the specific CPT code billed (determined by the typical/average time associated 
with the evaluation and management code) and should not be “rounded” to the next 
higher level. 
 
In those evaluation and management services in which the code level is selected based on 
time, prolonged services may only be reported with the highest code level in that family 
of codes as the companion code. 
 
I. Examples of Billable Prolonged Services 
 
EXAMPLE 1 
 
A physician performed a visit that met the definition of an office visit code 99213 and the 
total duration of the direct face-to-face services (including the visit) was 65 minutes.  The 
physician bills code 99213 and one unit of code 99354. 
 
EXAMPLE 2 
 
A physician performed a visit that met the definition of a domiciliary, rest home care visit 
code 99327 and the total duration of the direct face-to-face contact (including the visit) 
was 140 minutes.  The physician bills codes 99327, 99354, and one unit of code 99355. 
 
EXAMPLE 3 
 







A physician performed an office visit to an established patient that was predominantly 
counseling, spending 75 minutes (direct face-to-face) with the patient.  The physician 
should report CPT code 99215 and one unit of code 99354. 
 
J. Examples of Nonbillable Prolonged Services 
 
EXAMPLE 1 
 
A physician performed a visit that met the definition of visit code 99212 and the total 
duration of the direct face-to-face contact (including the visit) was 35 minutes.  The 
physician cannot bill prolonged services because the total duration of direct face-to-face 
service did not meet the threshold time for billing prolonged services. 
 
EXAMPLE 2 
 
A physician performed a visit that met the definition of code 99213 and, while the patient 
was in the office receiving treatment for 4 hours, the total duration of the direct face-to-
face service of the physician was 40 minutes.  The physician cannot bill prolonged 
services because the total duration of direct face-to-face service did not meet the 
threshold time for billing prolonged services. 
 
EXAMPLE 3 
 
A physician provided a subsequent office visit that was predominantly counseling, 
spending 60 minutes (face-to-face) with the patient. The physician cannot code 99214, 
which has a typical time of 25 minutes, and one unit of code 99354. The physician must 
bill the highest level code in the code family (99215 which has 40 minutes 
typical/average time units associated with it). The additional time spent beyond this code 
is 20 minutes and does not meet the threshold time for billing prolonged services. 
 
30.6.15.2 - Prolonged Services Without Direct Face-to-Face Patient 
Contact Service (Codes 99358 - 99359) 
(Rev. 3678, Issued: 12-16-16, Effective: 01-01-17, Implementation: 01-03-17) 
 
Until CY 2017, CPT codes 99358 and 99359 were not separately payable and were 
bundled (included for payment) under the related face-to-face E/M service code.  
Practitioners were not permitted to bill the patient for services described by CPT codes 
99358 and 99359 since they are Medicare covered services and payment was included in 
the payment for other billable services.  
 
Beginning in CY 2017, CPT codes 99358 and 99359 are separately payable under the 
physician fee schedule.  The CPT prefatory language and reporting rules for these codes 
apply for Medicare billing.  For example, CPT codes 99358 and 99359 cannot be 
reported during the same service period as complex chronic care management (CCM) 
services or transitional care management services.  They are not reported for time spent 
in non-face-to-face care described by more specific codes having no upper time limit in 







the CPT code set.  We have posted a file that notes the times assumed to be typical for 
purposes of PFS rate-setting.  That file is available on our website under downloads for 
our annual regulation at http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html.  We note that while 
these typical times are not required to bill the displayed codes, we would expect that only 
time spent in excess of these times would be reported under CPT codes 99358 and 99359.  
We note that CPT codes 99358 and 99359 can only be used to report extended qualifying 
time of the billing physician or other practitioner (not clinical staff).  Prolonged services 
cannot be reported in association with a companion E/M code that also qualifies as the 
initiating visit for CCM services.  Practitioners should instead report the add-on code for 
CCM initiation, if applicable. 
 
30.6.15.3 - Physician Standby Service (Code 99360) 
(Rev. 1, 10-01-03) 
 
Standby services are not payable to physicians.  Physicians may not bill Medicare or 
beneficiaries for standby services.  Payment for standby services is included in the Part A 
payment to the facility.  Such services are a part of hospital costs to provide quality care.  
If hospitals pay physicians for standby services, such services are part of hospital costs to 
provide quality care. 
 
30.6.15.4 - Power Mobility Devices (PMDs) (Code G0372) 
(Rev. 748, Issued:  11-04-05; Effective/Implementation Dates:  10-25-05) 
 
Section 302(a)(2)(E)(iv) of the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA) sets forth revised conditions for Medicare payment 
of Power Mobility Devices (PMDs).  This section of the MMA states that payment for 
motorized or power wheelchairs may not be made unless a physician (as defined in 
§1861(r)(1) of the Act), a physician assistant, nurse practitioner, or a clinical nurse 
specialist (as those terms are defined in §1861(aa)(5)) has conducted a face-to-face 
examination of the beneficiary and written a prescription for the PMD. 
 
Payment for the history and physical examination will be made through the appropriate 
evaluation and management (E&M) code corresponding to the history and physical 
examination of the patient.  Due to the MMA requirement that the physician or treating 
practitioner create a written prescription and a regulatory requirement that the physician 
or treating practitioner prepare pertinent parts of the medical record for submission to the 
durable medical equipment supplier, code G0372 (physician service required to establish and 
document the need for a power mobility device) has been established to recognize additional 
physician services and resources required to establish and document the need for the 
PMD. 
 
The G code indicates that all of the information necessary to document the PMD 
prescription is included in the medical record, and the prescription and supporting 
documentation is delivered to the PMD supplier within 30 days after the face-to-face 
examination. 



http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html





 
Effective October 25, 2005, G0372 will be used to recognize additional physician 
services and resources required to establish and document the need for the PMD and will 
be added to the Medicare physician fee schedule. 
 
30.6.16 - Case Management Services (Codes 99362 and 99371 - 99373) 
(Rev. 1, 10-01-03) 
B3-15512 
 
A. Team Conferences 
 
Team conferences (codes 99361-99362) may not be paid separately.  Payment for these 
services is included in the payment for the services to which they relate. 
 
B. Telephone Calls 
 
Telephone calls (codes 99371-99373) may not be paid separately.  Payment for telephone 
calls is included in payment for billable services (e.g., visit, surgery, diagnostic procedure 
results). 
 
40 - Surgeons and Global Surgery 
(Rev. 1, 10-01-03) 
B3-4820 
 
A national definition of a global surgical package has been established to ensure that 
payment is made consistently for the same services across all A/B MAC (B) jurisdictions, 
thus preventing Medicare payments for services that are more or less comprehensive than 
intended.  The national global surgery policy became effective for surgeries performed on 
and after January 1, 1992. 
The instructions that follow describe the components of a global surgical package and 
payment rules for minor surgeries, endoscopies and global surgical packages that are split 
between two or more physicians.  In addition, billing, mandatory edits, claims review, 
adjudication, and postpayment instructions are included. 
In addition to the global policy, uniform payment policies and claims processing 
requirements have been established for other surgical issues, including bilateral and 
multiple surgeries, co-surgeons, and team surgeries. 


40.1 - Definition of a Global Surgical Package 
(Rev. 1, 10-01-03) 
B3-4821, B3-15900.2 
 
Field 16 of the Medicare Fee Schedule Data Base (MFSDB) provides the postoperative 
periods that apply to each surgical procedure.  The payment rules for surgical procedures 
apply to codes with entries of 000, 010, 090, and, sometimes, YYY. 







Codes with “090” in Field 16 are major surgeries.  Codes with “000” or “010” are either 
minor surgical procedures or endoscopies. 
Codes with “YYY” are A/B MAC (B)-priced codes, for which A/B MACs (B) determine 
the global period (the global period for these codes will be 0, 10, or 90 days).  Note that 
not all A/B MAC (B)-priced codes have a “YYY” global surgical indicator; sometimes 
the global period is specified. 
While codes with “ZZZ” are surgical codes, they are add-on codes that are always billed 
with another service.  There is no postoperative work included in the fee schedule 
payment for the “ZZZ” codes.  Payment is made for both the primary and the add-on 
codes, and the global period assigned is applied to the primary code. 
 
A. Components of a Global Surgical Package 
B3-15011, B3-4820-4831 
 
A/B MACs (B) apply the national definition of a global surgical package to all 
procedures with the appropriate entry in Field 16 of the MFSDB. 
 
The Medicare approved amount for these procedures includes payment for the following 
services related to the surgery when furnished by the physician who performs the surgery.  
The services included in the global surgical package may be furnished in any setting, e.g., 
in hospitals, ASCs, physicians’ offices.  Visits to a patient in an intensive care or critical 
care unit are also included if made by the surgeon.  However, critical care services 
(99291 and 99292) are payable separately in some situations. 


• Preoperative Visits - Preoperative visits after the decision is made to operate 
beginning with the day before the day of surgery for major procedures and the day 
of surgery for minor procedures; 


• Intra-operative Services - Intra-operative services that are normally a usual and 
necessary part of a surgical procedure; 


• Complications Following Surgery - All additional medical or surgical services 
required of the surgeon during the postoperative period of the surgery because of 
complications which do not require additional trips to the operating room; 


• Postoperative Visits - Follow-up visits during the postoperative period of the 
surgery that are related to recovery from the surgery; 


• Postsurgical Pain Management - By the surgeon; 


• Supplies - Except for those identified as exclusions; and 


• Miscellaneous Services - Items such as dressing changes; local incisional care; 
removal of operative pack; removal of cutaneous sutures and staples, lines, wires, 
tubes, drains, casts, and splints; insertion, irrigation and removal of urinary 
catheters, routine peripheral intravenous lines, nasogastric and rectal tubes; and 
changes and removal of tracheostomy tubes. 


 
B. Services Not Included in the Global Surgical Package 







A/B MACs (B) do not include the services listed below in the payment amount for a 
procedure with the appropriate indicator in Field 16 of the MFSDB.  These services may 
be paid for separately. 


• The initial consultation or evaluation of the problem by the surgeon to determine 
the need for surgery.  Please note that this policy only applies to major surgical 
procedures.  The initial evaluation is always included in the allowance for a minor 
surgical procedure; 


• Services of other physicians except where the surgeon and the other physician(s) 
agree on the transfer of care.  This agreement may be in the form of a letter or an 
annotation in the discharge summary, hospital record, or ASC record; 


• Visits unrelated to the diagnosis for which the surgical procedure is performed, 
unless the visits occur due to complications of the surgery; 


• Treatment for the underlying condition or an added course of treatment which is 
not part of normal recovery from surgery; 


• Diagnostic tests and procedures, including diagnostic radiological procedures; 


• Clearly distinct surgical procedures during the postoperative period which are not 
re-operations or treatment for complications.  (A new postoperative period begins 
with the subsequent procedure.)  This includes procedures done in two or more 
parts for which the decision to stage the procedure is made prospectively or at the 
time of the first procedure.  Examples of this are procedures to diagnose and treat 
epilepsy (codes 61533, 61534-61536, 61539, 61541, and 61543) which may be 
performed in succession within 90 days of each other; 


• Treatment for postoperative complications which requires a return trip to the 
operating room (OR).  An OR for this purpose is defined as a place of service 
specifically equipped and staffed for the sole purpose of performing procedures.  
The term includes a cardiac catheterization suite, a laser suite, and an endoscopy 
suite.  It does not include a patient’s room, a minor treatment room, a recovery 
room, or an intensive care unit (unless the patient’s condition was so critical there 
would be insufficient time for transportation to an OR); 


• If a less extensive procedure fails, and a more extensive procedure is required, the 
second procedure is payable separately; 


• For certain services performed in a physician’s office, separate payment can no 
longer be made for a surgical tray (code A4550).  This code is now a Status B and 
is no longer a separately payable service on or after January 1, 2002.  However, 
splints and casting supplies are payable separately under the reasonable charge 
payment methodology; 


• Immunosuppressive therapy for organ transplants; and 


• Critical care services (codes 99291 and 99292) unrelated to the surgery where a 
seriously injured or burned patient is critically ill and requires constant attendance 
of the physician. 


C. Minor Surgeries and Endoscopies 







Visits by the same physician on the same day as a minor surgery or endoscopy are 
included in the payment for the procedure, unless a significant, separately identifiable 
service is also performed.  For example, a visit on the same day could be properly billed 
in addition to suturing a scalp wound if a full neurological examination is made for a 
patient with head trauma.  Billing for a visit would not be appropriate if the physician 
only identified the need for sutures and confirmed allergy and immunization status. 
A postoperative period of 10 days applies to some minor surgeries.  The postoperative 
period for these procedures is indicated in Field 16 of the MFSDB.  If the Field 16 entry 
is 010, A/B MACs (B) do not allow separate payment for postoperative visits or services 
within 10 days of the surgery that are related to recovery from the procedure.  If a 
diagnostic biopsy with a 10-day global period precedes a major surgery on the same day 
or in the 10-day period, the major surgery is payable separately.  Services by other 
physicians are not included in the global fee for a minor procedures except as otherwise 
excluded.  If the Field 16 entry is 000, postoperative visits beyond the day of the 
procedure are not included in the payment amount for the surgery.  Separate payment is 
made in this instance. 


D. Physicians Furnishing Less Than the Full Global Package 
B3-4820-4831 
There are occasions when more than one physician provides services included in the 
global surgical package.  It may be the case that the physician who performs the surgical 
procedure does not furnish the follow-up care.  Payment for the postoperative, post-
discharge care is split between two or more physicians where the physicians agree on the 
transfer of care. 
When more than one physician furnishes services that are included in the global surgical 
package, the sum of the amount approved for all physicians may not exceed what would 
have been paid if a single physician provides all services (except where stated policies, 
e.g., the surgeon performs only the surgery and a physician other than the surgeon 
provides preoperative and postoperative inpatient care, result in payment that is higher 
than the global allowed amount). 
Where a transfer of care does not occur, the services of another physician may either be 
paid separately or denied for medical necessity reasons, depending on the circumstances 
of the case. 


E. Determining the Duration of a Global Period 
To determine the global period for major surgeries, A/B MACs (B) count 1 day 
immediately before the day of surgery, the day of surgery, and the 90 days immediately 
following the day of surgery. 


EXAMPLE: 
Date of surgery - January 5 
Preoperative period - January 4  
Last day of postoperative period - April 5 







To determine the global period for minor procedures, A/B MACs (B) count the day of 
surgery and the appropriate number of days immediately following the date of surgery.  
 
EXAMPLE: 


Procedure with 10 follow-up days: 
Date of surgery - January 5  
Last day of postoperative period - January 15 
 


40.2 - Billing Requirements for Global Surgeries 
(Rev. 2997, Issued: 07-25-14, Effective: Upon implementation of ICD-10; 01-01- 
2012 - ASC X12, Implementation: 08-25-2014 - ASC X12; Upon Implementation of 
ICD-10) 
 
To ensure the proper identification of services that are, or are not, included in the global 
package, the following procedures apply. 
 
A. Procedure Codes and Modifiers 
 
Use of the modifiers in this section apply to both major procedures with a 90-day 
postoperative period and minor procedures with a 10-day postoperative period (and/or a 
zero day postoperative period in the case of modifiers “-22” and “-25”). 
 
1. Physicians Who Furnish the Entire Global Surgical Package  
 
Physicians who perform the surgery and furnish all of the usual pre-and postoperative 
work bill for the global package by entering the appropriate CPT code for the surgical 
procedure only.  Billing is not allowed for visits or other services that are included in the 
global package. 
 
2. Physicians in Group Practice  
 
When different physicians in a group practice participate in the care of the patient, the 
group bills for the entire global package if the physicians reassign benefits to the group.  
The physician who performs the surgery is shown as the performing physician.  (For 
dates of service prior to January 1, 1994, however, where a new physician furnishes the 
entire postoperative care, the group billed for the surgical care and the postoperative care 
as separate line items with the appropriate modifiers.) 
 
3. Physicians Who Furnish Part of a Global Surgical Package 
 
Where physicians agree on the transfer of care during the global period, the following 
modifiers are used: 


• “-54” for surgical care only; or 
• “-55” for postoperative management only. 


 







Both the bill for the surgical care only and the bill for the postoperative care only, will 
contain the same date of service and the same surgical procedure code, with the services 
distinguished by the use of the appropriate modifier. 
 
Providers need not specify on the claim that care has been transferred.  However, the date 
on which care was relinquished or assumed, as applicable, must be shown on the claim.  
This should be indicated in the remarks field/free text segment on the claim form/format.  
Both the surgeon and the physician providing the postoperative care must keep a copy of 
the written transfer agreement in the beneficiary’s medical record. 
 
Where a transfer of postoperative care occurs, the receiving physician cannot bill for any 
part of the global services until he/she has provided at least one service.  Once the 
physician has seen the patient, that physician may bill for the period beginning with the 
date on which he/she assumes care of the patient. 
 
EXCEPTIONS: 


• Where a transfer of care does not occur, occasional post-discharge services of a 
physician other than the surgeon are reported by the appropriate evaluation and 
management code.  No modifiers are necessary on the claim. 
 


• If the transfer of care occurs immediately after surgery, the physician other than 
the surgeon who provides the in-hospital postoperative care bills using subsequent 
hospital care codes for the inpatient hospital care and the surgical code with the “-
55” modifier for the post-discharge care.  The surgeon bills the surgery code with 
the “-54” modifier. 
 


• Physicians who provide follow-up services for minor procedures performed in 
emergency departments bill the appropriate level of office visit code.  The 
physician who performs the emergency room service bills for the surgical 
procedure without a modifier. 
 


• If the services of a physician other than the surgeon are required during a 
postoperative period for an underlying condition or medical complication, the 
other physician reports the appropriate evaluation and management code.  No 
modifiers are necessary on the claim.  An example is a cardiologist who manages 
underlying cardiovascular conditions of a patient. 


 
4. Evaluation and Management Service Resulting in the Initial Decision to Perform 
Surgery 


 
Evaluation and management services on the day before major surgery or on the day of 
major surgery that result in the initial decision to perform the surgery are not included in 
the global surgery payment for the major surgery and, therefore, may be billed and paid 
separately. 


 







In addition to the CPT evaluation and management code, modifier “-57” (decision for 
surgery) is used to identify a visit which results in the initial decision to perform surgery.  
(Modifier “-QI” was used for dates of service prior to January 1, 1994.) 


 
If evaluation and management services occur on the day of surgery, the physician bills 
using modifier “-57,” not “-25.”  The “-57” modifier is not used with minor surgeries 
because the global period for minor surgeries does not include the day prior to the 
surgery.  Moreover, where the decision to perform the minor procedure is typically done 
immediately before the service, it is considered a routine preoperative service and a visit 
or consultation is not billed in addition to the procedure. 


 
5. Return Trips to the Operating Room During the Postoperative Period 


 
When treatment for complications requires a return trip to the operating room, physicians 
must bill the CPT code that describes the procedure(s) performed during the return trip.  
If no such code exists, use the unspecified procedure code in the correct series, i.e., 47999 
or 64999.  The procedure code for the original surgery is not used except when the 
identical procedure is repeated. 


 
In addition to the CPT code, physicians use CPT modifier “-78” for these return trips 
(return to the operating room for a related procedure during a postoperative period.) 


 
The physician may also need to indicate that another procedure was performed during the 
postoperative period of the initial procedure.  When this subsequent procedure is related 
to the first procedure and requires the use of the operating room, this circumstance may 
be reported by adding the modifier “-78” to the related procedure. 


 
NOTE: The CPT definition for this modifier does not limit its use to treatment for 
complications. 


 
6. Staged or Related Procedures 


 
Modifier “-58” was established to facilitate billing of staged or related surgical 
procedures done during the postoperative period of the first procedure.  This modifier is 
not used to report the treatment of a problem that requires a return to the operating room. 


 
The physician may need to indicate that the performance of a procedure or service during 
the postoperative period was: 


a. Planned prospectively or at the time of the original procedure; 
b. More extensive than the original procedure; or 
c. For therapy following a diagnostic surgical procedure. 


 
These circumstances may be reported by adding modifier “-58” to the staged procedure.  
A new postoperative period begins when the next procedure in the series is billed. 


 
7. Unrelated Procedures or Visits During the Postoperative Period 







 
Two CPT modifiers were established to simplify billing for visits and other procedures 
which are furnished during the postoperative period of a surgical procedure, but which 
are not included in the payment for the surgical procedure. 


 
Modifier “-79”:  Reports an unrelated procedure by the same physician during a 
postoperative period.  The physician may need to indicate that the performance of a 
procedure or service during a postoperative period was unrelated to the original 
procedure. 


 
A new postoperative period begins when the unrelated procedure is billed. 


 
Modifier “-24”: Reports an unrelated evaluation and management service by same 
physician during a postoperative period.  The physician may need to indicate that an 
evaluation and management service was performed during the postoperative period of an 
unrelated procedure.  This circumstance is reported by adding the modifier “-24” to the 
appropriate level of evaluation and management service. 


 
Services submitted with the “-24” modifier must be sufficiently documented to establish 
that the visit was unrelated to the surgery.  A diagnosis code that clearly indicates that the 
reason for the encounter was unrelated to the surgery is acceptable documentation. 


 
A physician who is responsible for postoperative care and has reported and been paid 
using modifier “-55” also uses modifier “-24” to report any unrelated visits. 


 
8. Significant Evaluation and Management on the Day of a Procedure 


 
Modifier “-25” is used to facilitate billing of evaluation and management services on the 
day of a procedure for which separate payment may be made. 


 
It is used to report a significant, separately identifiable evaluation and management 
service by same physician on the day of a procedure.  The physician may need to indicate 
that on the day a procedure or service that is identified with a CPT code was performed, 
the patient’s condition required a significant, separately identifiable evaluation and 
management service above and beyond the usual preoperative and postoperative care 
associated with the procedure or service that was performed.  This circumstance may be 
reported by adding the modifier “-25” to the appropriate level of evaluation and 
management service. 


 
Claims containing evaluation and management codes with modifier “-25” are not subject 
to prepayment review except in the following situations: 


 
• Effective January 1, 1995, all evaluation and management services provided on 


the same day as inpatient dialysis are denied without review with the exception of 
CPT Codes 99221-9223, 99251-99255, and 99238.  These codes may be billed 
with modifier “-25” and reviewed for possible allowance if the evaluation and 







management service is unrelated to the treatment of ESRD and was not, and could 
not, have been provided during the dialysis treatment; 


 
• When preoperative critical care codes are being billed for within a global surgical 


period; and 
 


• When A/B MACs (B) have conducted a specific medical review process and 
determined, after reviewing the data, that an individual or group have high 
statistics in terms of the use of modifier “-25,” have done a case-by-case 
review of the records to verify that the use of modifier “-25” was 
inappropriate, and have educated the individual or group as to the proper use 
of this modifier. 


 
9. Critical Care 
 
Critical care services provided during a global surgical period for a seriously injured 
or burned patient are not considered related to a surgical procedure and may be paid 
separately under the following circumstances. 
 
Preoperative and postoperative critical care may be paid in addition to a global fee if: 
 


• The patient is critically ill and requires the constant attendance of the 
physician; and 
 


• The critical care is above and beyond, and, in most instances, unrelated to the 
specific anatomic injury or general surgical procedure performed. 


 
Such patients are potentially unstable or have conditions that could pose a significant 
threat to life or risk of prolonged impairment. 
 
Modifier -24 (post-operative) or -25 (same day pre-operative) is used to indicate that 
the critical care service is unrelated to the procedure. 
 
10. Unusual Circumstances 
 
Surgeries for which services performed are significantly greater than usually 
required may be billed with the “-22” modifier added to the CPT code for the 
procedure.  Surgeries for which services performed are significantly less than usually 
required may be billed with the “-52” modifier.  The biller must provide: 
 


• A concise statement about how the service differs from the usual; and  
 


• An operative report with the claim. 
 
Modifier “-22” should only be reported with procedure codes that have a global 
period of 0, 10, or 90 days.  There is no such restriction on the use of modifier “-52.” 







 
B. Date(s) of Service 
 
Physicians, who bill for the entire global surgical package or for only a portion of the 
care, must enter the date on which the surgical procedure was performed in the 
“From/To” date of service field.  This will enable A/B MACs (B) to relate all appropriate 
billings to the correct surgery.  Physicians who share postoperative management with 
another physician must submit additional information showing when they assumed and 
relinquished responsibility for the postoperative care.  If the physician who performed the 
surgery relinquishes care at the time of discharge, he or she need only show the date of 
surgery when billing with modifier “-54.” 
 
However, if the surgeon also cares for the patient for some period following discharge, 
the surgeon must show the date of surgery and the date on which postoperative care was 
relinquished to another physician.  The physician providing the remaining postoperative 
care must show the date care was assumed.  This information should be shown in Item 19 
on the paper Form CMS-1500.  See the related implementation guide for where to show 
this information on the ASC X12 837 professional claim transaction format. 
 
C. Care Provided in Different Payment Localities 
 
If portions of the global period are provided in different payment localities, the services 
should be billed to the A/B MAC (B) servicing each applicable payment locality.  For 
example, if the surgery is performed in one state and the postoperative care is provided in 
another state, the surgery is billed with modifier “-54” to the A/B MAC (B) servicing the 
payment locality where the surgery was performed and the postoperative care is billed 
with modifier “-55” to the A/B MAC (B) servicing the payment locality where the 
postoperative care was performed.  This is true whether the services were performed by 
the same physician/group or different physicians/groups. 
 
D. Health Professional Shortage Area (HPSA) Payments for Services Which Are 
Subject to the Global Surgery Rules 
 
HPSA bonus payments may be made for global surgeries when the services are provided 
in HPSAs.  The following are guidelines for the appropriate billing procedures: 
 


• If the entire global package is provided in a HPSA, physicians should bill for the 
appropriate global surgical code with the applicable HPSA modifier. 


 
• If only a portion of the global package is provided in a HPSA, the physician 


should bill using a HPSA modifier for the portion which is provided in the HPSA. 
 
EXAMPLE 
 
The surgical portion of the global service is provided in a non-HPSA and the 
postoperative portion is provided in a HPSA.  The surgical portion should be billed with 







the “-54” modifier and no HPSA modifier.  The postoperative portion should be billed 
with the “-55” modifier and the appropriate HPSA modifier.  The 10 percent bonus will 
be paid on the appropriate postoperative portion only.  If a claim is submitted with a 
global surgical code and a HPSA modifier, the A/B MAC (B) assumes that the entire 
global service was provided in a HPSA in the absence of evidence otherwise. 
 
NOTE: The sum of the payments made for the surgical and postoperative services 
provided in different localities will not equal the global amount in either of the localities 
because of geographic adjustments made through the Geographic Practice Cost Indices. 
 
40.3 - Claims Review for Global Surgeries 
(Rev. 2997, Issued: 07-25-14, Effective: Upon implementation of ICD-10; 01-01- 
2012 - ASC X12, Implementation: 08-25-2014 - ASC X12; Upon Implementation of 
ICD-10) 
 
A. Relationship to Correct Coding Initiative (CCI) 
 
The CCI policy and computer edits allow A/B MACs (B) to detect instances of 
fragmented billing for certain intra-operative services and other services furnished on the 
same day as the surgery that are considered to be components of the surgical procedure 
and, therefore, included in the global surgical fee.  When both correct coding and global 
surgery edits apply to the same claim, A/B MACs (B) first apply the correct coding edits, 
then, apply the global surgery edits to the correctly coded services. 
 
B. Prepayment Edits to Detect Separate Billing of Services Included in the Global 
Package 
 
In addition to the correct coding edits, A/B MACs (B) must be capable of detecting 
certain other services included in the payment for a major or minor surgery or for an 
endoscopy.  On a prepayment basis, A/B MACs (B) identify the services that meet the 
following conditions: 
 


• Preoperative services that are submitted on the same claim or on a subsequent 
claim as a surgical procedure; or 
 


• Same day or postoperative services that are submitted on the same claim or on a 
subsequent claim as a surgical procedure or endoscopy;  
 
and - 


• Services that were furnished within the prescribed global period of the surgical 
procedure; 
 


• Services that are billed without modifier “-78,” “-79,” “-24,” “25,” or “-57” or are 
billed with modifier “-24” but without the required documentation; and 
 







• Services that are billed with the same provider or group number as the surgical 
procedure or endoscopy.  Also, edit for any visits billed separately during the 
postoperative period without modifier “-24” by a physician who billed for the 
postoperative care only with modifier “-55.” 


 
A/B MACs (B) use the following evaluation and management codes in establishing edits 
for visits included in the global package.  CPT codes 99241, 99242, 99243, 99244, 
99245, 99251, 99252, 99253, 99254, 99255, 99271, 99272, 99273, 99274, and 99275 
have been transferred from the excluded category and are now included in the global 
surgery edits. 
 


Evaluation and Management Codes for A/B MAC (B) Edits 
92012 92014 99211 99212 99213 99214 
99215 99217 99218 99219 99220 99221 
99222 99223 99231 99232 99233 99234 
99235 99236 99238 99239 99241 99242 
99243 99244 99245 99251 99252 99253 
99254 99255 99261 99262 99263 99271 
99272 99273 99274 99275 99291 99292 
99301 99302 99303 99311 99312 99313 
99315 99316 99331 99332 99333 99347 
99348 99349 99350    
99374 99375 99377 99378   


 
NOTE:  In order for codes 99291 or 99292 to be paid for services furnished during the 
preoperative or postoperative period, modifier “-25” or “-24,” respectively, must be used 
to indicate that the critical care was unrelated to the specific anatomic injury or general 
surgical procedure performed.  
 
If a surgeon is admitting a patient to a nursing facility for a condition not related to the 
global surgical procedure, the physician should bill for the nursing facility admission and 
care with a “-24” modifier and appropriate documentation.  If a surgeon is admitting a 
patient to a nursing facility and the patient’s admission to that facility relates to the global 
surgical procedure, the nursing facility admission and any services related to the global 
surgical procedure are included in the global surgery fee. 
 
C. Exclusions from Prepayment Edits 
 
A/B MACs (B) exclude the following services from the prepayment audit process and 
allow separate payment if all usual requirements are met: 


Services listed in §40.1.B; and 
Services billed with the modifier “-25,”  “-57,”  “-58,”  “-78,” or “-79.” 


 
Exceptions 
 







See §§40.2.A.8, 40.2.A.9, and 40.4.A for instances where prepayment review is required 
for modifier “-25.”  In addition, prepayment review is necessary for CPT codes 90935, 
90937, 90945, and 90947 when a visit and modifier “-25” are billed with these services. 
 
Exclude the following codes from the prepayment edits required in §40.3.B. 
 


92002 92004 99201 99202 99203 99204 
99205 99281 99282 99283 99284 99285 
99321 99322 99323 99341 99342 99343 
99344 99345     


 
40.4 - Adjudication of Claims for Global Surgeries 
(Rev. 3721, Issued: 02-24-17, Effective: 05-25-17, Implementation: 05-25-17) 
 
A.  Fragmented Billing of Services Included in the Global Package 
 
Since the Medicare fee schedule amount for surgical procedures includes all services that 
are part of the global surgery package, A/B MACs (B) do not pay more than that amount 
when a bill is fragmented.  When total charges for fragmented services exceed the global 
fee, process the claim as a fee schedule reduction (except where stated policies, e.g., the 
surgeon performs only the surgery and a physician other than the surgeon provides 
preoperative and postoperative inpatient care, result in payment that is higher than the 
global surgery allowed amount).  A/B MACs (B) do not attribute such reductions to 
medical review savings except where the usual medical review process results in 
recoding of a service, and the recoded service is included in the global surgery package. 
The maximum a nonparticipating physician may bill a beneficiary on an unassigned 
claim for services included in the global surgery package is the limiting charge for the 
surgical procedure. 
 
In addition, the limitation of liability provision (§1879 of the Act) does not apply to these 
determinations since they are fee schedule reductions, not denials based upon medical 
necessity or custodial care. 
 
Claims for surgeries billed with a “-22” or “-52” modifier, are priced by individual 
consideration if the statement and documentation required by §40.2.A.10 are included.  If 
the statement and documentation are not submitted with the claim, pricing  for “-22” is it 
the fee schedule rate for the same surgery submitted without the “-22” modifier.  Pricing 
for “-52” is not done without the required documentation. 
 
Separate payment is allowed for visits and procedures billed with modifier “-78,” “-79,” 
“-24,” “-25,” “-57,” or “-58.”  Modifier “-24” must be accompanied by sufficient 
documentation that the visit is unrelated to the surgery.  Also, when used with the critical 
care codes, modifiers “-24” and “-25” must be accompanied by documentation that the 
critical care was unrelated to the specific anatomic injury or general surgical procedure 
performed. 
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A/B MACs (B) do not allow separate payment for evaluation and management services 
furnished on the same day or during the postoperative period of a surgery if the services 
are billed without modifier “-24,” “-25,” or “-57.”  These services should be denied.  A/B 
MACs (B) do not allow separate payment for visits during the postoperative period that 
are billed with the modifier “-24” but without sufficient documentation.  These services 
should also be denied.  Modifier “-24” is intended for use with services that are 
absolutely unrelated to the surgery.  It is not to be used for the medical management of a 
patient by the surgeon following surgery.  Recognize modifier “-24” only for care 
following discharge unless: 
 


• The care is for immunotherapy management furnished by the transplant surgeon;  
 


• The care is for critical care for a burn or trauma patient; or 
 


• The documentation demonstrates that the visit occurred during a subsequent 
hospitalization and the diagnosis supports the fact that it is unrelated to the 
original surgery. 


 
A/B MACs (B) do not allow separate payment for an additional procedure(s) with a 
global surgery fee period if furnished during the postoperative period of a prior procedure 
and if billed without modifier “-58,” “-78,” or “-79.”  These services should be denied.  
Codes with the global surgery indicator of “XXX” in the MFSDB can be paid separately 
without a modifier. 
 
B.  Claims From Physicians Who Furnish Less Than the Global Package (Split 
Global Care) 
 
For surgeries performed January 1, 1992, and later, that are billed with either modifier 
“-54” or “-55,” A/B MACs (B) pay the appropriate percentage of the fee schedule 
payment.  Fields 17-19 of the MFSDB list the appropriate percentages for pre-, intra-, 
and postoperative care of the total RVUs for major surgical procedures and for minor 
surgeries with a postoperative period of 10 days.  The intra-operative percentage includes 
postoperative hospital visits. 
 
Procedures with a “000” entry in Field 16 have an entry of “0.0000” in Fields 17-19.  
Split global care does not apply to these procedures. 
 
A/B MACs (B) multiply the fee schedule amount (Field 34 or Field 35 of the MFSDB) 
by this percentage and round to the nearest cent.  Assume that a physician who bills with 
a “-54” modifier has provided both preoperative, intra-operative and postoperative 
hospital services.  Pay this physician the combined preoperative and intra-operative 
portions of the fee schedule payment amount. 
 
Where more than one physician bills for the postoperative care, A/B MACs (B) apportion 
the postoperative percentage according to the number of days each physician was 
responsible for the patient’s care by dividing the postoperative allowed amount by the 







number of post-op days and that amount is multiplied by the number of days each 
physician saw the patient. 
 
EXAMPLE 
 
Dr. Jones bills for procedure “42145-54” performed on March 1 and states that he cared 
for the patient through April 29.  Dr.  Smith bills for procedure “42145-55” and states 
that she assumed care of the patient on April 30.  The percentage of the total fee amount 
for the postoperative care for this procedure is determined to be 17 percent and the length 
of the global period is 90 days.  Since Dr. Jones provided postoperative care for the first 
60 days, he will receive 66 2/3 percent of the total fee of 17 percent since 60/90 = .6666.  
Dr. Smith’s 30 days of service entitle her to 30/90 or .3333 of the fee. 
 


6666 x .17 = .11333 or 11.3%; and 
 
3338 x .17 = .057 or 5.7%. 


 
Thus, Dr. Jones will be paid at a rate of 11.3 percent (66.7 percent of 17 percent).  Dr.  
Smith will be paid at a rate of 5.7 percent (33.3 percent of 17 percent). 
 
C.  Payment for Return Trips to the Operating Room for Treatment of 
Complications 
 
When a CPT code billed with modifier “-78” describes the services involving a return trip 
to the operating room to deal with complications, A/B MACs (B) pay the value of the 
intra-operative services of the code that describes the treatment of the complications.  
Refer to Field 18 of the MFSDB to determine the percentage of the global package for 
the intra-operative services.  The fee schedule amount (Field 34 or 35 of the MFSDB) is 
multiplied by this percentage and rounded to the nearest cent. 
 
When a procedure with a “000” global period is billed with a modifier “-78,” 
representing a return trip to the operating room to deal with complications, A/B MACs 
(B) pay the full value for the procedure, since these codes have no pre-, post-, or intra-
operative values. 
 
When an unlisted procedure is billed because no code exists to describe the treatment for 
complications, A/B MACs (B) base payment on a maximum of 50 percent of the value of 
the intra-operative services originally performed.  If multiple surgeries were originally 
performed, A/B MACs (B) base payment on no more than 50 percent of the value of the 
intra-operative services of the surgery for which the complications occurred.  They 
multiply the fee schedule amount for the original surgery (Field 34 or 35) by the intra-
operative percentage for the procedure (Field 18), and then multiply that figure by 50 
percent to obtain the maximum payment amount. 
 


[.50 X (fee schedule amount x intra-operative percentage)].  Round to the nearest 
cent. 







 
If additional procedures are performed during the same operative session as the original 
surgery to treat complications which occurred during the original surgery, A/B MACs (B) 
pay the additional procedures as multiple surgeries.  Only surgeries that require a return 
to the operating room are paid under the complications rules. 
 
If the patient is returned to the operating room after the initial operative session, but on 
the same day as the original surgery for one or more additional procedures as a result of 
complications from the original surgery, the complications rules apply to each procedure 
required to treat the complications from the original surgery.  The multiple surgery rules 
would not also apply. 
 
If the patient is returned to the operating room during the postoperative period of the 
original surgery, not on the same day of the original surgery, for multiple procedures that 
are required as a result of complications from the original surgery, the complications 
rules would apply.  The multiple surgery rules would also not apply. 
If the patient is returned to the operating room during the postoperative period of the 
original surgery, not on the same day of the original surgery, for bilateral procedures that 
are required as a result of complications from the original surgery, the complication rules 
would apply.  The bilateral rules would not apply. 
 
D.  MSN and Remittance Messages 
 
When A/B MACs (B) deny separate payment for a visit because it is included in the 
global package, include one of the following statements on the MSN to the beneficiary 
and the remittance notice sent to the physician.   
 
1.  Messages for Fragmented Billing by a Single Physician  
 
When a single physician bills separately for services included in the global surgical 
package which has already been billed: 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 4. 
 
Group Code: CO 
CARC: 97 
RARC: N/A 
MSN: 23.1 


 
When a single physician bills separately for services included in the global surgical 
package which has not yet been billed/adjudicated: 
 







The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: B15 
RARC: N/A 
MSN: 23.1 
 


2.  Messages for Global Packages Split Between Two or More Physicians 
 
When a physician furnishes only the pre- and intra-operative services, but bills for the 
entire package: 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: B20 
RARC: N/A 
MSN: 23.5 


 
3.  Message for Procedure Codes With “ZZZ” Global Period Billed as Stand-Alone 
Procedures 
 
When a physician bills for a surgery with a “ZZZ” global period without billing for 
another service: 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 4. 
 
Group Code: CO 
CARC: 234 
RARC: N390 
MSN: 9.2, 9.3 
 


4.   Message for Payment Amount When Modifier “-22” Is Submitted Without 
Documentation 
 
When a physician submits a claim with modifier “-22” but does not provide additional 
documentation: 
 







The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 1. 
 
Group Code: CO 
CARC: 252 
RARC: N706 
MSN: 9.7 
 


40.5 - Postpayment Issues 
(Rev. 3721, Issued: 02-24-17, Effective: 05-25-17, Implementation: 05-25-17) 
 
It may not always be possible to identify instances where more than one physician 
furnishes postoperative care before the carrier has paid at least one of the physicians.  In 
addition, situations where a physician renders less than the full global package but does 
not add the applicable modifier to the procedure code are not detectable until another 
physician submits a claim. 
 
Several other categories of fragmented bills cannot be or are difficult to detect on a 
prepayment basis.  When a new claim reveals fragmented billing by a single provider 
after payment for some services was already made to that physician, carriers must adjust 
the amount due on the new claim by the amount previously paid. 
 
When a new claim indicates that an incorrect payment may have been made to another 
physician who submitted a previous bill, carriers must determine which bill is correct.  
(Review the claims and any submitted records to be sure that the providers correctly used 
modifiers and are billing for services that are included in the global fee.  If necessary, a 
carrier representative must contact one or both physicians to determine which claim is 
correct.) If the carrier determines that the first claim is incorrect, they follow the 
overpayment procedures in the Medicare Financial Management Manual, Chapter 3, for 
recovery of the incorrect payment from the first physician.  They pay the second 
physician according to the services performed.  If the carrier determines that the second 
claim is incorrect, they deny payment. 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: B20 
RARC: N/A 
MSN: 7.3 
 


Carriers must include the appropriate language regarding beneficiary liability according 
to §40.4.D, above. 
 







Nonparticipating physicians who furnish less than the full global package, but who bill 
for the entire global surgery, may be guilty of violating their charge limits.  In addition, 
physicians who engage in such practices may be guilty of fraud.  See the Medicare 
Financial Management Manual, Chapter 3, and the Medicare Program Integrity Manual, 
Chapter 3, for further information on recovery of overpayments, charge limit monitoring, 
and fraud. 
 
40.6 - Claims for Multiple Surgeries 
(Rev. 1, 10-01-03) 
B3-4826, B3-15038, B3-15056 
 
A. General 
 
Multiple surgeries are separate procedures performed by a single physician or physicians 
in the same group practice on the same patient at the same operative session or on the 
same day for which separate payment may be allowed.  Co-surgeons, surgical teams, or 
assistants-at-surgery may participate in performing multiple surgeries on the same patient 
on the same day. 
 
Multiple surgeries are distinguished from procedures that are components of or incidental 
to a primary procedure.  These intra-operative services, incidental surgeries, or 
components of more major surgeries are not separately billable.  See Chapter 23 for a 
description of mandatory edits to prevent separate payment for those procedures.  Major 
surgical procedures are determined based on the MFSDB approved amount and not on 
the submitted amount from the providers.  The major surgery, as based on the MFSDB, 
may or may not be the one with the larger submitted amount. 
 
Also, see subsection D below for a description of the standard payment policy on 
multiple surgeries.  However, these standard payment rules are not appropriate for certain 
procedures.  Field 21 of the MFSDB indicates whether the standard payment policy rules 
apply to a multiple surgery, or whether special payment rules apply.  Site of service 
payment adjustments (codes with an indicator of “1” in Field 27 of the MFSDB) should 
be applied before multiple surgery payment adjustments. 
 
B. Billing Instructions 
The following procedures apply when billing for multiple surgeries by the same 
physician on the same day. 
 


• Report the more major surgical procedure without the multiple procedures 
modifier “-51.” 


• Report additional surgical procedures performed by the surgeon on the same day 
with modifier “-51.” 


 
There may be instances in which two or more physicians each perform distinctly 
different, unrelated surgeries on the same patient on the same day (e.g., in some multiple 







trauma cases).  When this occurs, the payment adjustment rules for multiple surgeries 
may not be appropriate.  In such cases, the physician does not use modifier “-51” unless 
one of the surgeons individually performs multiple surgeries. 
 
C. A/B MAC (B) Claims Processing System Requirements 
 
A/B MACs (B) must be able to:  


1. Identify multiple surgeries by both of the following methods: 


• The presence on the claim form or electronic submission of the “-51” 
modifier; and 


• The billing of more than one separately payable surgical procedure by the 
same physician performed on the same patient on the same day, whether 
on different lines or with a number greater than 1 in the units column on 
the claim form or inappropriately billed with modifier “-78” (i.e., after the 
global period has expired); 


2. Access Field 34 of the MFSDB to determine the Medicare fee schedule payment 
amount for each surgery; 


3. Access Field 21 for each procedure of the MFSDB to determine if the payment 
rules for multiple surgeries apply to any of the multiple surgeries billed on the 
same day; 


4. If Field 21 for any of the multiple procedures contains an indicator of “0,” the 
multiple surgery rules do not apply to that procedure.  Base payment on the lower 
of the billed amount or the fee schedule amount (Field 34 or 35) for each code 
unless other payment adjustment rules apply; 


5. For dates of service prior to January 1, 1995, if Field 21 contains an indicator of 
“1,” the standard rules for pricing multiple surgeries apply (see items 6-8 below); 


6. Rank the surgeries subject to the standard multiple surgery rules (indicator “1”) in 
descending order by the Medicare fee schedule amount; 


7. Base payment for each ranked procedure on the lower of the billed amount, or: 


• 100 percent of the fee schedule amount (Field 34 or 35) for the highest 
valued procedure; 


• 50 percent of the fee schedule amount for the second highest valued 
procedure; and 


• 25 percent of the fee schedule amount for the third through the fifth 
highest valued procedures; 


8. If more than five procedures are billed, pay for the first five according to the rules 
listed in 5, 6, and 7 above and suspend the sixth and subsequent procedures for 
manual review and payment, if appropriate, “by report.”  Payment determined on 
a “by report” basis for these codes should never be lower than 25 percent of the 
full payment amount; 







9. For dates of service on or after January 1, 1995, new standard rules for pricing 
multiple surgeries apply.  If Field 21 contains an indicator of “2,” these new 
standard rules apply (see items 10-12 below); 


10. Rank the surgeries subject to the multiple surgery rules (indicator “2”) in 
descending order by the Medicare fee schedule amount; 


11. Base payment for each ranked procedure (indicator “2”) on the lower of the billed 
amount: 


• 100 percent of the fee schedule amount (Field 34 or 35) for the highest 
valued procedure; and 


• 50 percent of the fee schedule amount for the second through the fifth 
highest valued procedures; or 


12. If more than five procedures with an indicator of “2” are billed, pay for the first 
five according to the rules listed in 9, 10, and 11 above and suspend the sixth and 
subsequent procedures for manual review and payment, if appropriate, “by 
report.”  Payment determined on a “by report” basis for these codes should never 
be lower than 50 percent of the full payment amount.  Pay by the unit for services 
that are already reduced (e.g., 17003).  Pay for 17340 only once per session, 
regardless of how many lesions were destroyed; 
NOTE: For dates of service prior to January 1, 1995, the multiple surgery 
indicator of “2” indicated that special dermatology rules applied.  The payment 
rules for these codes have not changed.  The rules were expanded, however, to all 
codes that previously had a multiple surgery indicator of “1.”  For dates of service 
prior to January 1, 1995, if a dermatological procedure with an indicator of “2” 
was billed with the “-51” modifier with other procedures that are not 
dermatological procedures (procedures with an indicator of “1” in Field 21), the 
standard multiple surgery rules applied.  Pay no less than 50 percent for the 
dermatological procedures with an indicator of “2.”  See §§40.6.C.6-8 above for 
required actions. 


13. If Field 21 contains an indicator of “3,” and multiple endoscopies are billed, the 
special rules for multiple endoscopic procedures apply.  Pay the full value of the 
highest valued endoscopy, plus the difference between the next highest and the 
base endoscopy.  Access Field 31A of the MFSDB to determine the base 
endoscopy. 


EXAMPLE 
In the course of performing a fiber optic colonoscopy (CPT code 45378), a physician 
performs a biopsy on a lesion (code 45380) and removes a polyp (code 45385) from a 
different part of the colon.  The physician bills for codes 45380 and 45385.  The value of 
codes 45380 and 45385 have the value of the diagnostic colonoscopy (45378) built in.  
Rather than paying 100 percent for the highest valued procedure (45385) and 50 percent 
for the next (45380), pay the full value of the higher valued endoscopy (45385), plus the 
difference between the next highest endoscopy (45380) and the base endoscopy (45378). 
A/B MACs (B) assume the following fee schedule amounts for these codes: 







45378 - $255.40 
45380 - $285.98 
45385 - $374.56 


Pay the full value of 45385 ($374.56), plus the difference between 45380 and 45378 
($30.58), for a total of $405.14.   
NOTE: If an endoscopic procedure with an indicator of “3” is billed with the “-51” 
modifier with other procedures that are not endoscopies (procedures with an indicator of 
“1” in Field 21), the standard multiple surgery rules apply.  See §§40.6.C.6-8 above for 
required actions. 


14. Apply the following rules where endoscopies are performed on the same day as 
unrelated endoscopies or other surgical procedures: 


• Two unrelated endoscopies (e.g., 46606 and 43217):  Apply the usual 
multiple surgery rules; 


• Two sets of unrelated endoscopies (e.g., 43202 and 43217; 46606 and 
46608):  Apply the special endoscopy rules to each series and then apply 
the multiple surgery rules.  Consider the total payment for each set of 
endoscopies as one service; 


• Two related endoscopies and a third, unrelated procedure:  Apply the 
special endoscopic rules to the related endoscopies, and, then apply the 
multiple surgery rules.  Consider the total payment for the related 
endoscopies as one service and the unrelated endoscopy as another 
service. 


15. If two or more multiple surgeries are of equal value, rank them in descending 
dollar order billed and base payment on the percentages listed above (i.e., 100 
percent for the first billed procedure, 50 percent for the second, etc.); 


16. If any of the multiple surgeries are bilateral surgeries, consider the bilateral 
procedure at 150 percent as one payment amount, rank this with the remaining 
procedures, and apply the appropriate multiple surgery reductions.  See §40.7 for 
bilateral surgery payment instructions.); 


17. Round all adjusted payment amounts to the nearest cent; 
18. If some of the surgeries are subject to special rules while others are subject to the 


standard rules, automate pricing to the extent possible.  If necessary, price 
manually; 


19. In cases of multiple interventional radiological procedures, both the radiology 
code and the primary surgical code are paid at 100 percent of the fee schedule 
amount.  The subsequent surgical procedures are paid at the standard multiple 
surgical percentages (50 percent, 50 percent, 50 percent and 50 percent); 


20. Apply the requirements in §§40 on global surgeries to multiple surgeries; 
21. Retain the “-51” modifier in history for any multiple surgeries paid at less than the 


full global amount; and 







22. Follow the instructions on adjudicating surgery claims submitted with the “-22” 
modifier.  Review documentation to determine if full payment should be made for 
those distinctly different, unrelated surgeries performed by different physicians on 
the same day. 


D. Ranking of Same Day Multiple Surgeries When One Surgery Has a “-22” 
Modifier and Additional Payment is Allowed 
B3-4826 
If the patient returns to the operating room after the initial operative session on the same 
day as a result of complications from the original surgery, the complications rules apply 
to each procedure required to treat the complications from the original surgery.  The 
multiple surgery rules would not apply. 
However, if the patient is returned to the operating room during the postoperative period 
of the original surgery, not on the same day of the original surgery, for multiple 
procedures that are required as a result of complications from the original surgery, the 
complications rules would apply.  The multiple surgery rules would also not apply. 
Multiple surgeries are defined as separate procedures performed by a single physician or 
physicians in the same group practice on the same patient at the same operative session or 
on the same day for which separate payment may be allowed.  Co-surgeons, surgical 
teams, or assistants-at-surgery may participate in performing multiple surgeries on the 
same patient on the same day. 
Multiple surgeries are distinguished from procedures that are components of or incidental 
to a primary procedure.  These intra-operative services, incidental surgeries, or 
components of more major surgeries are not separately billable.  See Chapter 23 for a 
description of mandatory edits to prevent separate payment for those procedures. 


40.7 - Claims for Bilateral Surgeries 
(Rev. 1, 10-01-03) 
B3-4827, B3-15040 
A. General 
Bilateral surgeries are procedures performed on both sides of the body during the same 
operative session or on the same day. 
The terminology for some procedure codes includes the terms “bilateral” (e.g., code 
27395; Lengthening of the hamstring tendon; multiple, bilateral.) or “unilateral or 
bilateral” (e.g., code 52290; cystourethroscopy; with ureteral meatotomy, unilateral or 
bilateral).  The payment adjustment rules for bilateral surgeries do not apply to 
procedures identified by CPT as “bilateral” or “unilateral or bilateral” since the fee 
schedule reflects any additional work required for bilateral surgeries. 
Field 22 of the MFSDB indicates whether the payment adjustment rules apply to a 
surgical procedure. 


B. Billing Instructions for Bilateral Surgeries 







If a procedure is not identified by its terminology as a bilateral procedure (or unilateral or 
bilateral), physicians must report the procedure with modifier “-50.”  They report such 
procedures as a single line item.  (NOTE:  This differs from the CPT coding guidelines 
which indicate that bilateral procedures should be billed as two line items.) 
If a procedure is identified by the terminology as bilateral (or unilateral or bilateral), as in 
codes 27395 and 52290, physicians do not report the procedure with modifier “-50.” 


C. Claims Processing System Requirements 
A/B MACs (B) must be able to: 


1. Identify bilateral surgeries by the presence on the claim form or electronic 
submission of the “-50” modifier or of the same code on separate lines reported 
once with modifier “-LT” and once with modifier “-RT”; 


2. Access Field 34 or 35 of the MFSDB to determine the Medicare payment amount; 
3. Access Field 22 of the MFSDB: 


• If Field 22 contains an indicator of “0,” “2,” or “3,” the payment 
adjustment rules for bilateral surgeries do not apply.  Base payment on the 
lower of the billed amount or 100 percent of the fee schedule amount 
(Field 34 or 35) unless other payment adjustment rules apply.   
NOTE:  Some codes which have a bilateral indicator of “0” in the 
MFSDB may be performed more than once on a given day.  These are 
services that would never be considered bilateral and thus should not be 
billed with modifier “-50.”  Where such a code is billed on multiple line 
items or with more than 1 in the units field and A/B MACs (B) have 
determined that the code may be reported more than once, bypass the “0” 
bilateral indicator and refer to the multiple surgery field for pricing; 


• If Field 22 contains an indicator of “1,” the standard adjustment rules 
apply.  Base payment on the lower of the billed amount or 150 percent of 
the fee schedule amount (Field 34 or 35).  (Multiply the payment amount 
in Field 34 or 35 for the surgery by 150 percent and round to the nearest 
cent.)  


4. Apply the requirements §§40 - 40.4 on global surgeries to bilateral surgeries; and 
5. Retain the “-50” modifier in history for any bilateral surgeries paid at the adjusted 


amount. 
(NOTE:  The “-50” modifier is not retained for surgeries which are bilateral by 
definition such as code 27395.) 


40.8. - Claims for Co-Surgeons and Team Surgeons 
(Rev. 3721, Issued: 02-24-17, Effective: 05-25-17, Implementation: 05-25-17) 
 
A.  General 
 
Under some circumstances, the individual skills of two or more surgeons are required to 
perform surgery on the same patient during the same operative session.  This may be 







required because of the complex nature of the procedure(s) and/or the patient’s condition.  
In these cases, the additional physicians are not acting as assistants-at-surgery. 
 
B.  Billing Instructions 
 
The following billing procedures apply when billing for a surgical procedure or 
procedures that required the use of two surgeons or a team of surgeons: 
 


• If two surgeons (each in a different specialty) are required to perform a specific 
procedure, each surgeon bills for the procedure with a modifier “-62.”  Co-surgery 
also refers to surgical procedures involving two surgeons performing the parts of 
the procedure simultaneously, i.e., heart transplant or bilateral knee replacements.  
Documentation of the medical necessity for two surgeons is required for certain 
services identified in the MFSDB.  (See §40.8.C.5.); 
 


• If a team of surgeons (more than 2 surgeons of different specialties) is required to 
perform a specific procedure, each surgeon bills for the procedure with a modifier 
“-66.”  Field 25 of the MFSDB identifies certain services submitted with a “-66” 
modifier which must be sufficiently documented to establish that a team was 
medically necessary.  All claims for team surgeons must contain sufficient 
information to allow pricing “by report.” 
 


• If surgeons of different specialties are each performing a different procedure (with 
specific CPT codes), neither co-surgery nor multiple surgery rules apply (even if 
the procedures are performed through the same incision).  If one of the surgeons 
performs multiple procedures, the multiple procedure rules apply to that surgeon’s 
services.  (See §40.6 for multiple surgery payment rules.) 


 
For co-surgeons (modifier 62), the fee schedule amount applicable to the payment for 
each co-surgeon is 62.5 percent of the global surgery fee schedule amount.  Team 
surgery (modifier 66) is paid for on a “By Report” basis. 
 
C.  Claims Processing System Requirements 
Carriers must be able to: 
 


1. Identify a surgical procedure performed by two surgeons or a team of surgeons by 
the presence on the claim form or electronic submission of the “-62” or “-66” 
modifier; 


 
2. Access Field 34 or 35 of the MFSDB to determine the fee schedule payment 


amount for the surgery; 
 
3. Access Field 24 or 25, as appropriate, of the MFSDB.  These fields provide 


guidance on whether two or team surgeons are generally required for the surgical 
procedure; 







 
4. If the surgery is billed with a “-62” or “-66” modifier and Field 24 or 25 contains 


an indicator of “0,” payment adjustment rules for two or team surgeons do not 
apply: 


 
• Carriers pay the first bill submitted, and base payment on the lower of the 


billed amount or 100 percent of the fee schedule amount (Field 34 or 35) 
unless other payment adjustment rules apply; 
 


• Carriers deny bills received subsequently from other physicians and use 
the appropriate MSN message in §§40.8.D.   As these are medical 
necessity denials, the instructions in the Program Integrity Manual 
regarding denial of unassigned claims for medical necessity are applied; 


 
5. If the surgery is billed with a “-62” modifier and Field 24 contains an indicator of 


“1,” suspend the claim for manual review of any documentation submitted with 
the claim.  If the documentation supports the need for co-surgeons, base payment 
for each physician on the lower of the billed amount or 62.5 percent of the fee 
schedule amount (Field 34 or 35); 


 
6. If the surgery is billed with a “-62” modifier and Field 24 contains an indicator of 


“2,” payment rules for two surgeons apply.  Carriers base payment for each 
physician on the lower of the billed amount or 62.5 percent of the fee schedule 
amount (Field 34 or 35); 


 
7. If the surgery is billed with a “-66” modifier and Field 25 contains an indicator of 


“1,” carriers suspend the claim for manual review.  If carriers determine that team 
surgeons were medically necessary, each physician is paid on a “by report” basis; 


8. If the surgery is billed with a “-66” modifier and Field 25 contains an indicator of 
“2,” carriers pay “by report”; 


 
NOTE: A Medicare fee may have been established for some surgical procedures 
that are billed with the “-66” modifier.  In these cases, all physicians on the team 
must agree on the percentage of the Medicare payment amount each is to receive.  
If carriers receive a bill with a “-66” modifier after carriers have paid one surgeon 
the full Medicare payment amount (on a bill without the modifier), deny the 
subsequent claim. 
 


9. Apply the rules global surgical packages to each of the physicians participating in 
a co- or team surgery; and 


 
10. Retain the “-62” and “-66” modifiers in history for any co- or team surgeries. 
 


D.  Beneficiary Liability on Denied Claims for Assistant, Co- surgeon and Team 
Surgeons 
 







When the procedure is subject to the statutory restriction against payment for assistants-
at-surgery, such payment shall be denied. 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: 54 
RARC: N/A 
MSN: 15.11 
 


Carriers include the following statement in the MSN: 
"You cannot be charged for this service.” (Unnumbered add-on message.) 
 


If Field 23 of the MFSDB contains an indicator of “0” or “1” (assistant-at-surgery may 
not be paid) for procedures CMS has determined that an assistant surgeon is not generally 
medically necessary. 
 


The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: 54 
RARC: N/A 
MSN: 15.12 


 
For those procedures with an indicator of “0,” the limitation on liability provisions 
described in Chapter 30 apply to assigned claims.  Therefore, carriers include the 
appropriate limitation of liability language from Chapter 21.  For unassigned claims, 
apply the rules in the Program Integrity Manual concerning denial for medical necessity. 
Where payment may not be made for a co- or team surgeon, deny the claim 


 
The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: 54 
RARC: N/A 
MSN: 15.13 


 
Where payment may not be made for a two surgeons, deny the claim. 
 







The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: 54 
RARC: N/A 
MSN: 15.12 


 
Also see limitation of liability remittance notice Remittance Advice Remark Code 
Alert M27 and use when appropriate. 


 
40.9 - Procedures Billed With Two or More Surgical Modifiers 
(Rev. 1, 10-01-03) 
B3-4829 
A/B MACs (B) may receive claims for surgical procedures with more than one surgical 
modifier.  For example, since the global fee concept applies to all major surgeries, A/B 
MACs (B) may receive a claim for surgical care only (modifier “-54”) for a bilateral 
surgery (modifier “-50”).  They may also receive a claim for multiple surgeries requiring 
the use of an assistant surgeon. 
Following is a list of possible combinations of surgical modifiers. 
(NOTE:  A/B MACs (B) must price all claims for surgical teams “by report.”) 


• Bilateral surgery (“-50”) and multiple surgery (“-51”). 


• Bilateral surgery (“-50”) and surgical care only (“-54”). 


• Bilateral surgery (“-50”) and postoperative care only ("55”). 


• Bilateral surgery (“-50”) and two surgeons (“-62”). 


• Bilateral surgery (“-50”) and surgical team (“-66”). 


• Bilateral surgery (“-50”) and assistant surgeon (“-80”). 


• Bilateral surgery (“-50”), two surgeons (“-62”), and surgical care only (“-54”). 


• Bilateral surgery (“-50”), team surgery (“-66”), and surgical care only (“-54”). 


• Multiple surgery (“-51”) and surgical care only (“-54”). 


• Multiple surgery (“-51”) and postoperative care only ("55”). 


• Multiple surgery (“-51”) and two surgeons (“-62”). 


• Multiple surgery (“-51”) and surgical team (“-66”). 


• Multiple surgery (“-51”) and assistant surgeon (“-80”). 


• Multiple surgery (“-51”), two surgeons (“-62”), and surgical care only (“-54”). 


• Multiple surgery (“-51”), team surgery (“-66”), and surgical care only (“-54”). 







• Two surgeons (“-62”) and surgical care only (“-54”). 


• Two surgeons (“-62”) and postoperative care only (“55”). 


• Surgical team (“-66”) and surgical care only (“-54”). 


• Surgical team (“-66”) and postoperative care only (“55”). 
Payment is not generally allowed for an assistant surgeon when payment for either two 
surgeons (modifier “-62”) or team surgeons (modifier “-66”) is appropriate.  If A/B 
MACs (B) receive a bill for an assistant surgeon following payment for co-surgeons or 
team surgeons, they pay for the assistant only if a review of the claim verifies medical 
necessity. 


50 - Payment for Anesthesiology Services 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
 
A. General Payment Rule 
 
The fee schedule amount for physician anesthesia services furnished is, with the 
exceptions noted, based on allowable base and time units multiplied by an anesthesia 
conversion factor specific to that locality. The base unit for each anesthesia procedure is 
communicated to the A/B MACs by means of the HCPCS file released annually.  CMS 
releases the conversion factor annually.  The base units and conversion factor are 
available on the CMS website at: https://www.cms.gov/Center/Provider-
Type/Anesthesiologists-Center.html.    
 


B. Payment at Personally Performed Rate 
 
The A/B MAC must determine the fee schedule payment, recognizing the base unit for 
the anesthesia code and one time unit per 15 minutes of anesthesia time if: 
 


• The physician personally performed the entire anesthesia service alone; 
 


• The physician is involved with one anesthesia case with a resident, the physician is a 
teaching physician as defined in §100; 
 


• The physician is involved in the training of physician residents in a single anesthesia 
case, two concurrent anesthesia cases involving residents or a single anesthesia case 
involving a resident that is concurrent to another case that meets the requirements for 
payment at the medically directed rate. The physician meets the teaching physician 
criteria in §100.1.4; 
 


• The physician is continuously involved in a single case involving a student nurse 
anesthetist; 
 


• If the physician is involved with a single case with a qualified nonphysician anesthetist (a 
certified registered nurse anesthetist (CRNA) or an anesthesiologist’s assistant)), A/B 







MACs may pay the physician service and the qualified nonphysician anesthetist service in 
accordance with the requirements for payment at the medically directed rate;  
 
Or 
 


• The physician and the CRNA (or anesthesiologist’s assistant) are involved in one 
anesthesia case and the services of each are found to be medically necessary.  
Documentation must be submitted by both the CRNA and the physician to support 
payment of the full fee for each of the two providers. The physician reports the AA 
modifier and the CRNA reports the QZ modifier. 
 


C. Payment at the Medically Directed Rate 
 
The A/B MAC determines payment at the medically directed rate for the physician on the 
basis of 50 percent of the allowance for the service performed by the physician alone. 
Payment will be made at the medically directed rate if the physician medically directs 
qualified individuals (all of whom could be CRNAs, anesthesiologists’ assistants, interns, 
residents, or combinations of these individuals) in two, three, or four concurrent cases 
and the physician performs the following activities. 
 


• Performs a pre-anesthetic examination and evaluation; 
 


• Prescribes the anesthesia plan; 
 


• Personally participates in the most demanding procedures in the anesthesia plan, 
including, if applicable, induction and emergence; 
 


• Ensures that any procedures in the anesthesia plan that he or she does not perform are 
performed by a qualified individual; 
 


• Monitors the course of anesthesia administration at frequent intervals; 
 


• Remains physically present and available for immediate diagnosis and treatment of 
emergencies; and 
 


• Provides indicated post-anesthesia care. 
 
The physician must document in the medical record that he or she performed the pre-
anesthetic examination and evaluation.  Physicians must also document that they 
provided indicated post-anesthesia care, were present during some portion of the 
anesthesia monitoring, and were present during the most demanding procedures in the 
anesthesia plan, including induction and emergence, where indicated. 
 
NOTE:  Concurrency refers to to the maximum number of procedures that the physician 
is medically directing within the context of a single procedure and whether these other 
procedures overlap each other. Concurrency is not dependent on each of the cases 







involving a Medicare patient. For example, if an anesthesiologist medically directs three 
concurrent procedures, two of which involve non-Medicare patients and the remaining a 
Medicare patient, this represents three concurrent cases. 
 
The requirements for payment at the medically directed rate also apply to cases involving 
student nurse anesthetists if the physician medically directs two concurrent cases, with 
each of the two cases involving a student nurse anesthetist, or the physician directs one 
case involving a student nurse anesthetist and another involving a qualified individual 
(for example: CRNA, anesthesiologist’s assistant, intern or resident). 
 
The requirements for payment at the medically directed rate do not apply to a single 
resident case that is concurrent to another anesthesia case paid at the medically directed 
rate or to two concurrent anesthesia cases involving residents. 
 
If anesthesiologists are in a group practice, one physician member may provide the pre- 
anesthesia examination and evaluation while another fulfills the other criteria. Similarly, 
one physician member of the group may provide post-anesthesia care while another 
member of the group furnishes the other component parts of the anesthesia service.  
However, the medical record must indicate that the services were furnished by physicians 
and identify the physicians who furnished them. 
 
A physician who is concurrently furnishing services that meet the requirements for 
payment at the medically directed rate cannot ordinarily be involved in furnishing 
additional services to other patients. However, addressing an emergency of short duration 
in the immediate area, administering an epidural or caudal anesthetic to ease labor pain, 
periodic (rather than continuous) monitoring of an obstetrical patient, receiving patients 
entering the operating suite for the next surgery, checking or discharging patients in the 
recovery room, or handling scheduling matters, do not substantially diminish the scope of 
control exercised by the physician and do not constitute a separate service for the purpose 
of determining whether the requirements for payment at the medically directed rate are 
met.   
 
However, if the physician leaves the immediate area of the operating suite for other than 
short durations or devotes extensive time to an emergency case or is otherwise not 
available to respond to the immediate needs of the surgical patients, the physician’s 
services to the surgical patients would not meet the requirements for payment at the 
medically directed rate. A/B MACs may not make payment under the fee schedule.  
 


D. Payment at Medically Supervised Rate 
 
The A/B MAC may allow only three base units per procedure when the anesthesiologist 
is involved in furnishing more than four procedures concurrently or is performing other 
services while directing the concurrent procedures. An additional time unit may be 
recognized if the physician can document he or she was present at induction. 
 


E. Billing and Payment for Multiple Anesthesia Procedures 
 







Physicians bill for the anesthesia services associated with multiple bilateral surgeries by 
reporting the anesthesia procedure with the highest base unit value with the multiple 
procedure modifier -51. They report the total time for all procedures in the line item with 
the highest base unit value. 
 
If the same anesthesia CPT code applies to two or more of the surgical procedures, billers 
enter the anesthesia code with the -51 modifier and the number of surgeries to which the 
modified CPT code applies. 
 
Payment can be made under the fee schedule for anesthesia services associated with 
multiple surgical procedures or multiple bilateral procedures. Payment is determined 
based on the base unit of the anesthesia procedure with the highest base unit value and 
time units based on the actual anesthesia time of the multiple procedures. See 
§§40.6-40.7 for billing and claims processing instructions for multiple and bilateral 
surgeries. 
 
F. Payment for Medical and Surgical Services Furnished in Addition to Anesthesia 
Procedure 
 
Payment may be made under the fee schedule for specific medical and surgical services 
furnished by the anesthesiologist as long as these services are reasonable and medically 
necessary or provided that other rebundling provisions (see §30 and Chapter 23) do not 
preclude separate payment. These services may be furnished in conjunction with the 
anesthesia procedure to the patient or may be furnished as single services, e.g., during the 
day of or the day before the anesthesia service. These services include the insertion of a 
Swan Ganz catheter, the insertion of central venous pressure lines, emergency intubation, 
and critical care visits. 
 


G. Anesthesia Time and Calculation of Anesthesia Time Units 
 
Anesthesia time is defined as the period during which an anesthesia practitioner is present 
with the patient. It starts when the anesthesia practitioner begins to prepare the patient for 
anesthesia services in the operating room or an equivalent area and ends when the 
anesthesia practitioner is no longer furnishing anesthesia services to the patient, that is, 
when the patient may be placed safely under postoperative care. Anesthesia time is a 
continuous time period from the start of anesthesia to the end of an anesthesia service. In 
counting anesthesia time for services furnished, the anesthesia practitioner can add blocks 
of time around an interruption in anesthesia time as long as the anesthesia practitioner is 
furnishing continuous anesthesia care within the time periods around the interruption. 
 
Actual anesthesia time in minutes is reported on the claim. For anesthesia services 
furnished, the A/B MAC computes time units by dividing reported anesthesia time by 15 
minutes. Round the time unit to one decimal place. The A/B MAC does not recognize 
time units for CPT code 01996 (daily hospital management of epidural or subarachnoid 
continuous drug administration). 
 
For purposes of this section, anesthesia practitioner means:  







• a physician who performs the anesthesia service alone,  
• a CRNA who is furnishing services that do not meet the requirements for payment at the 


medically directed rate,  
• a qualified nonphysician anesthetist who is furnishing services that meet the requirements 


for payment at the medically directed rate.  
 
The physician who medically directs the qualified nonphysician anesthetist would 
ordinarily report the same time as the qualified nonphysician anesthetist reports for the 
service. 
 
H. Monitored Anesthesia Care 
 
Monitored anesthesia care involves the intra-operative monitoring by a physician or 
qualified individual under the medical direction of a physician or of the patient’s vital 
physiological signs in anticipation of the need for administration of general anesthesia or 
of the development of adverse physiological patient reaction to the surgical procedure. It 
also includes the performance of a pre-anesthetic examination and evaluation, 
prescription of the anesthesia care required, administration of any necessary oral or 
parenteral medications (e.g., atropine, demerol, valium) and provision of indicated 
postoperative anesthesia care. 
 
The A/B MAC pays for reasonable and medically necessary monitored anesthesia care 
services on the same basis as other anesthesia services. If the physician personally 
performs the monitored anesthesia care case, payment is made under the fee schedule 
using the payment rules for payment at the personally performed rate.  If the physician 
medically directs four or fewer concurrent cases and monitored anesthesia care represents 
one or more of these concurrent cases, payment is made under the fee schedule using the 
payment rules for payment at the medically directed rate.  Anesthesiologists use the QS 
modifier to report monitored anesthesia care cases, in addition to reporting the actual 
anesthesia time and one of the payment modifiers on the claim.   
 
I. Anesthesia Claims Modifiers 
 
Physicians report the appropriate modifier to denote whether the service meets the 
requirements for payment at the personally performed rate, medically directed rate, or 
medically supervised rate. 
 
AA - Anesthesia Services performed personally by the anesthesiologist 
 


AD - Medical Supervision by a physician; more than 4 concurrent anesthesia procedures 
 


G8 - Monitored anesthesia care (MAC) for deep complex, complicated, or markedly invasive 
surgical procedures 
 


G9 - Monitored anesthesia care for patient who has a history of severe cardio- pulmonary 
condition 







 
QK - Medical direction of two, three or four concurrent anesthesia procedures involving 


qualified individuals 
 
QS - Monitored anesthesia care service 
 
NOTE:  The QS modifier can be used by a physician or a qualified nonphysician 
anesthetist and is for informational purposes.  Providers must report actual anesthesia 
time and one of the payment modifiers on the claim.  
 


QY - Medical direction of one qualified nonphysician anesthetist by an anesthesiologist 
 


GC - These services have been performed by a resident under the direction of a teaching 
physician. 
 
NOTE:  The GC modifier is reported by the teaching physician to indicate he/she 
rendered the service in compliance with the teaching physician requirements in §100 of 
this chapter.  One of the payment modifiers must be used in conjunction with the GC 
modifier. 
 
The A/B MAC must determine payment for anesthesia in accordance with these 
instructions. They must be able to determine the uniform base unit that is assigned to the 
anesthesia code and apply the appropriate reduction where the anesthesia procedure 
meets the requirements for payment at the medically directed rate. They must also be able 
to determine the number of anesthesia time units from actual anesthesia time reported on 
the claim. The A/B MAC must multiply allowable units by the anesthesia-specific 
conversion factor used to determine fee schedule payment for the payment area. 
 
J. Moderate Sedation Services Furnished in Conjunction with and in Support of 
Procedural Services 
  
Anesthesia services range in complexity. The continuum of anesthesia services, from 
least intense to most intense in complexity is as follows: local or topical anesthesia, 
moderate (conscious) sedation, regional anesthesia and general anesthesia. Moderate 
sedation is a drug induced depression of consciousness during which the patient responds 
purposefully to verbal commands, either alone or accompanied by light tactile 
stimulation. Moderate sedation does not include minimal sedation, deep sedation or 
monitored anesthesia care.  
 
Practitioners will report the appropriate CPT and/or HCPCS code that describes the 
moderate sedation services furnished during a patient encounter, which are furnished in 
conjunction with and in support of a procedural service, consistent with CPT guidance.   
 
Refer to §50 and §140 of this chapter for information regarding reporting of anesthesia 
services furnished in conjunction with and in support of procedural services.    
 







K.  Anesthesia for Diagnostic or Therapeutic Nerve Blocks and Services Lower in 
Intensity than Moderate Sedation 
 
If the anesthesiologist or CRNA provides anesthesia for diagnostic or therapeutic nerve 
blocks or injections and a different provider performs the block or injection, then the 
anesthesiologist or CRNA may report the anesthesia service using the appropriate CPT 
code consistent with CPT guidance.  The service must meet the criteria for monitored 
anesthesia care as described in this section. If the anesthesiologist or CRNA provides 
both the anesthesia service and the block or injection, then the anesthesiologist or CRNA 
may report the anesthesia service and the injection or block. However, the anesthesia 
service must meet the requirements for moderate sedation and if a lower level complexity 
anesthesia service is provided, then the moderate sedation code should not be reported. 
 
If the physician performing the medical or surgical procedure also provides a level of 
anesthesia lower in intensity than moderate sedation, such as a local or topical anesthesia, 
then the moderate sedation code should not be reported and no separate payment should 
be allowed by the A/B MAC.  
 
60 - Payment for Pathology Services 
(Rev. 2714, Issued: 05-24-13, Effective: 07-01-12 Implementation: 06-25, 13) 
 
A. Payment for Professional Component (PC) Services 
 
Payment may be made under the physician fee schedule for the professional component 
of physician laboratory or physician pathology services furnished to hospital inpatients or 
outpatients by hospital physicians or by independent laboratories, if they qualify as the 
re-assignee for the physician service. 
 
B. Payment for Technical Component (TC) Services 


 
1. General Rule 
 
Payment is not made under the physician fee schedule for TC services furnished in 
institutional settings where the TC service is bundled into the facility payment, e.g., 
hospital inpatient and outpatient settings.  Payment is made under the physician fee 
schedule for TC services furnished in institutional settings where the TC service is 
not bundled into the facility payment, e.g., an ambulatory surgery center (ASC).  
Payment may be made under the physician fee schedule for the TC of physician 
pathology services furnished by an independent laboratory, or a hospital if it is acting 
as an independent laboratory, to non-hospital patients.  The physician fee schedule 
identifies physician laboratory or physician pathology services that have a TC service. 
 
2. TC Services Furnished by Independent Laboratories to Hospital Inpatients and 
Outpatients  
 







• For services furnished on or after July 1, 2012, an independent laboratory may 
not bill the A/B MAC (B) (and the A/B MAC (B) may not pay) for the TC of 
a physician pathology service furnished to a hospital inpatient or outpatient. 


 
• For services furnished prior to July 1, 2012, payment may be made under the 


fee schedule, as noted below, for the (TC) of pathology services furnished by 
an independent laboratory to hospital inpatients or outpatients. 


 
CMS published a final regulation in 1999 that would no longer allow independent 
laboratories to bill under the physician fee schedule for the TC of physician pathology 
services.  The implementation of this regulation was delayed by Section 542 of the 
Benefits and Improvement and Protection Act of 2000 (BIPA).  Section 542 allows the 
Medicare A/B MAC (B) to continue to pay for the TC of physician pathology services 
when an independent laboratory furnishes this service to an inpatient or outpatient of a 
covered hospital.  This provision is applicable to TC services furnished January 1, 2001 
through June 30, 2012. 
 
For this provision, a covered hospital is a hospital that had an arrangement with an 
independent laboratory that was in effect as of July 22, 1999, under which a laboratory 
furnished the TC of physician pathology services to fee-for-service Medicare 
beneficiaries who were hospital inpatients or outpatients, and submitted claims for 
payment for the TC to a A/B MAC (B).  The TC could have been submitted separately or 
combined with the professional component and reported as a combined service. 
 
The term, fee-for-service Medicare beneficiary, means an individual who: 
 


• Is entitled to benefits under Part A or enrolled under Part B of title XVIII or 
both; and 


 
• Is not enrolled in any of the following:  A Medicare + Choice plan under Part 


C of such title; a plan offered by an eligible organization under §1876 of the 
Social Security Act; a program of all-inclusive care for the elderly under 
§1894; or a social health maintenance organization demonstration project 
established under Section 4108 of the Omnibus Budget Reconciliation Act of 
1987. 


 
In implementing Section 542, the A/B MACs (B) should consider as independent 
laboratories those entities that it has previously recognized as independent laboratories. 
 
An independent laboratory that has acquired another independent laboratory that had an 
arrangement of July 22, 1999, with a covered hospital, can bill the TC of physician 
pathology services for that hospital’s inpatients and outpatients under the physician fee 
schedule. 
 







An independent laboratory that furnishes the TC of physician pathology services to 
inpatients or outpatients of a hospital that is not a covered hospital may not bill the A/B 
MAC (B) for the TC of physician pathology services during the time §542 is in effect. 
 
If the arrangement between the independent laboratory and the covered hospital limited 
the provision of TC physician pathology services to certain situations or at particular 
times, then the independent laboratory can bill the A/B MAC (B) only for these limited 
services. 
 
The A/B MAC (B) shall require independent laboratories that had an arrangement, on or 
prior to July 22, 1999 with a covered hospital, to bill for the technical component of 
physician pathology services to provide a copy of this agreement, or other documentation 
substantiating that an arrangement was in effect between the hospital and the independent 
laboratory as of this date.  The independent laboratory must submit this documentation 
for each covered hospital that the independent laboratory services. 
 
C. Physician Laboratory and Pathology Services 
 
Physician laboratory and pathology services are limited to: 
 


• Surgical pathology services; 
 
• Specific cytopathology, hematology and blood banking services that have been 


identified to require performance by a physician and are listed below; 
 


• Clinical consultation services that meet the requirements in subsection 3 below; 
and 


 
• Clinical laboratory interpretation services that meet the requirements and which 


are specifically listed in subsection 4 below. 
 
1. Surgical Pathology Services 
 
Surgical pathology services include the gross and microscopic examination of organ 
tissue performed by a physician, except for autopsies, which are not covered by 
Medicare. 
 
Depending upon circumstances and the billing entity, the A/B MACs (B) may pay 
professional component, technical component or both. 
 
2. Specific Hematology, Cytopathology and Blood Banking Services 
 
Cytopathology services include the examination of cells from fluids, washings, brushings 
or smears, but generally excluding hematology.  Examining cervical and vaginal smears 
are the most common service in cytopathology.  Cervical and vaginal smears do not 
require interpretation by a physician unless the results are or appear to be abnormal.  In 







such cases, a physician personally conducts a separate microscopic evaluation to 
determine the nature of an abnormality.  This microscopic evaluation ordinarily does 
require performance by a physician.  When medically necessary and when furnished by a 
physician, it is paid under the fee schedule. 
 
For services furnished prior to January 1, 1999, A/B MACs (B)  pay separately under the 
physician fee schedule for the interpretation of an abnormal pap smear furnished to a 
hospital inpatient by a physician.  They must pay under the clinical laboratory fee 
schedule for pap smears furnished in all other situations.  This policy also applies to 
screening pap smears requiring a physician interpretation.  For services furnished on or 
after January 1, 1999, A/B MACs (B)  allow separate payment for a physician’s 
interpretation of a pap smear to any patient (i.e., hospital or non-hospital) as long as:  (1) 
the laboratory’s screening personnel suspect an abnormality; and (2) the physician 
reviews and interprets the pap smear. 
 
This policy also applies to screening pap smears requiring a physician interpretation and 
described in the National Coverage Determination Manual and Chapter 18.  These 
services are reported under codes P3000 or P3001. 
 
Physician hematology services include microscopic evaluation of bone marrow 
aspirations and biopsies.  It also includes those limited number of peripheral blood 
smears which need to be referred to a physician to evaluate the nature of an apparent 
abnormality identified by the technologist. These codes include 85060, 38220, 85097, 
and 38221. 
 
A/B MACs (B) pay the PC for the interpretation of an abnormal blood smear (code 
85060) furnished to a hospital inpatient by a hospital physician or an independent 
laboratory. 
 
For other hematology codes, payment may be made for the PC component if the service 
is furnished to a patient by a hospital physician or independent laboratory.  In addition, 
payment may be made for these services furnished to patients by an independent 
laboratory. 
 
Blood banking services of hematologists and pathologists are paid under the physician 
fee schedule when analyses are performed on donor and/or patient blood to determine 
compatible donor units for transfusion where cross matching is difficult or where 
contamination with transmissible disease of donor is suspected. 
 
The blood banking codes are 86077, 86078, and 86079 and represent professional 
component only services. 
 
3. Clinical Consultation Services 
 
Clinical consultations are paid under the physician fee schedule only if they: 
 







a. Are requested by the patient’s attending physician; 
 
b. Relate to a test result that lies outside the clinically significant normal or expected 


range in view of the condition of the patient; 
 
c. Result in a written narrative report included in the patient’s medical record; and 
 
d. Require the exercise of medical judgment by the consultant physician. 


 
Clinical consultations are professional component services only, i.e., there is no TC 
service. The clinical consultation codes are 80500 and 80502. 
 
Routine conversations held between a laboratory director and an attending physician 
about test orders or results do not qualify as consultations unless all four requirements are 
met.  Laboratory personnel, including the director, may from time to time contact 
attending physicians to report test results or to suggest additional testing or be contacted 
by attending physicians on similar matters.  These contacts do not constitute clinical 
consultations.  However, if in the course of such a contact, the attending physician 
requests a consultation from the pathologist, and if that consultation meets the other 
criteria and is properly documented, it is paid under the fee schedule. 
 
EXAMPLE:  A pathologist telephones a surgeon about a patient’s suitability for surgery 
based on the results of clinical laboratory test results.  During the course of their 
conversation, the surgeon asks the pathologist whether, based on test results, patient 
history and medical records, the patient is a candidate for surgery.  The surgeon’s request 
requires the pathologist to render a medical judgment and provide a consultation.  The 
pathologist follows up his/her oral advice with a written report and the surgeon notes in 
the patient’s medical record that he/she requested a consultation.  This consultation is 
paid under the fee schedule. 
 
In any case, if the information could ordinarily be furnished by a nonphysician laboratory 
specialist, the service of the physician is not a consultation payable under the fee 
schedule. 
 
See the Program Integrity Manual for guidelines for related data analysis to identify 
inappropriate patterns of billing for consultations. 
 
4. Clinical Laboratory Interpretation Services 
 
Only clinical laboratory interpretation services, which meet the criteria in subsections 
C.3.a, c, and d, are billable under the physician fee schedule.  These codes have a PC/TC 
indicator of “6” on the Medicare Physician Fee Schedule database.  These services are 
reported under the clinical laboratory code with modifier 26.  These services can be paid 
under the physician fee schedule if they are furnished to a patient by a hospital 
pathologist or an independent laboratory.  Note that a hospital’s standing order policy can 
be used as a substitute for the individual request by the patient’s attending physician.  







A/B MACs (B) are not allowed to revise CMS’s list to accommodate local medical 
practice.  The CMS periodically reviews this list and adds or deletes clinical laboratory 
codes as warranted. 
 
D. Global Billing 
 
Billing globally for services that are split into separate PC and TC services is only 
possible when the PC and TC are furnished by the same physician or supplier entity.  For 
example, where the PC and the TC of a diagnostic service are provided in the same 
service location, this is reflected as the address entered into Item 32 on CMS Form 1500, 
which provides the ZIP Code to pay the right locality/GPCI.  In this case, the 
physician/entity may bill globally.  However, if the PC and the TC are each provided in 
different service locations (enrolled practice locations), the PC and the TC must be 
separately billed.  
 
Merely applying the same place of service (POS) code to the PC and the TC does not 
permit global billing for any diagnostic procedure. 
 
70 - Payment Conditions for Radiology Services 
(Rev. 1, 10-01-03) 
B3-15022 
See chapter 13, for claims processing instructions for radiology. 


80 - Services of Physicians Furnished in Providers or to Patients of 
Providers 
(Rev. 1, 10-01-03) 
B3-15014 
 
This section sets forth special conditions that govern payments for services that 
physicians furnish in, or to patients of, providers of services including hospitals, SNFs, or 
Comprehensive Outpatient Rehabilitation Facilities (CORFs).  If physicians are 
compensated for their services by a provider or another entity, the compensation they 
receive must be allocated among the various types of services they furnish. 
The A/B MAC (A) pays for services that physicians furnish to the provider.  Physician 
services to the provider include, but are not limited to, standby surgical services.  
Payment for physicians’ services to individual patients that meet the conditions in 
subsection A is made under the physicians fee schedule.  However: 


• Payment for physicians’ services furnished in teaching settings is subject to the 
additional conditions in §100; 


• Payment for physicians’ services furnished to ESRD patients is subject to 
additional requirements in Chapter 8, and 


• The A/B MAC (A) pays for the services of residents, as well as for physicians 
who are licensed to practice only in the provider setting, as provider services.  
(See §100.2) 







 
A. Conditions for Physician Fee Schedule Payment for Physicians’ Services to 
Patients in Providers 
 
1. General 
A/B MACs (B) pay for physicians’ services to patients of providers on a fee schedule 
basis only if the following requirements are met: 


• The services are personally furnished for an individual patient by a physician; 


• The services contribute directly to the diagnosis or treatment or an individual 
patient; 


• The services ordinarily require performance by a physician; and 


• In the case of anesthesiology, radiology, or pathology/laboratory services, certain 
additional requirements in §§50, 60, and 70 are met. 


2. Services of Physicians to Patients in Providers 
If a physician furnishes services to a patient in a hospital or SNF that do not meet the 
requirements in §80.A.1, above, but are related to patient care, the services may be 
covered as provider services and paid by the A/B MAC (A) within the applicable 
Prospective Payment System (PPS) rate. 


3. Effect of Billing Charges for Physician Services to Provider  
If services furnished by a physician to a provider may be paid by the A/B MAC (A), 
neither the provider nor the physician may seek fee schedule payments from the A/B 
MAC (B), the beneficiary, or another insurer.  A/B MACs (B) must report any situation 
in which this happens to the RO unless it is clearly an isolated case of billing error. 


4. Effect of Assumption of Operating Costs  
If a physician or an entity enters into an agreement (such as a lease or concession) with a 
provider under which the physician (or entity) assumes some or all of the operating costs 
of the provider department: 


• A/B MACs (B) make fee schedule payments only for physicians’ services to 
individual patients; 


• The physician (or other entity) must make its books and records available to the 
provider and the A/B MAC (A), as necessary, to verify the nature and extent of 
the costs of the services furnished by the physician (or other entity); and 


• The lessee’s costs associated with producing these services, including overhead, 
supplies, equipment, and the costs of employing nonphysician personnel are 
payable by the A/B MAC (A) as provider services. 


80.1 - Coverage of Physicians’ Services Provided in Comprehensive 
Outpatient Rehabilitation Facility 
(Rev. 1, 10-01-03) 
B3-2220 







 
Rehabilitation services furnished by comprehensive outpatient rehabilitation facilities 
(CORFs) are covered by Medicare Part B. 
 
Under §1832(a)(2)(E), and §1861(cc)(2) (go 
to http://www.ssa.gov/OP_Home/ssact/title18/1800.htm and select the applicable 
title) and related provisions of the Act, a CORF is recognized as a provider of 
services on the basis of its reasonable costs.  Except for diagnostic and therapeutic 
services provided by physicians to individual patients, payment is made to the CORF 
by A/B MACs (A) (acting in the role of the A/B MAC (B).) 
Physicians’ diagnostic and therapeutic services furnished to a CORF patient are not 
considered CORF physician’s services.  Instead they are services that the physician 
must bill to the A/B MAC (B).  If covered services, payment is made according to the 
Medicare Physician Fee Schedule.  When physician’s diagnostic and therapeutic 
services are furnished in a CORF, the claim must be annotated to show the CORF as 
the place of treatment. 
Services considered administrative services provided by the physician associated with 
the CORF are considered CORF services reimbursable to the CORF by the A/B 
MACs (A).  Administrative services include consultation with and medical 
supervision of nonphysician staff, establishing and reviewing the plan of treatment, 
and other medical and facility administration activities. 


80.2 - Rural Health Clinic and Federally Qualified Health Center 
Services 
(Rev. 1, 10-01-03) 
B3-2260-2260.3 
 
Payment may be made under Part B for the medical and other health services furnished 
by a qualified rural health clinic (RHC) and Federally qualified health centers (FQHCs).  
The covered services RHCs/FQHCs may offer are divided into two basic groups:  
RHC/FQHC services (defined below) and other medical and other health services 
covered under Part B. 
Items and services which meet the definition of RHC services or FQHC services are 
reimbursed either by designated RHC intermediaries, or a national FQHC FI in the case 
of independent RHCs/FQHCs, or by the provider’s A/B MAC (A) in the case of provider 
based clinics.  In either case, the A/B MAC (B) does not pay claims for services defined 
as RHC/FQHC services.  The A/B MAC (A) pays for such services through a 
prospectively determined encounter rate. 
Where an RHC or a FQHC is approved for billing other medical and health services to 
the A/B MAC (B), the RHC or FQHC bills the A/B MAC (B) and is paid according to 
the method of payment for the service provided. 
Rural health clinic and Federally qualified health center services are described in the 
Medicare Benefit Policy Manual, Chapter 13.  That chapter provides that the following 
services usually performed by physicians are included as services included in the 
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encounter rate and therefore are not separately billable for RHC/FQHC patients.  They 
are: 


• Professional services performed by a physician for a patient including diagnosis, 
therapy, surgery, and consultation (See the Medicare Benefit Policy Manual, 
Chapter 15);  


• Services and supplies incident to a physician’s services, as described in the 
Benefit Policy Manual, Chapter 15; 


• Nurse practitioner and physician assistant services (including the services of 
specialized nurse practitioners and nurse midwives) that would be covered if 
furnished by a physician, provided the nurse practitioner or physician assistant is 
legally permitted to perform the services by the State in which they are 
performed; 


• Services and supplies incident to the services of nurse practitioners and physician 
assistants that would be covered if furnished incident to a physician’s services, 
and 


• Visiting nurse services to the homebound. 
However, the technical component of diagnostic services may be billed separately by the 
physician to the A/B MAC (B), if provided.  See Chapter 9, and the Medicare Benefit 
Policy Manual, Chapter 13, for additional information on the definition of RHC/FQHC 
services. 
Also, an RHC or FQHC may provide other items and services which are covered under 
Part B, but which are not defined as RHC or FQHC services.  They are listed in the 
Medicare Benefit Policy Manual, Chapter 13.  Independent RHCs/FQHCs bill the A/B 
MAC (B) for such services.  Provider-based RHC/FQHC services are billed to the A/B 
MAC (A) as services of the parent provider. 
Independent RHCs/FQHCs must enroll with the A/B MAC (B) in order to bill.  (See the 
Medicare Program Integrity Manual, Chapter 10, for enrollment instructions). 


80.3 - Unusual Travel (CPT Code 99082) 
(Rev. 1, 10-01-03) 
B3-15026 
In general, travel has been incorporated in the MPFSDB individual fees and is thus not 
separately payable.  A/B MACs (B) must pay separately for unusual travel (CPT code 
99082) only when the physician submits documentation to demonstrate that the travel 
was very unusual. 


90 - Physicians Practicing in Special Settings 
(Rev. 1, 10-01-03) 


90.1 - Physicians in Federal Hospitals 
(Rev. 1, 10-01-03) 







B3-2020.5 
There are many physicians performing services in hospitals operated by the Federal 
Government, e.g., military, Veterans Administration, and Public Health Service hospitals.  
Normally Medicare does not pay for the services provided by a physician in a Federal 
hospital except when the hospital provides services to the public generally as a 
community institution.  Such a physician working in the scope of his Federal employment 
may be considered as coming within the statutory definition of physician even though he 
may not have a license to practice in the State in which he is employed. 


90.2 - Physician Billing for End-Stage Renal Disease Services 
(Rev. 1, 10-01-03) 
See the Medicare Benefit Policy Manual, Chapter 11, for a description of ESRD policy. 
See chapter 8, for billing requirements for physicians and facilities. 


90.2.1 - Inpatient Hospital Visits With Dialysis Patients 
(Rev. 1, 10-01-03) 
B3-15062-15062.1 
Global billing practices that involve the submission of charges for each day that a patient 
is hospitalized are allowed.  Therefore, A/B MACs (B) may make payment for inpatient 
hospital visits that are specified relative to time, place, day, and services directly provided 
to inpatients.  This guideline may, however, differ with respect to daily visit charges for 
inpatient hospital visits with dialysis inpatients.  When an ESRD patient is hospitalized, 
the hospitalization may or may not be due to a renal-related condition.  In either case, the 
patient must continue to be dialyzed. 
Chapter 8 provides policy and payment instructions for physicians’ services furnished to 
dialysis inpatients.  It also provides instructions for billing physicians’ renal-related 
medical services furnished on dialysis days and for dialysis and evaluation and 
management services performed on the same day. 
 
90.3 - Physicians’ Services Performed in Ambulatory Surgical Centers 
(ASC) 
(Rev. 1604, Issued: 09-26-08, Effective: 01-08-08, Implementation: 01-05-09) 
 
See Chapter 14, for a description of services that may be billed by an ASC and services 
separately billed by physicians. 
 
The ASC payment does not include the professional services of the physician. These are 
billed separately by the physician. Physicians’ services include the services of 
anesthesiologists administering or supervising the administration of anesthesia to ASC 
patients and the patients’ recovery from the anesthesia. The term physicians’ services 
also includes any routine pre- or postoperative services, such as office visits, 
consultations, diagnostic tests, removal of stitches, changing of dressings, and other 
services which the individual physician usually performs. 







 
The physician must enter the place of service code (POS) 24 on the claim to show that 
the procedure was performed in an ASC. 
 
The A/B MAC (B) pays the facility fee from the MPFSDB to the physician. The facility 
fee is for services done in a facility other than the physician’s office and is typically less 
than the nonfacility fee for services performed in the physician’s office. 
 
90.4 - Billing and Payment in a Health Professional Shortage Area 
(HPSA) 
(Rev. 1273; Issued:  06-29-07; Effective/Implementation Dates:  10-01-07) 
 
In accordance with §1833(m) of the Act, physicians who provide covered professional 
services in any rural or urban HPSA are entitled to an incentive payment.  Beginning 
January 1, 1989, physicians providing services in certain classes of rural HPSAs were 
entitled to a 5-percent incentive payment.  Effective January 1, 1991, physicians 
providing services in either rural or urban HPSAs are eligible for a 10-percent incentive 
payment. 
 
Eligibility for receiving the 10 percent bonus payment is based on whether the specific 
location at which the service is furnished is within an area that is designated (under 
section 332(a)(1)(A) of the Public Health Services Act) as a HPSA. The Health 
Resources and Services Administration (HRSA), within the Department of Health & 
Human Services, is responsible for designating shortage areas. 
 
HRSA designates three types of HPSAs:  geographic, population, and facility-based.  
Geographic-based HPSAs are areas with shortages of primary care physicians, dentists or 
psychiatrists.  Population-based HPSAs are designations based on underserved 
populations within an area.  Facility-based HPSAs are designations based on a public or 
non-profit private facility that is providing services to an underserved area or population 
and has an insufficient capacity to meet their needs. 
 
Section 1833(m) of the Social Security Act (the Act) provides incentive payments for 
physicians who furnish services in areas designated as HPSAs under section 332 
(a)(1)(A) of the Public Health Service (PHS) Act.  This section of the PHS Act pertains 
to geographic-based HPSAs.  Consequently, Medicare incentive payments are available 
only in geographic HPSAs. 
 
Although section 1833(m) of the Act provides the authority to recognize the three types 
of geographic-based HPSAs (primary medical care, dental and mental health), only 
physicians, including psychiatrists, furnishing services in a primary medical care HPSA 
are eligible to receive bonus payments.  In addition, effective for claims with dates of 
service on or after July 1, 2004, psychiatrists furnishing services in mental health HPSAs 
are eligible to receive bonus payments. CMS does not recognize dental HPSAs for the 
bonus payment program. 
 



http://www.cms.hhs.gov/regulations/





It is not enough for the physician merely to have his/her office or primary service 
location in a HPSA, nor must the beneficiary reside in a HPSA, although frequently this 
will be the case.  The key to eligibility is where the service is actually provided (place of 
service).  For example, a physician providing a service in his/her office, the patient’s 
home, or in a hospital qualifies for the incentive payment as long as the specific location 
of the service is within an area designated as a HPSA.  On the other hand, a physician 
may have an office in a HPSA but go outside the office (and the designated HPSA area) 
to provide the service.  In this case, the physician would not be eligible for the incentive 
payment.  A/B MAC (B) responsibilities include: 
 


Informing the physician community of these provisions; 
 
Providing a link to the CMS Web site to access the HPSA automated ZIP code 
files; 
 
Providing a direct link to HRSA’s HPSA database 
 
Modifying the claims processing system to recognize and appropriately handle 
eligible claims; 
 
Paying physicians the incentive payments; and 
 


Performing post-payment reviews of samples of paid claims submitted using the AQ 
modifier. 
 
90.4.1 - Provider Education 
(Rev. 1639, Issued: 11-21-08, Effective: 01-01-09, Implementation: 01-05-09) 
 
ZIP Code files for the automated payment of the HPSA bonus payment will be developed 
and updated annually. Effective for claims with dates of service on or after January 1, 
2009, only services provided in areas that are designated as of December 31 of the prior 
year are eligible for the HPSA bonus payment.  Physicians providing services in areas 
that were designated as of December 31 of the prior year but not on the automated file 
may use the AQ modifier.  Only services provided in areas that were designated as of 
December 31 of the prior year but not on the automated file may use the modifier.  
Services provided in areas that are designated throughout the year will not be eligible for 
the HPSA bonus payment until the following year, provided they are still designated on 
December 31. Services provided in areas that are de-designated throughout the year will 
continue to be eligible for the HPSA bonus through the end of the calendar year. 
 
CMS will post on its Web site ZIP Codes that are eligible to automatically receive the 
bonus payment as well as information on how to determine when the modifier is needed 
to receive the bonus payment. Through regularly scheduled bulletins and list serves, A/B 
MACs (B) must notify all physicians to verify their ZIP Code eligibility via the CMS 
Web site or the HRSA Website for the area where they provide physician services. 
 







90.4.1.1 - A/B MAC (B) Web Pages 
(Rev. 1273; Issued:  06-29-07; Effective/Implementation Dates:  10-01-07) 
 
A/B MAC (B) Web pages shall direct the physician community to a direct link to the 
CMS Web site to access the automated HPSA bonus payment files, and a direct link to 
the HRSA/HPSA designations database. 
 
90.4.2 - HPSA Designations 
(Rev. 1639, Issued: 11-21-08, Effective: 01-01-09, Implementation: 01-05-09) 
 
HPSA designations are made by the Health Resources and Services Administration’s 
(HRSA) Division of Shortage Designation (DSD).  An automated file of areas eligible for 
the HPSA bonus payment will be updated on an annual basis and will be effective for 
services rendered with dates of service on or after January 1 of each calendar year.  
Physicians may only use the AQ modifier for services furnished in an area that was 
designated as of December 31 of the prior year.  This information can be downloaded 
from the HRSA Web site. 
 
A/B MACs (B) will be informed of the availability of the file and the file name via an 
email notice.  A/B MACs (B) will automatically pay bonuses for services rendered in ZIP 
Code areas that fully fall within a designated primary care or mental health full county 
HPSA; are considered to fully fall in the county based on a determination of dominance 
made by the United States Postal Service (USPS); or are fully within a partial county 
HPSA area. Should a ZIP Code fall within both a primary care and mental health HPSA, 
only one bonus will be paid on the service. Bonuses for mental health HPSAs will only 
be paid when performed by the provider specialty of 26 - psychiatry. 
 
For services rendered in ZIP Code areas that do not fall within a designated full county 
HPSA; are not considered to fall within the county based on a determination of 
dominance made by the USPS; or are partially within a partial county HPSA, physicians 
must submit a AQ modifier to receive payment. 
 
To determine whether a modifier is needed, physicians must review the information 
provided on the CMS Web or the HRSA Web site for HPSA designations to determine if 
the location where they render services is, indeed, within a HPSA bonus area. Physicians 
may also base the determinations on letters of designations received from HRSA. They 
must be prepared to provide these letters as documentation upon the request of the A/B 
MAC (B) and should verify the eligibility of their area for a bonus with their A/B MAC 
(B) before submitting services with a HPSA modifier. 
 
For services rendered in ZIP Code areas that cannot automatically receive the bonus, it 
will be necessary to know the census tract of the area to determine if a bonus should be 
paid and a modifier submitted. Census tract data can be retrieved by visiting the U.S.  
Census Bureau Web site at www.Census.gov or the Federal Financial Institutions 
Examination Council (FFIEC) Web site at www.ffiec.gov/geocode/default.htm.  
Instructions on how to use these Web sites can be found on the CMS Web site at 



http://www.ffiec.gov/geocode/default.htm





http://new.cms.hhs.gov/HPSAPSAPhysicianBonuses. Neither CMS nor the Medicare 
A/B MACs (B) can provide information on the functionality of these Web sites. 
 
90.4.3 - Claims Coding Requirements 
(Rev. 608, Issued:  07-22-05; Effective:  01-01-06; Implementation: 01-03-06) 
For services with dates of service prior to January 1, 2005, physicians must indicate that 
their services were provided in an incentive-eligible rural or urban HPSA by using one of 
the following modifiers: 


QB - physician providing a service in a rural HPSA; or  
QU - physician providing a service in an urban HPSA. 


Effective for claims with dates of service on or after January 1, 2006, the QB and QU 
modifiers will no longer be accepted.  Claims with prior dates of service must still be 
submitted with those modifiers.  The AQ modifier, Physician providing a service in a 
Health Professional Shortage Area (HPSA), will replace the QB and QU modifiers and 
will be effective for claims with dates of service on or after January 1, 2006. 
For services with dates of service on or after January 1, 2005, the bonus will 
automatically be paid without the submission of a modifier for the following: 


• When services are provided in a zip code area that fully falls within a full 
county HPSA; 


• When services are provided in a zip code area that partially falls within a full 
county HPSA and has been determined to be dominant for the county by the 
USPS; and 


• When services are provided within a zip code that fully falls within a partial 
county HPSA. 


The submission of the QB or QU modifier, or the AQ modifier for claims with dates of 
service on or after January 1, 2006, will be required for the following: 


• When services are provided in zip code areas that do not fully fall within a 
designated full county HPSA bonus area; 


• When services are provided in a zip code area that partially falls within a full 
county HPSA but is not considered to be in that county based on the dominance 
decision made by the USPS; 


• When services are provided in a zip code area that partially falls within a partial 
county HPSA; and. 


• When services are provided in a zip code area that was not included in the 
automated file based on the date of the data run used to create the file. 


In order to be considered for the bonus payment, the name, address, and zip code of 
where the service was rendered must be included on all electronic and paper claims 
submissions. 
 
90.4.4 - Payment 







(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
The incentive payment is 10 percent of the amount actually paid, not the approved 
amount.  A/B MACs (B) pay the incentive payment for services identified on either 
assigned or unassigned claims. 
 
They do not include the incentive payment with each claim payment.  A/B MACs (B) 
should: 
 


• Establish a quarterly schedule for issuing incentive payments.  These payments 
are taxable and must be reported to the IRS; and 


 
• Prepare a special incentive remittance to accompany each payment.  Include a 


line-item for each assigned claim represented in the incentive check and a 
“summary” item showing the number of unassigned claims represented.  Claims 
should be identified as HPSA physician, Scarcity, HSIP and/or PCIP in the 
summary.  The sum of the line-items and the “summary” item should equal the 
amount of the check. 


 


90.4.5 - Services Eligible for HPSA and Physician Scarcity Bonus 
Payments 
(Rev. 906, Issued:  04-14-06; Effective:  07-01-06; Implementation:  07-03-06) 


A. Information in the Professional Component/Technical Component (PC/TC) 
Indicator Field of the Medicare Physician Fee Schedule Database 
A/B MACs (B) use the information in the Professional Component/Technical Component 
(PC/TC) indicator field of the Medicare Physician Fee Schedule Database to identify 
professional services eligible for HPSA and physician scarcity bonus payments.  The 
following are the rules to apply in determining whether to pay the bonus on services 
furnished within a geographic HPSA or, physician scarcity bonus area.  Should A/B 
MACs (B) receive notification from physicians that they have chosen to forego the bonus 
payments, the A/B MACs (B) shall make no bonus payments to that physician for any 
service.   


PC/TC 
Indicator 


Bonus Payment Policy 


0 Pay bonus 


1 Globally billed.  Only the professional component of this service qualifies 
for the bonus payment.  The bonus cannot be paid on the technical 
component of globally billed services. 







PC/TC 
Indicator 


Bonus Payment Policy 


ACTION: Effective for claims received prior to October 1, 2005, A/B 
MACs (B) return the service as unprocessable and notify the physician that 
the professional component must be re-billed if it is performed within a 
qualifying bonus area.  If the technical component is the only component 
of the service that was performed in the bonus area, there wouldn’t be a 
qualifying service. 
Effective for claims received on or after October 1, 2005, A/B MACs (B) 
shall accept claims with services with a PC/TC indicator of 1 that are 
eligible for the HPSA or PSA bonus. They shall pay the bonus only on the 
professional component of the service. 


1 Professional Component (modifier 26).  A/B MACs (B) pay the bonus. 


1 Technical Component (modifier TC).  A/B MACs (B) do not pay the 
bonus. 


2 Professional Component only.  A/B MACs (B) pay the bonus. 


3 Technical Component only.  A/B MACs (B) do not pay the bonus. 


4 Global test only.  Only the professional component of this service qualifies 
for the bonus payment. 
ACTION:  Effective for claims received prior to July 1, 2006, A/B MACs 
(B) return the service as unprocessable.  They instruct the provider to re-
bill the service as separate professional and technical component procedure 
codes. 
Effective for claims received on or after July 1, 2006, except for 93015, 
A/B MACs (B) shall accept claims with services with a PC/TC indicator of 
4 that are eligible for the HPSA or PSA bonus. They shall pay the bonus 
only on the associated professional component of the service.  Since 93015 
has two associated professional components, A/B MACs (B) will not be 
able to make a determination as to which would be the correct component 
to use to calculate the bonuses.  Therefore, A/B MACs (B) shall continue 
to treat 93015 as unprocessable. 


5 Incident to codes.  A/B MACs (B) do not pay the bonus. 


6 Laboratory physician interpretation codes.  A/B MACs (B) pay the bonus. 


7 Physical therapy service.  A/B MACs (B) do not pay the bonus. 


8 Physician interpretation codes.  A/B MACs (B) pay the bonus. 







PC/TC 
Indicator 


Bonus Payment Policy 


9 Concept of PC/TC does not apply.  A/B MACs (B) do not pay the bonus. 


NOTE:  Codes that have a status of “X” on the Medicare Physician Fee Schedule 
Database (MFSDB) have been assigned PC/TC indicator 9 and are not 
considered physician services for MFSDB payment purposes.  Therefore, 
neither the HPSA bonus payment nor the physician scarcity area bonus payment 
will be paid for these codes. 


 
B. Anesthesia Codes (CPT Codes 00100 Through 01999) That Do Not Appear on the 
MFSDB 
Anesthesia codes (CPT codes 00100 through 01999) do not appear on the MFSDB.  
However, when a medically necessary anesthesia service is furnished within a HPSA or 
physician scarcity area by a physician, a HPSA bonus and/or physician scarcity bonus is 
payable. 
 
To claim a bonus payment for anesthesia, physicians bill codes 00100 through 01999 
with modifiers QY, QK, AD, AA, or GC to signify that the anesthesia service was 
performed by a physician along with the QB or QU modifier, or the AQ modifier for 
claims with dates of service on or after January 1, 2006, when required per §90.4.3 or the 
AR modifier as required per §90.5.3. 
 
C. Mental Health Services 
Physicians’ professional services rendered by the provider specialty of 26 - psychiatry, 
are eligible for a HPSA bonus when rendered in a mental health HPSA.  The service must 
have a PC/TC designation per the chart above.  Should a zip code fall within both a 
primary care and mental health HPSA, only one bonus must be paid on the service. 


90.4.6 - Reserved for Future Use 
 
90.4.7 - Post-payment Review 
(Rev. 2914, Issued: 03-25-14, Effective: 03-31-14, Implementation: 03-31-14) 
 
On a post-payment basis, services submitted with the QB or QU modifier, or the AQ 
modifier for claims with dates of service on or after January 1, 2006, will be subject to 
validation. 
 
Effective for claims with the dates of service on or after January 1, 2005, the date of the 
HPSA designation or withdrawal on the HRSA Web site or the date of designation or 
withdrawal in notification letters from HRSA are used as the effective date for paying the 
HPSA bonus. 
 







Effective for claims with dates of service on or after January 1, 2006, A/B MAC Part B 
A/B MACs (B) shall only include services paid with the AQ modifier for post-payment 
HPSA review. Services with bonuses that were automatically paid based on the ZIP code 
for the HPSA post-payment review process shall not be included. Additional post-
payment will be conducted at the A/B MAC (B)’s discretion.  Effective for claims with 
dates of service on or after January 1, 2009, for Medicare bonus payment purposes, A/B 
MACs (B) shall only consider services eligible for bonuses if the area was designated as a HPSA 
as of December 31 of the prior year. 
 
The post-payment review will be conducted each quarter as follows: 
 


• Array each list of physicians by the total amount of incentive payments received. 
 
• Select the 25 percent of physicians on each list who received the highest 


payments. 
 


• Review a sample of 5 claims by each physician on each list (ensure the sample is 
representative of different types of settings, if applicable). 


 
• The findings must be transmitted via CROWD (Form 1565E) to central office no 


later than the 75th day following the close of the CROWD reporting quarter. 
 
Physicians who appear on a list, were previously reviewed, and subsequently found to be 
in compliance shall be excluded from the current reporting. The 5 claim sample shall be 
reviewed to ensure the place of service was actually in a HPSA bonus area. In addition, 
effective for claims with dates of service on or after July 1, 2004, services selected as part 
of the 25% sample will be verified that they were provided in a mental health HPSA by 
the physician specialty of 26, psychiatry. 
 
Once a physician has incorrectly claimed incentive payments, the A/B MACs (B) shall 
continue to monitor the physician’s claims until they are found to be in compliance. 
 
The designations on the HRSA Web site and HRSA letters can be used to verify that 
services were provided in a HPSA.  Physicians are permitted to submit copies of HRSA 
designation letters as appropriate documentation to their. 
 
If it is determined that a HPSA bonus was paid in error, the A/B MAC (B) will pursue the 
amount of any overpayment by directly contacting the physician and his/her billing staff.  
For Medicare HPSA bonus payment purposes, designations are valid for the entire 
calendar year regardless of whether the HPSA designation is withdrawn by the HRSA 
during that year. 
 
90.4.8 - Reporting 
(Rev. 1, 10-01-03) 
B3-3350.8, B3-13320, B3-13320.1, B3-13322.3 







Reporting instructions are included in Chapter 6 of the Medicare Financial Management 
Manual. 


90.4.9 - HPSA Incentive Payments for Physician Services Rendered in a 
Critical Access Hospital (CAH) 
(Rev. 608, Issued:  07-22-05; Effective:  01-01-06; Implementation: 01-03-06) 
If a CAH electing the Optional Method (Method II) is located within a mental health 
HPSA, the psychiatrists providing (outpatient) professional services in the CAH are 
eligible for the Mental Health and Primary Care HPSA bonus payments.  When billing 
for this service, the CAH must bill using Revenue code 961 plus the applicable HCPCS.  
This Mental Health HPSA bonus will be paid to the CAH on a quarterly basis by the FI.  
If an area is designated as both a mental health HPSA and a primary medical HPSA, only 
one 10% bonus will be paid for the service. 
Refer to §250.2 in the Claims Processing Manual, Chapter 4 for additional information. 


90.4.10 - Administrative and Judicial Review 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B) 
Per Section 413(b)(1) of the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003, there shall be no administrative or judicial review 
respecting:  


• The identification of a county or area; 
• The assignment of a specialty of any physician; 
• The assignment of a physician to a county; or 
• The assignment of a postal zip code to a county or other area. 
 


90.4.11 - Health Professional Shortage Areas (HPSA) Surgical Incentive Payment 
Program (HSIP) for Surgical Services Rendered in HPSAs 
(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
Section 5501(b) of the Affordable Care Act revises Section 1833(m) of the Act and 
authorizes a 10 percent incentive payment for 10 - and 90 - day global  surgical 
procedures furnished by 02 – general surgeons in Health Professional Shortage Areas 
(HPSAs). 
 
90.4.11.1 - Overview of the HSIP 







(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
The incentive payment applies to major surgical procedures, that are defined as 10 - and 
90 - day global procedures under the Physician Fee Schedule (PFS) and furnished on or 
after January 1, 2011, and before January 1, 2016, by an 02-general surgeon in an area 
designated under Section 332(a)(1)(A) of the Public Health Service Act as a HPSA. 
 
To be consistent with the Medicare HPSA physician bonus program (Pub. 100-04, 
Chapter 12, §90.4), HSIP payments are calculated by A/B MACs (B) on a quarterly basis, 
on behalf of the qualifying general surgeon, for the qualifying surgical procedures.  The 
surgeons’ professional services are paid under the PFS based on a claim for professional 
services. 
 
 
90.4.11.2 - HPSA Identification 
(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
For HSIP payments to be applicable, the 10 - or 90 - day global surgical procedure must 
be furnished in an area designated by the Secretary as of December 31 of the prior year as 
a HPSA. 
 
Each year, a list of ZIP codes eligible for automatic payment of the HSIP incentive 
payment (and the Medicare HPSA physician bonus program) is published.  This list is 
utilized for automatic payments of the incentive for eligible services furnished by general 
surgeons.  A/B MACs (B) will use the existing HPSA modifier -AQ ,along with the 
physician specialty (02), to identify circumstances when general surgeons furnish major 
surgical procedures in areas that are designated as HPSAs as of December 31 of the prior 
year, but that are not on the list of ZIP codes eligible for automatic payment.  Modifier -
AQ should be appended to the major surgical procedure on claims submitted for payment 
under these circumstances. 
 
90.4.11.3 - Coordination with Other Payments 
(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
Section 5501(b)(4) of the Affordable Care Act provides payment under the HSIP as an 
additional payment amount for specified surgical services without regard to any 
additional payment for the service under section 1833(m) of the Act.  Therefore, a 
general surgeon may receive both a HPSA physician bonus payment under the 
established program, and an HSIP payment under the new program beginning in CY 
2011. 







 
90.4.11.4 - General Surgeon and Surgical Procedure Identification for 
Professional Services Paid Under the Physician Fee Schedule (PFS) 
(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
Qualifying general surgeons are identified on a claim for a 10 - or 90 - day global 
surgical procedure based on the primary specialty of the rendering physician, identified 
by his or her National Provider Identifier (NPI), of 02 - general surgery.  If the claim is 
submitted by a physician group practice, the rendering physician’s NPI must be included 
on the line-item for the qualifying surgical procedure in order for a determination to be 
made regarding whether or not the procedure is eligible for payment under the HSIP. 
 
Eligible surgical procedures are those procedures for which a 10 - or 90 - day global 
period is used for payment under the PFS.  The specific HCPCS procedure codes eligible 
for the HSIP are identified in column U (global period) of the Physician Fee Schedule 
Relative Value Update (RVU) file located at:  http://www.cms.gov/Medicare/Medicare-
Fee-for-Service-Payment/PhysicianFeeSched/PFS-Relative-Value-Files.html, with a 
global period designation of 10 - or 90 - days. 
 
90.4.11.5 - Claims Processing and Payment 
(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, Implementation: 01-
03-11 for the claim identification of the incentive and 04-04-11 for full 
implementation) 
 
A. General Overview 
 
The HPSA physician bonus program guidelines are contained in Pub. 100-04, Chapter 
12, §90.4.  Refer to that section for payment and claims processing guidance for the 
HPSA physician bonus program that was established in 2005.  The following guidelines 
pertain only to the additional 10 percent incentive payment for 10 - or 90 - day global 
surgical procedures furnished by 02 - general surgeons in HPSAs from January 1, 2011 
through December 31, 2015. 
 
A/B MACs (B) shall identify eligible surgical procedures with a 10 - or 90 - day global 
period rendered in an eligible primary care HPSA zip code area based on the HPSA 
physician bonus ZIP code file for the appropriate date of service.  The HPSAs eligible for 
automatic payment may be found on the CMS Web site at: 
http://www.cms.gov/HPSAPSAPhysicianBonuses/01_overview.asp. 
 
A/B MACs (B) must also inform eligible practitioners about the use of modifier -AQ on 
claims for 10 - or 90 - day global surgical procedures that were furnished in HPSAs 
approved by December 31 of the preceding calendar year, but that are not recognized for 
automatic payment.  The modifier must be appended to the surgical procedure for the 
service to be eligible for the 10 percent additional HSIP payment. 



http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-Relative-Value-Files.html

http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-Relative-Value-Files.html

http://www.cms.gov/HPSAPSAPhysicianBonuses/01_overview.asp





 
B. Method of Payment 
 


• Calculate and pay general surgeons an additional 10 percent incentive payment; 
 
• Calculate the payment based on the amount actually paid for the service, not the 


Medicare approved amount; 
 
• Combine the HSIP incentive payments, when appropriate, with other incentive 


payments, including the HPSA physician bonus payment; 
 
• Accept and pay the incentive payment for 10 - and 90 - day global period surgical 


procedures furnished by general surgeons (02) and submitted with the modifier -
AQ; 


 
• Provide a special remittance form that is forwarded with the incentive payment so 


that physicians and nonphysician  practitioners can identify which type of 
incentive payment (HPSA, HSIP, and/or PCIP) was paid for which services; 


 
• Use the PLB03 adjustment reason code LE; 
 
• Add the following message to the incentive checks:  This check is for the HPSA, 


HSIP and/or PCIP.  See special remittance for details; and 
 
• Inform practitioners to contact their A/B MAC (B) with any questions regarding 


HSIP payments. 
 


C. Changes for A/B MAC (B) Systems 
 
The Medicare Carrier System, (MCS), Common Working File (CWF,) and National 
Claims History (NCH) shall be modified to accept a new incentive 
HPSA/PSA/HSIP/PCIP payment indicator on the claim line. 
 
Once the type of incentive has been identified by the shared systems, the shared system 
shall transmit the HPSA/PSA/HSIP/PCIP indicator to CWF and modify their systems to 
set the indicator on the claim line as follows: 
 
1 = HPSA; 
2 = PSA; 
3 = HPSA and PSA; 
4 = HSIP; 
5 = HPSA and HSIP; 
6 = PCIP; 
7 = HPSA and PCIP; and 







Space = Not Applicable. 
 


The MCS shall send the HIGLAS 810 invoice for incentive payment invoices, 
including the new HSIP payment.  The A/B MAC (B) shall also combine the 
practitioner’s HPSA physician bonus, Physician Scarcity (PSA) bonus (if it should 
become available at a later date), HSIP payment, and/or PCIP payment invoice per 
practitioner.  The A/B MAC (B) shall receive the HIGLAS 835 payment file from 
HIGLAS showing a single incentive payment per practitioner. 


 
90.5 - Billing and Payment in a Physician Scarcity Area (PSA) 
(Rev. 1434; Issued:  02-05-08; Effective:  01-01-08; Implementation:  01-07-08) 
 
Section 413a of the MMA requires that a 5 percent bonus payment be established for 
physicians in designated physician scarcity areas for dates of service January 1, 2005, 
through December 31, 2007.  The Medicare, Medicaid, and State Children’s Health 
Insurance Program (SCHIP) Extension Act of 2007 amended §1833(u)(1) of the Social 
Security Act and has extended payment of that bonus through June 30, 2008.  Physician 
scarcity designations will be based on the lowest primary care and specialty care ratios of 
Medicare beneficiaries to active physicians in every county.  In addition, based on rural 
census tracts of metropolitan statistical areas identified through the latest modification of 
the Goldsmith Modification (i.e., Rural-Urban Commuting Area Codes), additional 
physician scarcity areas will be identified based on the lowest primary care and specialty 
care ratios of Medicare beneficiaries to active physicians in each identified rural census 
area. 
 
90.5.1 - Provider Education 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
 
Upon publication of the final rule of the 2005 Medicare Physician Fee Schedule, CMS 
will post on its Web site zip codes that are eligible for automatic payment of the 
physician scarcity bonus payment. 
 
90.5.2 - Identifying Physician Scarcity Area Locations 
(Rev. 1434; Issued:  02-05-08; Effective:  01-01-08; Implementation:  01-07-08) 
 
The CMS shall provide to the standard systems and A/B MACs (B) file of zip codes for 
the automated payment of the primary care and specialty physician scarcity bonus.  The 
file will be effective for claims with dates of service on or after January 1, 2005, through 
December 31, 2007.  A/B MACs (B) and shared systems will be notified by e-mail of the 
name of the file and when it will be available for downloading. 
 







The Medicare, Medicaid, and State Children’s Health Insurance Program (SCHIP) 
Extension Act of 2007 amended §1833(u)(1) of the Social Security Act and has extended 
payment of the Physician Scarcity Area bonus through June 30, 2008, using the same file 
used for prior years. 
 
90.5.3 - Claims Coding Requirements 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
Medicare will automatically pay the physician scarcity bonus on a quarterly basis for 
services provided in ZIP code areas that fully fall within a county designated as a PSA, 
partially fall within a county designated as a PSA area and are considered to be dominant 
for that county based on a determination by the United States Postal Service (USPS), or 
fall within a rural census tract of a metropolitan statistical area identified through the 
latest modification of the Goldsmith Modification that is determined to be a PSA. 
In some cases, a service may be provided in a county that is considered to be a PSA, but 
the ZIP code is not considered to be dominant for that area.  The bonus payment cannot 
automatically be made.  In order to receive the bonus for those areas, physicians must 
include the following modifier on the claim: 
 AR - Physician providing service in a Physician Scarcity Area. 
In order to be considered for the bonus payment, the name, address, and ZIP code of 
where the service was rendered must be included on all electronic and paper claims 
submissions. 


90.5.4 - Payment 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
Section 413a of the MMA adds subsection (u)(6) to Section 1833 of the Social Security 
Act.  For the payment of the physician scarcity bonus, this section defines physicians as 
doctors of medicine or osteopathy described per Section 1861(r)(1).  Therefore, dentists, 
chiropractors, podiatrists, and optometrists are not eligible for the physician scarcity 
bonus as either primary care or specialty physicians  
Only the provider specialty designations of General Practice - 01, Family Practice - 08, 
Internal Medicine - 11, and Obstetrics/Gynecology - 16, will be paid the bonus for the zip 
codes designated as primary care PSAs.  All other physician provider specialties will be 







eligible for the specialty physician scarcity bonus for the zip codes designated as 
specialty PSAs. 
The bonus is to be paid based on date of service.  Accommodations must be made in 
payment systems to maintain an active file for a current period as well as an active file 
for a previous period so that the bonus can be paid based on date of service.  Also, the 
A/B MACs (B) and standard systems maintainers shall program systems to be able to 
maintain files for the periods prior to the two active periods as an archive for reference 
purposes. 


90.5.5 - Services Eligible for the Physician Scarcity Bonus 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
Eligible physician services for the physician scarcity bonus are identified in the same 
manner that they are currently identified for the HPSA bonus payment per Pub. 100-4, 
Chapter 12, §90.4.5A and B.  A quarterly 5 percent bonus payment is made to the 
physician based on the amount actually paid, not the Medicare approved amount of the 
service. 


90.5.5.1 - Remittance Messages 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
See §90.4.6 for applicable remittance messages when submitted services are not eligible 
for a HPSA and/or physician scarcity bonus payment. 


90.5.6 - Post-payment Review 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 
January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
On a post-pay basis, services submitted with the AR modifier will be subject to 
validation. 


90.5.7 - Administrative and Judicial Review 
(Rev. 280, Issued 08-13-04, Effective/Implementation: October 1, 2004 for the 
analysis and design phases for the MCS Maintainer and A/B MACs (B) 







January 1, 2005 for the coding, testing, and implementation phases for the MCS 
Maintainer and A/B MACs (B) 
January 1, 2005 for all phases for the VIPS Maintainers and A/B MACs (B)) 
Per Section 413(a) of the Medicare Prescription Drug, Improvement, and Modernization 
Act of 2003, there shall be no administrative or judicial review respecting:  


• The identification of a county or area; 


• The assignment of a specialty of any physician; 


• The assignment of a physician to a county; or 


• The assignment of a postal ZIP code to a county or other area. 
 


90.6 - The Indian Health Service (IHS) Provider Payment to Non-IHS 
Physicians for Teleradiology Interpretations 
(Rev. 1643, Issued: 12-05-08, Effective: 01-01-07, Implementation: 03-09-09) 
 
The IHS providers may choose to purchase or otherwise contract with non-IHS 
physicians or practitioners for teleradiology interpretations services.  These services may 
be paid using either contractual reassignment or purchased test methodologies.  See 
Chapter 19, Section 120 of this Manual for further information. 
 
90.7 - Bundling of Payments for Services Provided in Wholly Owned 
and Wholly Operated Entities (including Physician Practices and 
Clinics): 3-Day Payment Window 
(Rev. 2373, Issued: 12-21-11, Effective: 01-01-12, Implementation: 01-03-12) 
 
In accordance with section 102(a)(1) of the PACMBPRA, for outpatient services 
furnished on or after June 25, 2010, the technical portion of all nondiagnostic services, 
other than ambulance and maintenance renal dialysis services, provided by the hospital 
(or an entity wholly owned or wholly operated by the hospital) on the date of a 
beneficiary’s inpatient admission are deemed related to the admission and thus, must be 
included on the bill for the inpatient stay. Also, the technical portion of outpatient 
nondiagnostic services, other than ambulance and maintenance renal dialysis services, 
provided by the hospital (or an entity wholly owned or wholly operated by the hospital) 
on the first, second,  and  the third  calendar days (1 calendar day for a nonsubsection (d) 
hospital) immediately preceding the date of admission are deemed related to the 
admission and, therefore, must be billed with the inpatient stay, unless the nondiagnostic 
services are unrelated to the inpatient hospital claim (that is, the preadmission 
nondiagnostic services are clinically distinct or independent from the reason for the 
beneficiary’s inpatient admission).  In such cases, the unrelated outpatient hospital 
nondiagnostic services are covered by Medicare Part B, and the hospital or wholly owned 
or wholly operated physician practice shall include the technical portion of the services in 
their billing. PACMBPRA did not change the requirement that the technical portion of all 
diagnostic services provided by the hospital (or entity wholly owned or wholly operated 
by the hospital) occurring on the date of an inpatient admission, or during the 3 calendar 







days (or 1 calendar day) immediately preceding the date of an inpatient admission must 
be billed with the inpatient admission. 
 
Implementation of the 3-day Payment Window Policy in Wholly Owned or 
Operated Entities 
 
Wholly owned or wholly operated entities are subject to the 3-day (or 1-day) payment 
window policy when they furnish preadmission diagnostic services to a patient, who is 
later admitted as an inpatient on the same day or within the preceding 3 calendar days 
(preceding1 calendar day), or when they furnish preadmission nondiagnostic services to a 
patient, who is later admitted as an inpatient on the same day or within the preceding 3 
calendar days (preceding 1 calendar day) for related medical care. Only unrelated 
nondiagnostic preadmission services are not subject to the payment window policy, 
where unrelated preadmission nondiagnostic services are clinically distinct or 
independent from the reason for the beneficiary's inpatient admission and are furnished 
on the 1st, 2nd, or 3rd calendar day immediately preceding the date of the inpatient 
admission. (Note: nondiagnostic services furnished by a wholly owned or wholly 
operated physician practice on the date of a beneficiary’s inpatient admission to the 
hospital are always deemed to be related to the admission and their technical portion must 
be included on the bill for the inpatient admission.) When an entity that is wholly owned 
or wholly operated by a hospital furnishes a service subject to the 3-day window policy, 
Medicare will pay the professional component of services with payment rates that include 
a professional and technical split and at the facility rate for services that do not have a 
professional and technical split. Once the entity has received confirmation of a 
beneficiary’s inpatient admission from the admitting hospital, they shall, for services 
furnished during the three-day window,  append a CMS payment modifier to all claim 
lines for diagnostic services and for those nondiagnostic services that have been 
identified as related to the inpatient stay.   Physician nondiagnostic services that are 
unrelated to the hospital admission are not subject to the payment window and shall be 
billed without the payment modifier. 
 
Definition of Wholly Owned or Wholly Operated Entities 
 
Wholly owned or wholly operated entities are defined in 42 CFR §412.2; "An entity is 
wholly owned by the hospital if the hospital is the sole owner of the entity.” And, “an 
entity is wholly operated by a hospital if the hospital has exclusive responsibility for 
conducting and overseeing the entity’s routine operations, regardless of whether the 
hospital also has policymaking authority over the entity." 
 
90.7.1 - Payment Methodology: 3-Day Payment Window in Wholly 
Owned or Wholly Operated Entities (including Physician Practices and 
Clinics) 
(Rev. 2373, Issued: 12-21-11, Effective: 01-01-12, Implementation: 01-03-12) 
 
CMS has established HCPCS payment modifier PD (Diagnostic or related nondiagnostic 
item or service provided in a wholly owned or operated physician office to a patient who 







is admitted as an inpatient within 3 days), and requires that the modifier be appended to 
the physician preadmission diagnostic and admission-related nondiagnostic services, 
reported with HCPCS/CPT codes, which are subject to the 3-day payment window 
policy. The wholly owned or wholly operated physician’s office will need to manage 
their billing processes to ensure that they bill for their physician services appropriately 
when a related inpatient admission has occurred.  The hospital is responsible for notifying 
the practice of an inpatient admissions for a patient who received services in a wholly 
owned or wholly operated physician office within the 3-day (or, when appropriate,1-day) 
payment window prior to the inpatient stay.  The modifier is effective for claims with 
dates of service on or after January 1, 2012. Wholly owned or wholly operated per their 
readiness to do so. Entities have the discretion to apply these policies for claims with 
dates of service on and after January 1, 2012, but shall comply with these polices no later 
than July 1. 2012. 
 
When the modifier is present on claims for service CMS shall pay 
 


• only the Professional Component (PC) for CPT/HCPCS codes with a 
Technical Component (TC)/PC split that are provided in the 3-day (or, in 
the case of non-IPPS hospitals, 1-day) payment window, and  
 


• The facility rate for codes without a TC/PC split. 
 
Global Surgical Services and the 3-day Payment Window Policy 
 
We note that the time frames associated with 10 and 90 day global surgical packages 
could overlap with the 3-day (or 1-day) payment window policy.   The 3-day payment 
window makes no change in billing surgical services according to global surgical rules, 
and pre- and post-operative services continue to be included in the payment for the 
surgery. However, there may be times when the surgery itself is subject to the three-day 
window policy, as would occur if the surgery were performed within the three-day 
window.  For example, a patient could have a minor surgery in a wholly owned or wholly 
operated physician office and then, due to a complication, be admitted to the hospital as 
an inpatient.  In such cases the modifier shall be appended to the appropriate surgical 
HCPCS/CPT code. 
 
100 - Teaching Physician Services 
(Rev. 811, Issued: 01-13-06, Effective: 01-01-06, Implementation: 02-13-06) 
Definitions 
For purposes of this section, the following definitions apply. 
Resident - An individual who participates in an approved graduate medical education 
(GME) program or a physician who is not in an approved GME program but who is 
authorized to practice only in a hospital setting.  The term includes interns and fellows in 
GME programs recognized as approved for purposes of direct GME payments made by 
the FI.  Receiving a staff or faculty appointment or participating in a fellowship does not 







by itself alter the status of "resident".  Additionally, this status remains unaffected    
regardless of whether a hospital includes the physician in its full time equivalency count 
of residents. 
Student - An individual who participates in an accredited educational program (e.g., a 
medical school) that is not an approved GME program. A student is never considered to 
be an intern or a resident.  Medicare does not pay for any service furnished by a student.  
See §100.1.1B for a discussion concerning E/M service documentation performed by 
students. 
Teaching Physician - A physician (other than another resident) who involves residents in 
the care of his or her patients. 
Direct Medical and Surgical Services - Services to individual beneficiaries that are 
either personally furnished by a physician or furnished by a resident under the 
supervision of a physician in a teaching hospital making the reasonable cost election for 
physician services furnished in teaching hospitals.  All payments for such services are 
made by the A/B MAC (A) for the hospital. 
Teaching Hospital - A hospital engaged in an approved GME residency program in 
medicine, osteopathy, dentistry, or podiatry. 
Teaching Setting - Any provider, hospital-based provider, or nonprovider setting in 
which Medicare payment for the services of residents is made by the A/B MAC (A) 
under the direct graduate medical education payment methodology or freestanding SNF 
or HHA in which such payments are made on a reasonable cost basis. 
Critical or Key Portion - That part (or parts) of a service that the teaching physician 
determines is (are) a critical or key portion(s).  For purposes of this section, these terms 
are interchangeable. 
Documentation - Notes recorded in the patient's medical records by a resident, and/or 
teaching physician or others as outlined in the specific situations below regarding the 
service furnished.  Documentation may be dictated and typed or hand-written, or 
computer-generated and typed or handwritten.  Documentation must be dated and include 
a legible signature or identity.  Pursuant to 42 CFR 415.172 (b), documentation must 
identify, at a minimum, the service furnished, the participation of the teaching physician 
in providing the service, and whether the teaching physician was physically present. 
In the context of an electronic medical record, the term 'macro' means a command in a 
computer or dictation application that automatically generates predetermined text that is 
not edited by the user. 
When using an electronic medical record, it is acceptable for the teaching physician to 
use a macro as the required personal documentation if the teaching physician adds it 
personally in a secured (password protected) system.  In addition to the teaching 
physician’s macro, either the resident or the teaching physician must provide customized 
information that is sufficient to support a medical necessity determination.  The note in 
the electronic medical record must sufficiently describe the specific services furnished to 
the specific patient on the specific date.  It is insufficient documentation if both the 
resident and the teaching physician use macros only. 
 







Physically Present - The teaching physician is located in the same room (or partitioned 
or curtained area, if the room is subdivided to accommodate multiple patients) as the 
patient and/or performs a face-to-face service. 


100.1 - Payment for Physician Services in Teaching Settings Under the 
MPFS 
(Rev. 811, Issued: 01-13-06, Effective: 01-01-06, Implementation: 02-13-06) 
Pursuant to 42 CFR 415.170, services furnished in teaching settings are paid under the 
physician fee schedule if the services are: 


• Personally furnished by a physician who is not a resident; 


• Furnished by a resident where a teaching physician was physically present 
during the critical or key portions of the service; or  


• Certain E/M services furnished by a resident under the conditions contained in 
§100.01.C. 


In all situations, the services of the resident are payable through either the direct GME 
payment or reasonable cost payments made by the A/B MAC (A). 
 
100.1.1 - Evaluation and Management (E/M) Services  
(Rev. 4068, Issued: 05-31-18, Effective: 01-01-18, Implementation: 03-05-18)  
 
A. General Documentation Instructions and Common Scenarios 
 
Evaluation and Management (E/M) Services -- For a given encounter, the selection of the 
appropriate level of E/M service should be determined according to the code definitions 
in the American Medical Association’s Current Procedural Terminology (CPT) and any 
applicable documentation guidelines. 
 
For purposes of payment, E/M services billed by teaching physicians require that they 
personally document at least the following: 
 


• That they performed the service or were physically present during the key or 
critical portions of the service when performed by the resident; and 


 
• The participation of the teaching physician in the management of the patient. 


 
When assigning codes to services billed by teaching physicians, reviewers will combine 
the documentation of both the resident and the teaching physician. 
 
Documentation by the resident of the presence and participation of the teaching physician 
is not sufficient to establish the presence and participation of the teaching physician. 
 
On medical review, the combined entries into the medical record by the teaching 
physician and the resident constitute the documentation for the service and together must 
support the medical necessity of the service. 







 
Following are four common scenarios for teaching physicians providing E/M services: 
 
Scenario 1: 
 
The teaching physician personally performs all the required elements of an E/M service 
without a resident.  In this scenario the resident may or may not have performed the E/M 
service independently. 
 
In the absence of a note by a resident, the teaching physician must document as he/she 
would document an E/M service in a nonteaching setting. 
 
Where a resident has written notes, the teaching physician’s note may reference the 
resident’s note.  The teaching physician must document that he/she performed the critical 
or key portion(s) of the service, and that he/she was directly involved in the management 
of the patient.  For payment, the composite of the teaching physician’s entry and the 
resident’s entry together must support the medical necessity of the billed service and the 
level of the service billed by the teaching physician. 
 
Scenario 2: 
 
The resident performs the elements required for an E/M service in the presence of, or 
jointly with, the teaching physician and the resident documents the service.  In this case, 
the teaching physician must document that he/she was present during the performance of 
the critical or key portion(s) of the service and that he/she was directly involved in the 
management of the patient.  The teaching physician’s note should reference the resident’s 
note.  For payment, the composite of the teaching physician’s entry and the resident’s 
entry together must support the medical necessity and the level of the service billed by 
the teaching physician. 
 
Scenario 3: 
 
The resident performs some or all of the required elements of the service in the absence 
of the teaching physician and documents his/her service.  The teaching physician 
independently performs the critical or key portion(s) of the service with or without the 
resident present and, as appropriate, discusses the case with the resident.  In this instance, 
the teaching physician must document that he/she personally saw the patient, personally 
performed critical or key portions of the service, and participated in the management of 
the patient.  The teaching physician’s note should reference the resident’s note.  For 
payment, the composite of the teaching physician’s entry and the resident’s entry together 
must support the medical necessity of the billed service and the level of the service billed 
by the teaching physician. 
 
Scenario 4: 
 







When a medical resident admits a patient to a hospital late at night and the teaching 
physician does not see the patient until later, including the next calendar day: 
 


• The teaching physician must document that he/she personally saw 
the patient and participated in the management of the patient.  The 
teaching physician may   reference the resident's note in lieu of re-
documenting the history of present illness, exam, medical decision-
making, review of systems and/or past family/social history 
provided that the patient's condition has not changed, and the 
teaching physician agrees with the resident's note. 


 
• The teaching physician's note must reflect changes in the patient's 


condition and clinical course that require that the resident's note 
be  amended with further information to address the patient’s 
condition and course at the time the patient is seen personally by 
the teaching physician. 


 
• The teaching physician’s bill must reflect the date of service he/she 


saw the patient and his/her personal work of obtaining a history, 
performing a physical, and participating in medical decision-
making regardless of whether  the combination of the teaching 
physician’s and resident’s documentation satisfies criteria for a 
higher level of service.  For payment, the composite of the 
teaching physician’s entry and the resident’s entry together must 
support the medical necessity of the billed service and the level of 
the service billed by the teaching physician. 


 
Following are examples of minimally acceptable documentation for each of these 
scenarios: 
 
Scenario 1: 
 
Admitting Note:  “I performed a history and physical examination of the patient and 
discussed his management with the resident.  I reviewed the resident’s note and agree 
with the documented findings and plan of care.” 
 
Follow-up Visit:  “Hospital Day #3.  I saw and evaluated the patient.  I agree with the 
findings and the plan of care as documented in the resident’s note.” 
 
Follow-up Visit:  “Hospital Day #5.  I saw and examined the patient.  I agree with the 
resident’s note except the heart murmur is louder, so I will obtain an echo to evaluate.” 
 


(NOTE:  In this scenario if there are no resident notes, the teaching physician must 
document as he/she would document an E/M service in a non-teaching setting.) 
 


Scenario 2: 







 
Initial or Follow-up Visit:  “I was present with the resident during the history and exam.  
I discussed the case with the resident and agree with the findings and plan as documented 
in the resident’s note.” 
 
Follow-up Visit:  “I saw the patient with the resident and agree with the resident’s 
findings and plan.” 
 
Scenarios 3 and 4: 
 
Initial Visit:  “I saw and evaluated the patient.  I reviewed the resident’s note and agree, 
except that picture is more consistent with pericarditis than myocardial ischemia.  Will 
begin NSAIDs.” 
 
Initial or Follow-up Visit:  “I saw and evaluated the patient.  Discussed with resident and 
agree with resident’s findings and plan as documented in the resident’s note.” 
 
Follow-up Visit:  “See resident’s note for details.  I saw and evaluated the patient and 
agree with the resident’s finding and plans as written.” 
 
Follow-up Visit:  “I saw and evaluated the patient.  Agree with resident’s note but lower 
extremities are weaker, now 3/5; MRI of L/S Spine today.” 
 
Following are examples of unacceptable documentation: 
 
“Agree with above.”, followed by legible countersignature or identity; 
 
“Rounded, Reviewed, Agree.”, followed by legible countersignature or identity; 
 
“Discussed with resident.  Agree.”, followed by legible countersignature or identity; 
 
“Seen and agree.”, followed by legible countersignature or identity; 
 
“Patient seen and evaluated.”, followed by legible countersignature or identity; and 
 
A legible countersignature or identity alone. 
 
Such documentation is not acceptable, because the documentation does not make it 
possible to determine whether the teaching physician was present, evaluated the patient, 
and/or had any involvement with the plan of care. 
 
B. E/M Service Documentation Provided By Students 
 
Any contribution and participation of a student to the performance of a billable service 
(other than the review of systems and/or past family/social history which are not 
separately billable, but are taken as part of an E/M service) must be performed in the 







physical presence of a teaching physician or physical presence of a resident in a service 
meeting the requirements set forth in this section for teaching physician billing. 
 
Students may document services in the medical record.  However, the teaching physician 
must verify in the medical record all student documentation or findings, including 
history, physical exam and/or medical decision making.  The teaching physician must 
personally perform (or re-perform) the physical exam and medical decision making 
activities of the E/M service being billed, but may verify any student documentation of 
them in the medical record, rather than re-documenting this work. 
 
C. Exception for E/M Services Furnished in Certain Primary Care Centers 
 
Teaching physicians providing E/M services with a GME program granted a primary care 
exception may bill Medicare for lower and mid-level E/M services provided by residents.  
For the E/M codes listed below, teaching physicians may submit claims for services 
furnished by residents in the absence of a teaching physician: 
 
 


New Patient Established Patient 
99201 99211 
99202 99212 
99203 99213 


 
Effective January 1, 2005, the following code is included under the primary care 
exception:  HCPCS code G0402 (Initial preventive physical examination; face-to-face 
visit services limited to new beneficiary during the first 12 months of Medicare 
enrollment). 
 
Effective January 1, 2011, the following codes are included under the primary care 
exception: HCPCS codes G0438 (Annual wellness visit, including personal preventive 
plan service, first visit) and G0439 (Annual wellness visit, including personal preventive 
plan service, subsequent visit). 
 
If a service other than those listed above needs to be furnished, then the general teaching 
physician policy set forth in §100.1 applies.  For this exception to apply, a center must 
attest in writing that all the following conditions are met for a particular residency 
program.  Prior approval is not necessary, but centers exercising the primary care 
exception must maintain records demonstrating that they qualify for the exception. 
 
The services must be furnished in a center located in the outpatient department of a 
hospital or another ambulatory care entity in which the time spent by residents in patient 
care activities is included in determining direct GME payments to a teaching hospital by 
the hospital’s A/B MAC (A).  This requirement is not met when the resident is assigned 
to a physician’s office away from the center or makes home visits.  In the case of a 
nonhospital entity, verify with the A/B MAC (A) that the entity meets the requirements 







of a written agreement between the hospital and the entity set forth at 42 CFR 
413.78(e)(3)(ii). 
 
Under this exception, residents providing the billable patient care service without the 
physical presence of a teaching physician must have completed at least 6 months of a 
GME approved residency program.  Centers must maintain information under the 
provisions at 42 CFR 413.79(a)(6). 
 
Teaching physicians submitting claims under this exception may not supervise more than 
four residents at any given time and must direct the care from such proximity as to 
constitute immediate availability. Teaching physicians may include residents with less 
than 6 months in a GME approved residency program in the mix of four residents under 
the teaching physician’s supervision.  However, the teaching physician must be 
physically present for the critical or key portions of services furnished by the residents 
with less than 6 months in a GME approved residency program.  That is, the primary care 
exception does not apply in the case of residents with less than 6 months in a GME 
approved residency program. 
 
Teaching physicians submitting claims under this exception must: 
 


• Not have other responsibilities (including the supervision of other personnel) at 
the time the service was provided by the resident; 


 
• Have the primary medical responsibility for patients cared for by the residents; 
 
• Ensure that the care provided was reasonable and necessary; 
 
• Review the care provided by the resident during or immediately after each visit.  


This must include a review of the patient’s medical history, the resident’s findings 
on physical examination, the patient’s diagnosis, and treatment plan (i.e., record 
of tests and therapies); and 


 
• Document the extent of his/her own participation in the review and direction of 


the services furnished to each patient. 
 


Patients under this exception should consider the center to be their primary location for 
health care services.  The residents must be expected to generally provide care to the 
same group of established patients during their residency training.  The types of services 
furnished by residents under this exception include: 
 


• Acute care for undifferentiated problems or chronic care for ongoing conditions 
including chronic mental illness; 


 
• Coordination of care furnished by other physicians and providers; and, 
 
• Comprehensive care not limited by organ system or diagnosis. 







 
Residency programs most likely qualifying for this exception include family practice, 
general internal medicine, geriatric medicine, pediatrics, and obstetrics/gynecology. 
 
Certain GME programs in psychiatry may qualify in special situations such as when the 
program furnishes comprehensive care for chronically mentally ill patients.  These would 
be centers in which the range of services the residents are trained to furnish, and actually 
do furnish, include comprehensive medical care as well as psychiatric care.  For example, 
antibiotics are being prescribed as well as psychotropic drugs. 
 
100.1.2 - Surgical Procedures 
(Rev. 2303, Issued: 09-14-11, Effective: 06-01-11, Implementation: 07-26-11) 
 
In order to bill for surgical, high-risk, or other complex procedures, the teaching 
physician must be present during all critical and key portions of the procedure and be 
immediately available to furnish services during the entire procedure. 
 
A. Surgery (Including Endoscopic Operations) 
 
The teaching surgeon is responsible for the preoperative, operative, and postoperative 
care of the beneficiary.  The teaching physician’s presence is not required during the 
opening and closing of the surgical field unless these activities are considered to be 
critical or key portions of the procedure.  The teaching surgeon determines which 
postoperative visits are considered key or critical and require his or her presence.  If the 
postoperative period extends beyond the patient’s discharge and the teaching surgeon is 
not providing the patient’s follow-up care, then instructions on billing for less than the 
global package in §40 apply.  During non-critical or non-key portions of the surgery, if 
the teaching surgeon is not physically present, he/she must be immediately available to 
return to the procedure, i.e., he/she cannot be performing another procedure.  If 
circumstances prevent a teaching physician from being immediately available, then 
he/she must arrange for another qualified surgeon to be immediately available to assist 
with the procedure, if needed. 
 
1. Single Surgery 
 
When the teaching surgeon is present for the entire surgery, his or her presence may be 
demonstrated by notes in the medical records made by the physician, resident, or 
operating room nurse.  For purposes of this teaching physician policy, there is no required 
information that the teaching surgeon must enter into the medical records. 
 
2. Two Overlapping Surgeries 
 
In order to bill Medicare for two overlapping surgeries, the teaching surgeon must be 
present during the critical or key portions of both operations.  Therefore, the critical or 
key portions may not take place at the same time.  When all of the key portions of the 
initial procedure have been completed, the teaching surgeon may begin to become 







involved in a second procedure.  The teaching surgeon must personally document in the 
medical record that he/she was physically present during the critical or key portion(s) of 
both procedures.  When a teaching physician is not present during non-critical or non-key 
portions of the procedure and is participating in another surgical procedure, he/she must 
arrange for another qualified surgeon to immediately assist the resident in the other case 
should the need arise.  In the case of three concurrent surgical procedures, the role of the 
teaching surgeon (but not anesthesiologist) in each of the cases is classified as a 
supervisory service to the hospital rather than a physician service to an individual patient 
and is not payable under the physician fee schedule. 
 
3. Minor Procedures 
 
For procedures that take only a few minutes (five minutes or less) to complete, e.g., 
simple suture, and involve relatively little decision making once the need for the 
operation is determined, the teaching surgeon must be present for the entire procedure in 
order to bill for the procedure. 
 
4. Anesthesia 
 
Medicare pays at the regular fee schedule level if a teaching anesthesiologist is involved 
in a single procedure with one resident.  The teaching physician must document in the 
medical records that he/she was present during all critical (or key) portions of the 
procedure.  The teaching physician’s physical presence during only the preoperative or 
postoperative visits with the beneficiary is not sufficient to receive Medicare payment. If 
an anesthesiologist is involved in concurrent procedures with more than one resident or 
with a resident and a nonphysician anesthetist and the service is furnished prior to 
January 1, 2010, Medicare pays for the anesthesiologist’s services as medical direction. 
 
In those cases where the teaching anesthesiologist is involved in two concurrent 
anesthesia cases with residents on or after January 1, 2004, the teaching anesthesiologist 
may bill the usual base units and anesthesia time for the amount of time he/she is present 
with the resident.  The teaching anesthesiologist can bill base units if he/she is present 
with the resident throughout pre and post anesthesia care.  The teaching anesthesiologist 
should use the “AA” modifier to report such cases.  The teaching anesthesiologist must 
document his/her involvement in cases with residents.  The documentation must be 
sufficient to support the payment of the fee and available for review upon request. 
 
For anesthesia services furnished on or after January 1, 2010, payment may be made 
under the Medicare physician fee schedule at the regular fee schedule level if the teaching 
anesthesiologist is involved in the training of a resident in a single anesthesia case, two 
concurrent anesthesia cases involving residents, or a single anesthesia case involving a 
resident that is concurrent to another case paid under the medical direction rules.  To 
qualify for payment, the teaching anesthesiologist, or different anesthesiologists in the 
same anesthesia group, must be present during all critical or key portions of the 
anesthesia service or procedure involved.  The teaching anesthesiologist (or another 
anesthesiologist with whom the teaching physician has entered into an arrangement) must 







be immediately available to furnish anesthesia services during the entire procedure.  The 
documentation in the patient’s medical records must indicate the teaching physician’s 
presence during all critical or key portions of the anesthesia procedure and the immediate 
availability of another teaching anesthesiologist as necessary. 
 
If different teaching anesthesiologists are present with the resident during the key or 
critical periods of the resident case, the NPI of the teaching anesthesiologist who started 
the case must be indicated in the appropriate field on the claim form. 
 
The teaching anesthesiologist should use the “AA” modifier and the “GC” certification 
modifier to report such cases.  See §50 B. and §0 K. 
 
5. Endoscopy Procedures 
 
To bill Medicare for endoscopic procedures (excluding endoscopic surgery that follows 
the surgery policy in subsection A, above), the teaching physician must be present during 
the entire viewing.  The entire viewing starts at the time of insertion of the endoscope and 
ends at the time of removal of the endoscope.  Viewing of the entire procedure through a 
monitor in another room does not meet the teaching physician presence requirement. 
 
6. Interpretation of Diagnostic Radiology and Other Diagnostic Tests 
 
Medicare pays for the interpretation of diagnostic radiology and other diagnostic tests if 
the interpretation is performed by or reviewed with a teaching physician.  If the teaching 
physician’s signature is the only signature on the interpretation, Medicare assumes that 
he/she is indicating that he/she personally performed the interpretation.  If a resident 
prepares and signs the interpretation, the teaching physician must indicate that he/she has 
personally reviewed the image and the resident’s interpretation and either agrees with it 
or edits the findings.  Medicare does not pay for an interpretation if the teaching 
physician only countersigns the resident’s interpretation. 
 
100.1.3 - Psychiatry 
(Rev. 811, Issued: 01-13-06, Effective: 01-01-06, Implementation: 02-13-06) 
 
The general teaching physician policy set forth in §100.1 applies to psychiatric services.  
For certain psychiatric services, the requirement for the presence of the teaching 
physician during the service may be met by concurrent observation of the service by use 
of a one-way mirror or video equipment.  Audio-only equipment does not satisfy to the 
physical presence requirement.  In the case of time-based services such as individual 
medical psychotherapy, see §100.1.4, below.  Further, the teaching physician supervising 
the resident must be a physician, i.e., the Medicare teaching physician policy does not 
apply to psychologists who supervise psychiatry residents in approved GME programs. 
 
100.1.4 - Time-Based Codes 
(Rev. 811, Issued: 01-13-06, Effective: 01-01-06, Implementation: 02-13-06) 
 







For procedure codes determined on the basis of time, the teaching physician must be 
present for the period of time for which the claim is made.  For example, a code that 
specifically describes a service of from 20 to 30 minutes may be paid only if the teaching 
physician is physically present for 20 to 30 minutes.  Do not add time spent by the 
resident in the absence of the teaching physician to time spent by the resident and 
teaching physician with the beneficiary or time spent by the teaching physician alone 
with the beneficiary.  Examples of codes falling into this category include: 
 


• Individual medical psychotherapy (HCPCS codes 90804 - 90829); 
 
• Critical care services (CPT codes 99291-99292); 


 
• Hospital discharge day management (CPT codes 99238-99239); 


 
• E/M codes in which counseling and/or coordination of care dominates (more than 


50 percent) of the encounter, and time is considered the key or controlling factor 
to qualify for a particular level of E/M service; 


 
• Prolonged services (CPT codes 99358-99359); and 


 
• Care plan oversight (HCPCS codes G0181 - G0182). 


 
100.1.5 - Other Complex or High-Risk Procedures 
(Rev. 1, 10-01-03) 
 
In the case of complex or high-risk procedures for which national Medicare policy,  local 
policy, or the CPT description indicate that the procedure requires personal (in person) 
supervision of its performance by a physician, pay for the physician services associated 
with the procedure only when the teaching physician is present with the resident.  The 
presence of the resident alone would not establish a basis for fee schedule payment for 
such services.  These procedures include interventional radiologic and cardiologic 
supervision and interpretation codes, cardiac catheterization, cardiovascular stress tests, 
and trans-esophageal echocardiography. 
 
100.1.6 - Miscellaneous 
(Rev. 1458, Issued: 02-22-08, Effective: 03-24-08, Implementation: 03-24-08) 
 
In the case of maternity services furnished to women who are eligible for Medicare, 
apply the physician presence requirement for both types of delivery as A/B MACs (B) 
would for surgery.  In order to bill for the procedure, the teaching physician must be 
present for the delivery.  These procedure codes are somewhat different from other 
surgery codes in that there are separate codes for global obstetrical care (prepartum, 
delivery, and postpartum) and for deliveries only.  In situations in which the teaching 
physician’s only involvement was at the time of delivery, the teaching physician should 
bill the delivery only code.  In order to bill for the global procedures, the teaching 
physician must be present for the minimum indicated number of visits when such a 







number is specified in the description of the code.  This policy differs from the policy on 
general surgical procedures under which the teaching physician is not required to be 
present for a specified number of visits. 
 
In the case of end stage renal related visits furnished under the monthly capitation 
payment method (MCP), the physician presence policy as discussed in §100.1 applies.  
Patient visits furnished by residents may be counted toward the MCP visits if the teaching 
MCP physician is physically present during the visit. The teaching physician may utilize 
the resident’s notes, however the teaching physician must document his or her physical 
presence during the visit(s) furnished by the resident and that he or she reviewed the 
resident’s notes.  The teaching physician could document these criteria as part of an 
extensive once a month MCP note. 
 
100.1.7 - Assistants at Surgery in Teaching Hospitals 
(Rev. 811, Issued: 01-13-06, Effective: 01-01-06, Implementation: 02-13-06) 
 
A. General 
 
A/B MACs (B) do not pay for the services of assistants at surgery furnished in a teaching 
hospital which has a training program related to the medical specialty required for the 
surgical procedure and has a qualified resident available to perform the service unless the 
requirements of one of subsections C, D, or E are met. Each teaching hospital has a 
different situation concerning numbers of residents, qualifications of residents, duties of 
residents, and types of surgeries performed. 
 
Contact those affected by these instructions to learn the circumstances in individual 
teaching hospitals.  There may be some teaching hospitals in which A/B MACs (B) can 
apply a presumption about the availability of a qualified resident in a training program 
related to the medical specialty required for the surgical procedures, but there are other 
teaching hospitals in which there are often no qualified residents available.  This may be 
due to their involvement in other activities, complexity of the surgery, numbers of 
residents in the program, or other valid reasons. A/B MACs (B) process assistant at 
surgery claims for services furnished in teaching hospitals on the basis of the following 
certification by the assistant, or through the use of modifier -82 which indicates that a 
qualified resident surgeon was not available.  This certification is for use only when the 
basis for payment is the unavailability of qualified residents. 
 


I understand that §1842(b)(7)(D) of the Act (follow the link and select the applicable 
title) generally prohibits Medicare physician fee schedule payment for the services 
of assistants at surgery in teaching hospitals when qualified residents are available to 
furnish such services. I certify that the services for which payment is claimed were 
medically necessary and that no qualified resident was available to perform the 
services. I further understand that these services are subject to post-payment review 
by the A/B MAC (B). 
 



http://www.ssa.gov/OP_Home/ssact/title18/1800.htm





A/B MACs (B) retain the claim and certification for four years and conduct post-payment 
reviews as necessary.  For example, A/B MACs (B) investigate situations in which it is 
always certified that there are no qualified residents available, and undertake recovery if 
warranted. 
 
Assistant at surgery claims denied based on these instructions do not qualify for payment 
under the limitation on liability provision. 
 
B. Definition 
 
An assistant at surgery is a physician who actively assists the physician in charge of a 
case in performing a surgical procedure.  (Note that a nurse practitioner, physician 
assistant or clinical nurse specialist who is authorized to provide such services under 
State law can also serve as an assistant at surgery).  The conditions for coverage of such 
services in teaching hospitals are more restrictive than those in other settings because of 
the availability of residents who are qualified to perform this type of service. 
 
C. Exceptional Circumstances 
 
Payment may be made for the services of assistants at surgery in teaching hospitals, 
subject to the special limitation in §20.4.3 notwithstanding the availability of a qualified 
resident to furnish the services.  There may be exceptional medical circumstances (e.g., 
emergency, life-threatening situations such as multiple traumatic injuries) which require 
immediate treatment.  There may be other situations in which the medical staff may find 
that exceptional medical circumstances justify the services of a physician assistant at 
surgery even though a qualified resident is available. 
 
D. Physicians Who Do Not Involve Residents in Patient Care 
 
Payment may be made for the services of assistants at surgery in teaching hospitals, 
subject to the limitations in §20.4.3, above, if the primary surgeon has an across-the-
board policy of never involving residents in the preoperative, operative, or postoperative 
care of his or her patients.  Generally, this exception is applied to community physicians 
who have no involvement in the hospital’s GME program.  In such situations, payment 
may be made for reasonable and necessary services on the same basis as would be the 
case in a nonteaching hospital.  However, if the assistant is not a physician primarily 
engaged in the field of surgery, no payment be made unless either of the criteria of 
subsection E is met. 
 
E. Multiple Physician Specialties Involved in Surgery 
 
Complex medical procedures, including multistage transplant surgery and coronary 
bypass, may require a team of physicians. In these situations, each of the physicians 
performs a unique, discrete function requiring special skills integral to the total 
procedure.  Each physician is engaged in a level of activity different from assisting the 
surgeon in charge of the case.  The special payment limitation in §20.4.3 is not applied.  







If payment is made on the basis of a single team fee, additional claims are denied.  The 
A/B MAC (B) will determine which procedures performed in the service area require a 
team approach to surgery.  Team surgery is paid for on a “By Report” basis. 
 
The services of physicians of different specialties may be necessary during surgery when 
each specialist is required to play an active role in the patient’s treatment because of the 
existence of more than one medical condition requiring diverse, specialized medical 
services.  For example, a patient’s cardiac condition may require a cardiologist be present 
to monitor the patient’s condition during abdominal surgery.  In this type of situation, the 
physician furnishing the concurrent care is functioning at a different level than that of an 
assistant at surgery, and payment is made on a regular fee schedule basis. 
 
100.1.8 - Physician Billing in the Teaching Setting 
(Rev. 2303, Issued: 09-14-11, Effective: 06-01-11, Implementation: 07-26-11) 
 
A. A/B MAC (B) Claims 
 
The method by which services performed in a teaching setting must be billed is 
determined by the manner in which reimbursement is made for such services.  For A/B 
MACs (B), the shared system suspends claims submitted by a teaching physician, for 
review. 
 
B. Billing Modifiers 
 
Effective January 1, 1997, services furnished by teaching physicians involving a resident 
in the care of their patients must be identified as such on the claim.  To be payable, 
claims for services furnished by teaching physicians involving a resident must comply 
with the requirements in sections 100.1 through 100.1.6 of this chapter, as applicable.  
Claims for services meeting these requirements must show either the GC or GE modifier 
as appropriate and described below. 
 
1. Teaching Physician Services that Meet the Requirement for Presence During the 
Key/Critical Portion of the Service 
 
Claims for teaching physician services in compliance with the requirements outlined in 
sections 100.1 -100.1.6 of this chapter must include a GC modifier for each service, 
unless the service is furnished under the primary care center exception described in 
section 100.1.1C (refer to number 2, below).  When a physician (or other appropriate 
billing provider) places the GC modifier on the claim, he/she is certifying that the 
teaching physician has complied with the requirements in sections 100.1 through 100.1.6. 
 
2. Teaching Physician Services Under the Exception for E/M Services Furnished in 
Primary Care Centers 
 
Teaching physicians who meet the requirements in section 100.1.1C of this chapter must 
provide their A/B MAC (B) with an attestation that they meet the requirements. Claims 







for services furnished by teaching physicians under the primary care center exception 
must include the GE modifier on the claim for each service furnished under the primary 
care center exception. 
 
100.2 - Interns and Residents 
(Rev. 1, 10-01-03) 
B3-2020.8, B3-8030 
 
An attending physician’s services to beneficiaries in a teaching setting are covered under 
the supplementary medical insurance program.  Many physicians rendering such services 
are on the faculty of a medical school or have arrangements with providers to supervise 
and teach interns and residents.  Payment may be made for professional services to a 
beneficiary by an “attending” physician where the attending physician provides personal 
identifiable direction to interns or residents who are participating in the care of this 
patient. 
 
See the Medicare Benefit Policy Manual, Chapter 15, for services furnished by interns 
and residents within and outside the scope of an approved training program. 
 
110 - Physician Assistant (PA) Services Payment Methodology 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
See chapter 15, section 190 of the Medicare Benefit Policy Manual, pub. 100-02, for 
coverage policy for physician assistant (PA) services. 
 
Physician assistant services are paid at 80 percent of the lesser of the actual charge or 85 
percent of what a physician is paid under the Medicare Physician Fee Schedule. There is 
a separate payment policy for paying for PA assistant-at-surgery services.  See section 
110.2 of this chapter. 
 
110.1 - Global Surgical Payments 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
When a PA furnishes services to a patient during a global surgical period, A/B MACs (B) 
shall determine the level of PA involvement in furnishing part of the surgeon’s global 
surgical package consistent with their current practice for processing such claims.  PA 
services furnished during a global surgical period shall be paid at 80 percent of the lesser 
of the actual charge or 85 percent of what a physician is paid under the Medicare 
Physician Fee Schedule.  Billing requirements and adjudication of claims requirements 
for global surgeries are under chapter 12, sections 40.2 and 40.4 of the Medicare Claims 
Processing Manual, pub. 100-04. 
 
110.2 - Limitations for Assistant-at-Surgery Services Furnished by 
Physician Assistants 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 







Medicare law at section 1833(a)(1)(O) of the Social Security Act authorizes payment for  
services that a PA furnishes as an assistant-at-surgery.  Specifically, when a PA actively 
assists a physician in performing a surgical procedure and furnishes more than just 
ancillary services, the PA’s services are eligible for payment as assistant-at-surgery 
services.  For additional policy requirements concerning assistant-at-surgery services 
furnished by physicians and nonphysician practitioners, see chapter 12, section 20.4.3 of 
the Medicare Claims Processing Manual, pub. 100-04. 
 
The A/B MAC (B) shall pay covered PA assistant-at-surgery services at 80 percent of the 
lesser of the actual charge or 85 percent of what a physician is paid under the Medicare 
Physician Fee Schedule.  Since physicians are paid at 16 percent of the surgical payment 
amount under the Medicare Physician Fee Schedule for assistant-at-surgery services, the 
actual payment amount that PAs receive for assistant-at-surgery services is 13.6 percent 
of the amount paid to physicians. 
 
The AS modifier must be reported on the claim form when billing PA assistant-at-surgery 
services. 
 
 
110.3 - Outpatient Mental Health Treatment Limitation 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
In general, payment for covered PA services is made at 80 percent of the lesser of the 
actual charge or 85 percent of what a physician is paid under the Medicare Physician Fee 
Schedule.  The A/B MAC (B) must apply the outpatient mental health treatment 
limitation (the limitation) to all covered mental health therapeutic services furnished by 
PAs. 
 
Refer to §210 below for a complete discussion of the limitation. 
 
110.4 - PA Billing to the A/B MAC (B) 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
A. PA Identification 
 
PAs must have their own “nonphysician practitioner” national provider identification 
number (NPI) number.  This NPI is used for identification purposes only when billing for 
PA services, because only an appropriate PA employer or, a provider/supplier for whom 
the PA furnishes services as an independent contractor can bill for PA services.  Specialty 
code 97 applies for PAs enrolled in Medicare. 
 
B. Assignment Requirement 
 
All claims for PA services must be made on an assignment basis.  If any person or entity 
(PA employer or, a provider/supplier for whom the PA furnishes services as an 
independent contractor) knowingly and willfully bills the beneficiary an amount in excess 







of the appropriate coinsurance and deductible, the responsible party is subject to a civil 
monetary penalty not to exceed $2,000 for each such bill or request for payment. 
 
120 - Nurse Practitioner (NP) and Clinical Nurse Specialist (CNS) 
Services Payment Methodology 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
See chapter 15, sections 200 and 210 of the Medicare Benefit Policy Manual, pub. 100-
02, for coverage policy for NP and CNS services. 
 
A. General Payment 
 
In general, NPs and CNSs are paid for covered services at 80 percent of the lesser of the 
actual charge or 85 percent of what a physician is paid under the Medicare Physician Fee 
Schedule.  There is a separate payment policy for paying for NP and CNS assistant-at-
surgery services.  See section 120.1 of this chapter. 
 
B. Global Surgical Payments 
 
When a NP or CNS furnish services to a patient during a global surgical period, A/B 
MACs (B) shall determine the level of NP or CNS involvement in furnishing part of the 
surgeon’s global surgical package consistent with their current practice for processing 
such claims.  NP or CNS services furnished during a global surgical period shall be paid 
at 80 percent of the lesser of the actual charge or 85 percent of what a physician is paid 
under the Medicare Physician Fee Schedule.  Billing requirements and adjudication of 
claims requirements for global surgeries are under chapter 12, sections 40.2 and 40.4 of 
the Medicare Claims Processing Manual, Pub. 100-04. 
 
120.1 - Limitations for Assistant-at-Surgery Services Furnished by 
Nurse Practitioners and Clinical Nurse Specialists 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
Medicare law at section 1833(a)(1)(O) of the Social Security Act authorizes payment for  
services that NPs and CNSs furnish as an assistant-at-surgery.  Specifically, when a NP 
or CNS actively assists a physician in performing a surgical procedure and furnishes 
more than just ancillary services, the NP’s and CNSs’ services are eligible for payment as 
assistant-at-surgery services.  For additional policy requirements concerning assistant-at-
surgery services furnished by physicians and nonphysician practitioners, see chapter 12, 
section 20.4.3 of the Medicare Claims Processing Manual, Pub. 100-04. 
 
The A/B MAC (B) shall pay covered NP and CNS assistant-at-surgery services at 80 
percent of the lesser of the actual charge or 85 percent of the 16 percent that a physician 
is paid under the Medicare Physician Fee Schedule.  Since physicians are paid at 16 
percent of the surgical payment amount under the Medicare Physician Fee Schedule for 
assistant-at-surgery services, the actual payment amount that NPs and CNSs receive for 
assistant-at-surgery services is 13.6 percent of the amount paid to physicians. 







 
Only the AS modifier must be reported on the claim form when a NP or CNS bills 
assistant-at-surgery services. 
 
120.2 - Outpatient Mental Health Treatment Limitation 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
The A/B MAC (B) must apply the outpatient mental health treatment limitation (the 
limitation) to all covered mental health therapeutic services furnished by NPs and CNSs.  
Refer to §210, below, for a discussion of the limitation. 
 
120.3 - NP and CNS Billing to the A/B MAC (B) 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
A. NP and CNS Identification 
 
NPs and CNSs must have their own “nonphysician practitioner” national provider 
identification (NPI) number for billing purposes.  NPs enrolling in Medicare use specialty 
code 50 and CNSs use specialty code 89. 
 
B. Assignment Requirement 
 
All claims for NP and CNS services must be made on an assignment basis.  Payment may 
be made directly to a NP or CNS for their professional services when furnished in 
collaboration with a physician.  If any person or entity (employer, NP or CNS) knowingly 
and willfully bills the beneficiary an amount in excess of the appropriate coinsurance and 
deductible, the responsible party is subject to a civil monetary penalty not to exceed 
$2,000 for each such bill or request for payment. 
 
130 - Nurse-Midwife Services 
(Rev. 1, 10-01-03) 
 
B3-16004, 5257 
 
See the Medicare Benefit Policy Manual, Chapter 15, for coverage policy for nurse-
midwife services. 
 
130.1 - Payment for Certified Nurse-Midwife Services 
(Rev. 2024, Issued: 08-06-10, Effective: 01-01-11, Implementation: 01-03-11) 
 
Payment for certified nurse-midwife (CNM) services is made directly to CNMs for their 
professional services, and for services furnished incident to their professional services.  
Also, CNMs are required to accept assigned payment for their services.  Accordingly, 
when CNMs bill for their services under specialty code 42, billing does not have to flow 
through a physician or facility unless the CNM reassigns their benefits to another billing 







entity.  For reassigned CNM services, the entity bills for CNM services using the 
specialty code 42 to signify that payment for CNM services is being claimed. 
 
Prior to December 31, 1991, Medicare Part B payment for CNM services was made at 80 
percent of the lesser of the actual charge or, under a fee schedule that did not exceed 65 
percent of the prevailing charge.  This payment methodology changed and effective 
January 1, 1992, until December 31, 2010, payment for CNM services is made at 80 
percent of the lesser of the actual charge, or 65 percent of the physician fee schedule 
amount for the same service performed by a physician.  However, effective on and after 
January 1, 2011, payment for CNM services is made at 80 percent of the lesser of the 
actual charge, or 100 percent of the physician fee schedule amount for the same service 
performed by a physician. 
 
Payment for covered drugs and biologicals furnished incident to CNMs’ services is made 
according to the Part B drug/biological payment methodology.  Covered clinical 
diagnostic lab services furnished by CNMs are paid according to the clinical diagnostic 
lab fee schedule.  Also, when CNMs furnish outpatient treatment services for mental 
illnesses, these services could be subject to the outpatient mental health treatment 
limitation (the limitation).  The appropriate percentage payment reduction under the 
limitation is applied first to the approved amount for the mental health treatment services 
before the actual payment amount is determined for the CNMs’ services.  Please refer to 
§210 of this manual to determine the appropriate percentage payment reduction under the 
limitation. 
 
130.2 - Global Allowances 
(Rev. 2024, Issued: 08-06-10, Effective: 01-01-11, Implementation: 01-03-11) 
 
When a certified nurse-midwife is providing most of the care to a Medicare beneficiary 
that is part of a global service and a physician also provides a portion of the care for this 
same global service, the fee paid to the CNM for his or her care is based on the portion of 
the global fee that would have been paid to the physician for the care provided by the 
CNM. 
 
For example, a CNM requests that the physician examine the beneficiary prior to 
delivery.  The CNM has furnished the ante partum care and intends to perform the 
delivery and post partum care.  The physician fee schedule amount for the physician’s 
total obstetrical care (global fee) is $1, 000.  The physician fee schedule amount for the 
physician’s office visit is $30.  The following calculation shows the maximum allowance 
for the CNM’s service: 
 
Physician fee schedule amount for total obstetrical care $1,000.00 
Physician fee schedule amount for visit - $30.00 
Result $ 970.00 
Fee schedule amount for certified nurse-midwife (65% x $970, 
effective January 1, 1992 thru December 31, 2010.) 


$ 630.50 
 







Fee schedule amount for certified nurse-midwife (100% x 970, 
effective January 1, 2011.) 


$970.00 


 
Therefore, the certified nurse-midwife would be paid no more than 80 percent of 
$630.50, or  
 
80 percent of $970.00 for services furnished on or after January 1, 2011, for the care of 
the beneficiary. 
 
This calculation also applies when a physician provides most of the services and calls in a 
certified nurse-midwife to provide a portion of the care. 
 
Physicians and certified nurse-midwives use reduced service modifiers to report that they 
have not provided all the services covered by the global allowance. 
 
140 - Qualified Nonphysician Anesthetist Services 
(Rev. 3883; Issued: 10-13-17; Effective: 01-16-18; Implementation: 01-16-18)  
 
Section 9320 of OBRA 1986 authorized payment under a fee schedule to certified 
registered nurse anesthetists (CRNAs) and anesthesiologists’ assistants. CRNAs and 
anesthesiologists’ assistants may bill Medicare directly for their services or have payment 
made to any individual or entity (such as a hospital, critical access hospital, physician, 
group practice, or ambulatory surgical center) with which the CRNA or anesthesiologist’s 
assistant has an employment or contractor relationship that provides for payment to be 
made to the individual or entity.   
 
 
140.1 - Qualified Nonphysician Anesthetists 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
For payment purposes, the term “qualified nonphysician anesthetist” is used to 
refer to both certified registered nurse anesthetists (CRNAs) and anesthesiologists’ 
assistants unless otherwise separately discussed.    
 
An anesthesiologist’s assistant means a person who: 


 
• Works under the direction of an anesthesiologist;  


 
• Is in compliance with all applicable requirements of State law, including 


any licensure requirements the state imposes on nonphysician anesthetists; 
and  
 


• Is a graduate of a medical school based anesthesiologist assistant 
educational program that –  


 







o Is accredited by the Committee on Allied Health Education and 
Accreditation;  
 
And  
 


o Includes approximately two years of specialized basic science and 
clinical education in anesthesia at a level that builds on a 
premedical undergraduate science background.   


 
A CRNA is a registered nurse who:  
 


• is licensed as a registered professional nurse by the State in which the nurse 
practices;  
 


• Meets any licensure requirements the State imposes with respect to 
nonphysician anesthetists;  
 


• Has graduated from a nurse anesthesia educational program that meets the 
standards of the Council on Accreditation of Nurse Anesthesia Programs; 
and 
 


• Meets the following criteria: 
o Has passed a certification examination of the Council on 


Certification of Nurse Anesthetists or the Council on Recertification 
of Nurse Anesthetists; 
 
Or  
 


o Is a graduate of a nurse anesthesia educational program that meets the 
standards of the Council of Accreditation of Nurse Anesthesia 
Educational Programs, and within 24 months of graduation, has passed 
a certification examination of the Council on Certification of Nurse 
Anesthetists or the Council on Recertification of Nurse Anesthetists. 
 
 


140.2 - Entity or Individual to Whom Fee Schedule is Payable 
for Qualified Nonphysician Anesthetists 
(Rev. 3883; Issued: 10-13-17; Effective: 01-16-18; Implementation: 01-16-18)  
 


Payment for the services of a qualified nonphysician anesthetist may be made directly to 
the qualified nonphysician anesthetist who furnished the anesthesia services or have 
payment made to any individual or entity (such as a hospital, critical access hospital, 
physician, group practice, or ambulatory surgical center) with which the CRNA or 
anesthesiologist’s assistant has an employment or contractor relationship that provides for 
payment to be made to the individual or entity.   
 







140.3 - Anesthesia Fee Schedule Payment for Qualified 
Nonphysician Anesthetists 
(Rev. 3883; Issued: 10-13-17; Effective: 01-16-18; Implementation: 01-16-18)  
 
Payment for the services furnished by qualified nonphysician anesthetists are subject 
to the usual Part B coinsurance and deductible, and are made only on an assignment 
basis. The assignment agreed to by the qualified nonphysician anesthetist is binding 
upon any other person or entity presenting a claim or request for payment for the 
service. Except for deductible and coinsurance amounts, any person who knowingly 
and willfully presents or causes to be presented to a Medicare beneficiary a bill or 
request for payment for services of a qualified nonphysician anesthetist for which 
payment may be made on an assignment-related basis is subject to civil monetary 
penalties. 
 
The fee schedule for anesthesia services furnished by qualified nonphysician 
anesthetists is the applicable locality-adjusted anesthesia conversion factor 
multiplied by the sum of allowable base and time units, as defined in §50 of this 
chapter.  
 
The allowance for an anesthesia service furnished by a qualified nonphysician 
anesthetist that meets the requirements for payment at the medically directed rate is 
based on a fixed percentage of the allowance recognized for the anesthesia service 
personally performed by the physician alone, as specified in §50 of this chapter.   
 
The anesthesia locality-adjusted conversion factor for anesthesia services furnished 
by a CRNA that does not meet the requirements for payment at the medically 
directed rate may not exceed the allowance for a service personally performed by a 
physician, as specified in §50 of this chapter.    
 


140.3.1 - Conversion Factors Used for Qualified Nonphysician 
Anesthetists 
(Rev. 3883; Issued: 10-13-17; Effective: 01-16-18; Implementation: 01-16-18)  
The anesthesia locality-adjusted conversion factors are updated by the update factor used 
to update physicians’ services under the physician fee schedule. They are generally 
published in November of the year preceding the year in which they apply. 
 


140.3.2 - Anesthesia Time and Calculation of Anesthesia Time Units 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
Anesthesia time means the time during which a qualified nonphysician anesthetist is 
present with the patient. It starts when the qualified nonphysician anesthetist begins to 
prepare the patient for anesthesia services in the operating room or an equivalent area 
and ends when the qualified nonphysician anesthetist is no longer furnishing anesthesia 
services to the patient, that is, when the patient may be placed safely under 







postoperative care. Anesthesia time is a continuous time period from the start of 
anesthesia to the end of an anesthesia service. In counting anesthesia time, the qualified 
nonphysician anesthetist can add blocks of time around an interruption in anesthesia 
time as long as the qualified nonphysician anesthetist is furnishing continuous 
anesthesia care within the time periods around the interruption. 


 


  140.3.3 - Billing Modifiers 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
The following modifiers are used by qualified nonphysician anesthetists when 
billing for anesthesia services: 


• QX – Qualified nonphysician anesthetist service: With medical direction by a 
physician. 


• QZ – CRNA service: Without medical direction by a physician.  
• QS – Monitored anesthesia care services  
• NOTE:  The QS modifier can be used by a physician or a qualified nonphysician 


anesthetist and is for informational purposes.  Providers must report actual 
anesthesia time and one of the payment modifiers on the claim. 


 
140.3.4 - General Billing Instructions 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
Claims for reimbursement for qualified nonphysician anesthetist services should be 
completed in accordance with existing billing instructions for anesthesiologists 
with the following additions. 


• If an employer-physician furnishes concurrent medical direction for a procedure 
involving CRNAs and the medical direction service is unassigned, the 
physician should bill on an assigned basis on a separate claim for the qualified 
nonphysician anesthetist service.  If the physician is participating or takes 
assignment, both services should be billed on one claim but as separate line 
items. 


 


• All claims forms must have the provider billing number of the qualified 
nonphysician anesthetist and/or the employer of the qualified nonphysician 
anesthetist performing the service in either block 24.H of the Form CMS-1500 
and/or block 31 as applicable.  Verify that the billing number is valid before 
making payment. 


 
Payments should be calculated in accordance with Medicare payment rules in 
§140.3. The A/B MAC must institute all necessary payment edits to assure that 
duplicate payments are not made to physicians for qualified nonphysician 
anesthetist services or to a qualified nonphysician anesthetist directly for bills 
submitted on their behalf by qualified billers. 







A CRNA is identified on the provider file by specialty code 43. An anesthesiologist’s 
assistant is identified on the provider file by specialty code 32. 
 
140.4 - Qualified Nonphysician Anesthetist Special Billing and Payment 
Situations 
(Rev. 2716, Issued: 05-30-13, Effective:01-01-13, Implementation: 02-12-13) 
 
140.4.1 - An Anesthesiologist and Qualified Nonphysician Anesthetist 
Work Together 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
A/B MACs will distribute educational releases and use other established means to 
ensure that anesthesiologists understand the requirements for medical direction of 
qualified nonphysician anesthetists. 
A/B MACs will perform reviews of payments for anesthesiology services to identify 
situations in which an excessive number of concurrent anesthesiology services may 
have been performed. They will use peer practice and their experience in developing 
review criteria. They will also periodically review a sample of claims for medical 
direction of four or fewer concurrent anesthesia procedures. During this process 
physicians may be requested to submit documentation of the names of procedures 
performed and the names of the anesthetists medically directed. 
Physicians who cannot supply the necessary documentation for the sample claims must 
submit documentation with all subsequent claims before payment will be made. 
 
140.4.2 - Qualified Nonphysician Anesthetist and an Anesthesiologist in 
a Single Anesthesia Procedure 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
Where a single anesthesia procedure involves both a physician medical direction 
service and the service of the medically directed qualified nonphysician anesthetist, the 
payment amount for the service of each is 50 percent of the allowance otherwise 
recognized had the service been furnished by the anesthesiologist alone.  For the single 
medically directed service, the physician will use the QY modifier and the qualified 
nonphysician anesthetist will use the QX modifier.   
 
In unusual circumstances when it is medically necessary for both the CRNA and the 
anesthesiologist to be completely and fully involved during a procedure, full payment for 
the services of each provider is allowed. The physician would report using the AA 
modifier and the CRNA would report using the QZ modifier.  Documentation must be 
submitted by each provider to support payment of the full fee. 
 
140.4.3 - Payment for Medical or Surgical Services Furnished by 
CRNAs 
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 







Payment shall be made for reasonable and necessary medical or surgical services 
furnished by CRNAs if they are legally authorized to perform these services in the State 
in which the services are furnished. Payment is determined under the physician fee 
schedule on the basis of the national physician fee schedule conversion factor, the 
geographic adjustment factor, and the resource-based relative value units for the medical 
or surgical service. 
 
 
140.5 - Payment for Anesthesia Services Furnished by a Teaching 
CRNA  
(Rev. 3747; Issued: 04-14-17; Effective: 01-01-17; Implementation: 05-15-17) 
Payment can be made under Part B to a teaching CRNA who supervises a single case 
involving a student nurse anesthetist where the CRNA is continuously present. The 
CRNA reports the service using the QZ modifier. No payment is made under Part B for 
the service provided by a student nurse anesthetist. 
 
The A/B MAC may allow payment, as follows, if a teaching CRNA is involved in 
cases with two student nurse anesthetists: 


 


• Recognize the full base units (assigned to the anesthesia code) where the 
teaching CRNA is present with the student nurse anesthetist throughout pre and 
post anesthesia care; and 


 


• Recognize the actual time the teaching CRNA is personally present with the 
student nurse anesthetist.  Anesthesia time may be discontinuous. For 
example, a teaching CRNA is involved in two concurrent cases with student 
nurse anesthetists. Case 1 runs from 9:00 a.m. to 11:00 a.m. and case 2 runs 
from 9:45a.m. to 11:30 a.m. The teaching CRNA is present in case 1 from 
9:00 a.m. to 9:30 a.m. and from 10:15 a.m. to 10:30 a.m. From 9:45 a.m. to 
10:14 a.m. and from 10:31 a.m. to 11:30 a.m., the CRNA is present in case 2. 
The CRNA may report 45 minutes of anesthesia time for case 1 (i.e., 3 time 
units) and 88 minutes (i.e., 5.9 units) of anesthesia time for case 2. 


 


The teaching CRNA must document his/her involvement in cases with student nurse 
anesthetists. The documentation must be sufficient to support the payment of the fee 
and available for review upon request. 


 
The teaching CRNA (not under the medical direction of a physician), can be paid for 
his or her involvement in each of two concurrent cases with student nurse 
anesthetists; allow payment at the regular fee schedule rate. The teaching CRNA 
reports the anesthesia service using the QZ modifier. 
 







To bill the anesthesia base units, the teaching CRNA must be present with the student 
nurse anesthetist during pre and post anesthesia care for each of the two cases.  To bill 
anesthesia time for each case, the teaching CRNA must continue to devote his or her time 
to the two concurrent cases and not be involved in other activities. The teaching CRNA 
can decide how to allocate his or her time to optimize patient care in the two cases based 
on the complexity of the anesthesia cases, the experience and skills of the student nurse 
anesthetists, and the patients’ health status and other factors.  The teaching CRNA must 
document his or her involvement in the cases with the student nurse anesthetists. 
 
150 - Clinical Social Worker (CSW) Services 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
See Medicare Benefit Policy Manual, Chapter 15, for coverage requirements. 
 
Assignment of benefits is required. 
 
Payment is at 75 percent of the physician fee schedule. 
 
CSWs are identified on the provider file by specialty code 80 and provider type 56. 
 
Medicare applies the outpatient mental health limitation to all covered therapeutic 
services furnished by qualified CSWs.  Refer to §210, below, for a discussion of the 
outpatient mental health limitation. 
 
160 - Independent Psychologist Services 
(Rev. 1, 10-01-03) 
B3-2150, B3-2070.2 
 
See the Medicare Benefit Policy Manual, Chapter 15, for coverage requirements. 
 
There are a number of types of psychologists.  Educational psychologists engage in 
identifying and treating education-related issues.  In contrast, counseling psychologists 
provide services that include a broader realm including phobias, familial issues, etc.  
Psychometrists are psychologists who have been trained to administer and interpret tests.  
However, clinical psychologists are defined as a provider of diagnostic and therapeutic 
services.  Because of the differences in services provided, services provided by 
psychologists who do not provide clinical services are subject to different billing 
guidelines.  One service often provided by nonclinical psychologist is diagnostic testing. 
 
NOTE: Diagnostic psychological testing services performed by persons who meet these 
requirements are covered as other diagnostic tests.  When, however, the psychologist is 
not practicing independently, but is on the staff of an institution, agency, or clinic, that 
entity bills for the diagnostic services. 
 
Expenses for such testing are not subject to the payment limitation on treatment for 
mental, psychoneurotic, and personality disorders.  Independent psychologists are not 







required by law to accept assignment when performing psychological tests.  However, 
regardless of whether the psychologist accepts assignment, he or she must report on the 
claim form the name and address of the physician who ordered the test. 
 
160.1 - Payment 
(Rev. 1, 10-01-03) 
 
Diagnostic testing services are not subject to the outpatient mental health limitation.  
Refer to §210, below, for a discussion of the outpatient mental health limitation. 
The diagnostic testing services performed by a psychologist (who is not a clinical 
psychologist) practicing independently of an institution, agency, or physician’s office are 
covered as other diagnostic tests if a physician orders such testing.  Medicare covers this 
type of testing as an outpatient service if furnished by any psychologist who is licensed or 
certified to practice psychology in the State or jurisdiction where he or she is furnishing 
services or, if the jurisdiction does not issue licenses, if provided by any practicing 
psychologist.  (It is CMS’ understanding that all States, the District of Columbia, and 
Puerto Rico license psychologists, but that some trust territories do not.  Examples of 
psychologists, other than clinical psychologists, whose services are covered under this 
provision include, but are not limited to, educational psychologists and counseling 
psychologists.) 
 
To determine whether the diagnostic psychological testing services of a particular 
independent psychologist are covered under Part B in States which have statutory 
licensure or certification, A/B MACs (B) must secure from the appropriate State agency a 
current listing of psychologists holding the required credentials.  In States or territories 
which lack statutory licensing and certification, A/B MACs (B) must check individual 
qualifications as claims are submitted.  Possible reference sources are the national 
directory of membership of the American Psychological Association, which provides 
data about the educational background of individuals and indicates which members are 
board-certified, and records and directories of the State or territorial psychological 
association.  If qualification is dependent on a doctoral degree from a currently accredited 
program, A/B MACs (B) must verify the date of accreditation of the school involved, 
since such accreditation is not retroactive.  If the reference sources listed above do not 
provide enough information (e.g., the psychologist is not a member of the association), 
A/B MACs (B) must contact the psychologist personally for the required information.  
A/B MACs (B) may wish to maintain a continuing list of psychologists whose 
qualifications have been verified. 
 
Medicare excludes expenses for diagnostic testing from the payment limitation on 
treatment for mental/psychoneurotic/personality disorders. 
 
A/B MACs (B) must identify the independent psychologist’s choice whether or not to 
accept assignment when performing psychological tests. 
 
A/B MACs (B) must accept an independent psychologist claim only if the psychologist 
reports the name/UPIN of the physician who ordered a test. 







 
A/B MACs (B) pay nonparticipating independent psychologists at 95 percent of the 
physician fee schedule allowed amount.  A/B MACs (B) pay participating independent 
psychologists at 100 percent of the physician fee schedule allowed amount. 
 
Independent psychologists are identified on the provider file by specialty code 62 and 
provider type 35. 
 
170 - Clinical Psychologist Services 
(Rev. 1, 10-01-03) 
B3-2150 
 
See Medicare Benefit Policy Manual, Chapter 15, for general coverage requirements. 
 
Direct payment may be made under Part B for professional services.  However, services 
furnished incident to the professional services of CPs to hospital patients remain bundled.  
Therefore, payment must continue to be made to the hospital (by the A/B MAC (A)) for 
such “incident to” services. 
 
170.1 - Payment 
(Rev. 2656, Issuance: 02-07-13, Effective: 02-19-13, Implementation: 02-19-13) 
 
All covered therapeutic services furnished by qualified CPs are subject to the outpatient 
mental health treatment limitation (the limitation).  Generally, the limitation does not 
apply to diagnostic services.  Refer to §210 below for a discussion of the outpatient 
mental health treatment limitation. 
 
Payment for the services of CPs is made on the basis of a fee schedule or the actual 
charge, whichever is less, and only on the basis of assignment. 
 
CPs are identified by specialty code 68 and provider type 27. 
 
180 - Care Plan Oversight Services 
(Rev. 999, Issued:  07-14-06; Effective:  01-01-05; Implementation:  10-02-06) 
The Medicare Benefit Policy Manual, Chapter 15, contains requirements for coverage for 
medical and other health services including those of physicians and non-physician 
practitioners. 
Care plan oversight (CPO) is the physician supervision of a patient receiving complex 
and/or multidisciplinary care as part of Medicare-covered services provided by a 
participating home health agency or Medicare approved hospice. 
CPO services require complex or multidisciplinary care modalities involving: 


• Regular physician development and/or revision of care plans; 
• Review of subsequent reports of patient status; 







• Review of related laboratory and other studies; 
• Communication with other health professionals not employed in the same practice 


who are involved in the patient’s care; 
• Integration of new information into the medical treatment plan; and/or  
• Adjustment of medical therapy. 


The CPO services require recurrent physician supervision of a patient involving 30 or 
more minutes of the physician’s time per month.  Services not countable toward the 30 
minutes threshold that must be provided in order to bill for CPO include, but are not 
limited to: 


• Time associated with discussions with the patient, his or her family or friends to 
adjust medication or treatment; 


• Time spent by staff getting or filing charts;  
• Travel time; and/or  
• Physician’s time spent telephoning prescriptions into the pharmacist unless the 


telephone conversation involves discussions of pharmaceutical therapies. 
Implicit in the concept of CPO is the expectation that the physician has coordinated an 
aspect of the patient’s care with the home health agency or hospice during the month for 
which CPO services were billed.  The physician who bills for CPO must be the same 
physician who signs the plan of care. 
Nurse practitioners, physician assistants, and clinical nurse specialists, practicing within 
the scope of State law, may bill for care plan oversight.  These non-physician 
practitioners must have been providing ongoing care for the beneficiary through 
evaluation and management services.  These non-physician practitioners may not bill for 
CPO if they have been involved only with the delivery of the Medicare-covered home 
health or hospice service. 


A. Home Health CPO 
Non-physician practitioners can perform CPO only if the physician signing the plan of 
care provides regular ongoing care under the same plan of care as does the NPP billing 
for CPO and either: 


• The physician and NPP are part of the same group practice; or 


• If the NPP is a nurse practitioner or clinical nurse specialist, the physician signing 
the plan of care also has a collaborative agreement with the NPP; or 


• If the NPP is a physician assistant, the physician signing the plan of care is also 
the physician who provides general supervision of physician assistant services for 
the practice. 


Billing may be made for care plan oversight services furnished by an NPP when: 


• The NPP providing the care plan oversight has seen and examined the patient;  







• The NPP providing care plan oversight is not functioning as a consultant whose 
participation is limited to a single medical condition rather than multidisciplinary 
coordination of care; and 


• The NPP providing care plan oversight integrates his or her care with that of the 
physician who signed the plan of care. 


NPPs may not certify the beneficiary for home health care. 


B. Hospice CPO 
The attending physician or nurse practitioner (who has been designated as the attending 
physician) may bill for hospice CPO when they are acting as an “attending physician”.  
An “attending physician” is one who has been identified by the individual, at the time 
he/she elects hospice coverage, as having the most significant role in the determination 
and delivery of their medical care.  They are not employed nor paid by the hospice. The 
care plan oversight services are billed using Form CMS-1500 or electronic equivalent. 
For additional information on hospice CPO, see Chapter 11, §40.1.3.1 of this manual. 
 
180.1 - Care Plan Oversight Billing Requirements 
(Rev. 999, Issued:  07-14-06; Effective:  01-01-05; Implementation:  10-02-06) 
 
A. Codes for Which Separate Payment May Be Made 
 
Effective January 1, 1995, separate payment may be made for CPO oversight services for 
30 minutes or more if the requirements specified in the Medicare Benefits Policy Manual, 
Chapter 15 are met.   
 
Providers billing for CPO must submit the claim with no other services billed on that 
claim and may bill only after the end of the month in which the CPO services were 
rendered.  CPO services may not be billed across calendar months and should be 
submitted (and paid) only for one unit of service. 
 
Physicians may bill and be paid separately for CPO services only if all the criteria in the 
Medicare Benefit Policy Manual, Chapter 15 are met. 
 
B. Physician Certification and Recertification of Home Health Plans of Care 
 
Effective 2001, two new HCPCS codes for the certification and recertification  and 
development of plans of care for Medicare-covered home health services were created. 
See the Medicare General Information, Eligibility, and Entitlement Manual, Pub. 100-01,  
Chapter 4, “Physician Certification and Recertification of Services,” §10-60, and the 
Medicare Benefit Policy Manual, Pub. 100-02, Chapter 7, “Home Health Services”, §30. 
 
The home health agency certification code can be billed only when the patient has not 
received Medicare-covered home health services for at least 60 days.  The home health 
agency recertification code is used after a patient has received services for at least 60 
days (or one certification period) when the physician signs the certification after the 







initial certification period.  The home health agency recertification code will be reported 
only once every 60 days, except in the rare situation when the patient starts a new episode 
before 60 days elapses and requires a new plan of care to start a new episode. 
 
C. Provider Number of Home Health Agency (HHA) or Hospice 
For claims for CPO submitted on or after January 1, 1997, physicians must enter on the 
Medicare claim form the 6-character Medicare provider number of the HHA or hospice 
providing Medicare-covered services to the beneficiary for the period during which CPO 
services was furnished and for which the physician signed the plan of care.  Physicians 
are responsible for obtaining the HHA or hospice Medicare provider numbers.  
Additionally, physicians should provide their UPIN to the HHA or hospice furnishing 
services to their patient. 
 
NOTE: There is currently no place on the HIPAA standard ASC X12N 837 professional 
format to specifically include the HHA or hospice provider number required for a care 
plan oversight claim.  For this reason, the requirement to include the HHA or hospice 
provider number on a care plan oversight claim is temporarily waived until a new version 
of this electronic standard format is adopted under HIPAA and includes a place to 
provide the HHA and hospice provider numbers for care plan oversight claims. 
 
190 - Medicare Payment for Telehealth Services 
(Rev. 1, 10-01-03) 
A3-3497, A3-3660.2, B3-4159, B3-15516 
 
190.1 - Background 
(Rev. 1635, Issued: 11-14-08, Effective: 01-01-09, Implementation: 01-05-09) 
 
Section 223 of the Medicare, Medicaid and SCHIP Benefits Improvement and Protection 
Act of 2000 (BIPA) - Revision of Medicare Reimbursement for Telehealth Services 
amended §1834 (go to the link and then select the applicable title) of the Act to provide 
for an expansion of Medicare payment for telehealth services. 
 
Effective October 1, 2001, coverage and payment for Medicare telehealth includes 
consultation, office visits, individual psychotherapy, and pharmacologic management 
delivered via a telecommunications system.  Eligible geographic areas include rural 
health professional shortage areas (HPSA) and counties not classified as a metropolitan 
statistical area (MSA).  Additionally, Federal telemedicine demonstration projects as of 
December 31, 2000, may serve as the originating site regardless of geographic location. 
 
An interactive telecommunications system is required as a condition of payment; 
however, BIPA does allow the use of asynchronous “store and forward” technology in 
delivering these services when the originating site is a Federal telemedicine 
demonstration program in Alaska or Hawaii.  BIPA does not require that a practitioner 
present the patient for interactive telehealth services. 
 



thttp://www.ssa.gov/OP_Home/ssact/title18/1800.htm





With regard to payment amount, BIPA specified that payment for the professional service 
performed by the distant site practitioner (i.e., where the expert physician or practitioner 
is physically located at time of telemedicine encounter) is equal to what would have been 
paid without the use of telemedicine.  Distant site practitioners include only a physician 
as described in §1861(r) (go to the link and select the applicable title) of the Act and a 
medical practitioner as described in §1842(b)(18)(C) (go to the link and select the 
applicable title) of the Act.  BIPA also expanded payment under Medicare to include a 
$20 originating site facility fee (location of beneficiary). 
 
Previously, the Balanced Budget Act of 1997 (BBA) limited the scope of Medicare 
telehealth coverage to consultation services and the implementing regulation prohibited 
the use of an asynchronous, ‘store and forward’ telecommunications system. BBA 1997 
also required the professional fee to be shared between the referring and consulting 
practitioners, and prohibited Medicare payment for facility fees and line charges 
associated with the telemedicine encounter. 
 
BIPA required that Medicare Part B (Supplementary Medical Insurance) pay for this 
expansion of telehealth services beginning with services furnished on October 1, 2001. 
 
Section 149 of the Medicare Improvements for Patients and Providers Act of 2008 
(MIPPA) amended §1834 of the Act to add certain entities as originating sites for 
payment of telehealth services.  Effective for services furnished on or after January 1, 
2009, eligible originating sites include a hospital-based or critical access hospital-based 
renal dialysis center (including satellites); a skilled nursing facility (as defined in 
§1819(a) of the Act); and a community mental health center (as defined in 
§1861(ff)(3)(B) of the Act).  MIPPA also amended§1888(e)(2)(A)(ii) of the Act to 
exclude telehealth services furnished under §1834(m)(4)(C)(ii)(VII) from the 
consolidated billing provisions of the skilled nursing facility prospective payment system 
(SNF PPS). 
 
NOTE:  MIPPA did not add independent renal dialysis facilities as originating sites for 
payment of telehealth services. 
 
The telehealth provisions authorized by §1834(m) of the Act are implemented in 42 CFR 
410.78 and 414.65. 
 
190.2 - Eligibility Criteria 
(Rev. 2848, Issued 12-30-13; Effective 01-01-14; Implementation 01-06-14) 
 


1. Beneficiaries eligible for telehealth services 
 
Medicare beneficiaries are eligible for telehealth services only if they are presented 
from an originating site located in either a rural health professional shortage area 
(HPSA) as defined by §332(a)(1) (A) of the Public Health Services Act or in a county 
outside of an MSA as defined by §1886(d)(2)(D) (go to the link and select the 
applicable title) of the Act. 



http://www.ssa.gov/OP_Home/ssact/title18/1800.htm
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Effective January 1, 2014, rural HPSAs include HPSAs located outside of a county 
outside of an MSA as well as those located in rural census tracts as determined by the 
Office of Rural Health Policy.  Also effective January 1, 2014, geographic eligibility 
for an originating site is established for each calendar year based upon the status of 
the area as of December 31st of the prior calendar year. 
 
2. Exception to rural HPSA and non MSA geographic requirements 
 
Entities participating in a Federal telemedicine demonstration project that were 
approved by or were receiving funding from the Secretary of Health and Human 
Services as of December 31, 2000, qualify as originating sites regardless of 
geographic location.  Such entities are not required to be in a rural HPSA or non-
MSA. 
 
3. Originating site defined 
 
The term originating site means the location of an eligible Medicare beneficiary at the 
time the service being furnished via a telecommunications system occurs.  
Originating sites authorized by law are listed below: 
 


The office of a physician or practitioner; 
A hospital (inpatient or outpatient); 
A critical access hospital (CAH); 
A rural health clinic (RHC);  
A federally qualified health center (FQHC); 
A hospital-based or critical access hospital-based renal dialysis center (including 
satellites) (effective January 1, 2009); 
A skilled nursing facility (SNF) (effective January 1, 2009); and 
A community mental health center (CMHC) (effective January 1, 2009). 


 
NOTE:  Independent renal dialysis facilities are not eligible originating sites. 
 
For asynchronous, store and forward telecommunications technologies, an originating 
site is only a Federal telemedicine demonstration program conducted in Alaska or 
Hawaii. 
 
190.3 - List of Medicare Telehealth Services 
(Rev. 3476, Issued: 03-11-16, Effective: 01-01-15, Effective: 04-11-16) 
 
The use of a telecommunications system may substitute for an in-person encounter for 
professional consultations, office visits, office psychiatry services, and a limited number 
of other physician fee schedule (PFS) services.  The various services and corresponding 
current procedure terminology (CPT) or Healthcare Common Procedure Coding System 







(HCPCS) codes are listed on the CMS website at www.cms.gov/Medicare/Medicare-
General-Information/Telehealth/  
 
NOTE:  Beginning January 1, 2010, CMS eliminated the use of all consultation codes, 
except for inpatient telehealth consultation G-codes.  CMS no longer recognizes 
office/outpatient or inpatient consultation CPT codes for payment of office/outpatient or 
inpatient visits.  Instead, physicians and practitioners are instructed to bill a new or 
established patient office/outpatient visit CPT code or appropriate hospital or nursing 
facility care code, as appropriate to the particular patient, for all office/outpatient or 
inpatient visits. 
 
190.3.1 - Telehealth Consultation Services, Emergency Department or 
Initial Inpatient versus Inpatient Evaluation and Management (E/M) 
Visits 
(Rev. 2354, Issued: 11-18-11 Effective: 01-01-12, Implementation: 01-03-12) 
 
A consultation service is an evaluation and management (E/M) service furnished to 
evaluate and possibly treat a patient’s problem(s).  It can involve an opinion, advice, 
recommendation, suggestion, direction, or counsel from a physician or qualified 
nonphysician practitioner (NPP) at the request of another physician or appropriate source. 
 
Section 1834(m) of the Social Security Act includes “professional consultations” in the 
definition of telehealth services. Inpatient or emergency department consultations 
furnished via telehealth can facilitate the provision of certain services and/or medical 
expertise that might not otherwise be available to a patient located at an originating site. 
 
The use of a telecommunications system may substitute for an in-person encounter for 
emergency department or initial and follow-up inpatient consultations. 
 
Medicare A/B MACs (B) pay for reasonable and medically necessary inpatient or 
emergency department telehealth consultation services furnished to beneficiaries in 
hospitals or SNFs when all of the following criteria for the use of a consultation code are 
met: 
 


• An inpatient or emergency department consultation service is distinguished 
from other inpatient or emergency department evaluation and management (E/M) 
visits because it is provided by a physician or qualified nonphysician practitioner 
(NPP) whose opinion or advice regarding evaluation and/or management of a 
specific problem is requested by another physician or other appropriate source.  
The qualified NPP may perform consultation services within the scope of practice 
and licensure requirements for NPPs in the State in which he/she practices; 


 
• A request for an inpatient or emergency department telehealth consultation 
from an appropriate source and the need for an inpatient or emergency department 
telehealth consultation (i.e., the reason for a consultation service) shall be 
documented by the consultant in the patient’s medical record and included in the 
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requesting physician or qualified NPP’s plan of care in the patient’s medical 
record; and  


 
• After the inpatient or emergency department telehealth consultation is 
provided, the consultant shall prepare a written report of his/her findings and 
recommendations, which shall be provided to the referring physician. 


 
The intent of an inpatient or emergency department telehealth consultation service is that 
a physician or qualified NPP or other appropriate source is asking another physician or 
qualified NPP for advice, opinion, a recommendation, suggestion, direction, or counsel, 
etc. in evaluating or treating a patient because that individual has expertise in a specific 
medical area beyond the requesting professional’s knowledge. 
 
Unlike inpatient or emergency department telehealth consultations, the majority of 
subsequent inpatient hospital, emergency department and nursing facility care services 
require in-person visits to facilitate the comprehensive, coordinated, and personal care 
that medically volatile, acutely ill patients require on an ongoing basis. 
 
Subsequent hospital care services are limited to one telehealth visit every 3 days. 
Subsequent nursing facility care services are limited to one telehealth visit every 30 days. 
 
190.3.2 - Telehealth Consultation Services, Emergency Department or 
Initial Inpatient Defined 
(Rev. 3817; Issued; 07-28-17 Effective; 01-01-18 Implementation: 01-02-18) 
 
Emergency department or initial inpatient telehealth consultations are furnished to 
beneficiaries in hospitals or SNFs via telehealth at the request of the physician of record, the 
attending physician, or another appropriate source. The physician or practitioner who 
furnishes the emergency department or initial inpatient consultation via telehealth cannot be 
the physician of record or the attending physician, and the emergency department or initial 
inpatient telehealth consultation would be distinct from the care provided by the physician of 
record or the attending physician. Counseling and coordination of care with other providers 
or agencies is included as well, consistent with the nature of the problem(s) and the patient’s 
needs. Emergency department or initial inpatient telehealth consultations are subject to the 
criteria for emergency department or initial inpatient telehealth consultation services, as 
described in section 190.3.1 of this chapter.  
Payment for emergency department or initial inpatient telehealth consultations includes all 
consultation related services furnished before, during, and after communicating with the 
patient via telehealth. Pre-service activities would include, but would not be limited to, 
reviewing patient data (for example, diagnostic and imaging studies, interim labwork) and 
communicating with other professionals or family members. Intra-service activities must 
include the three key elements described below for each procedure code. Post-service 
activities would include, but would not be limited to, completing medical records or other 
documentation and communicating results of the consultation and further care plans to other 
health care professionals. No additional E/M service could be billed for work related to an 
emergency department or initial inpatient telehealth consultation.  







Emergency department or initial inpatient telehealth consultations could be provided at 
various levels of complexity:  


• Practitioners taking a problem focused history, conducting a problem focused 
examination, and engaging in medical decision making that is straightforward, 
would bill HCPCS code G0425 (Telehealth consultation, emergency department 
or initial inpatient, typically 30 minutes communicating with the patient via 
telehealth).  


 
• Practitioners taking a detailed history, conducting a detailed examination, and 


engaging in medical decision making that is of moderate complexity, would bill 
HCPCS code G0426 (Telehealth consultation, emergency department or initial 
inpatient, typically 50 minutes communicating with the patient via telehealth).  


 
• Practitioners taking a comprehensive history, conducting a comprehensive 


examination, and engaging in medical decision making that is of high complexity, 
would bill HCPCS code G0427 (Telehealth consultation, emergency department 
or initial inpatient, typically 70 minutes or more communicating with the patient 
via telehealth).  


 
Although emergency department or initial inpatient telehealth consultations are specific to 
telehealth, these services must be billed with POS 02 to identify the telehealth technology 
used to provide the service.  
 
190.3.3 - Follow-Up Inpatient Telehealth Consultations Defined 
(Rev. 3817; Issued; 07-28-17 Effective; 01-01-18 Implementation: 01-02-18) 
 
Follow-up inpatient telehealth consultations are furnished to beneficiaries in hospitals or 
SNFs via telehealth to follow up on an initial consultation, or subsequent consultative visits 
requested by the attending physician. The initial inpatient consultation may have been 
provided in-person or via telehealth.  
 
Follow-up inpatient telehealth consultations include monitoring progress, recommending 
management modifications, or advising on a new plan of care in response to changes in the 
patient’s status or no changes on the consulted health issue. Counseling and coordination of 
care with other providers or agencies is included as well, consistent with the nature of the 
problem(s) and the patient’s needs.  
 
The physician or practitioner who furnishes the inpatient follow-up consultation via 
telehealth cannot be the physician of record or the attending physician, and the follow-up 
inpatient consultation would be distinct from the follow-up care provided by the physician of 
record or the attending physician. If a physician consultant has initiated treatment at an initial 
consultation and participates thereafter in the patient’s ongoing care management, such care 
would not be included in the definition of a follow-up inpatient consultation. Follow-up 
inpatient telehealth consultations are subject to the criteria for inpatient telehealth 
consultation services, as described in section 190.3.1 of this chapter.  
Payment for follow-up inpatient telehealth consultations includes all consultation related 
services furnished before, during, and after communicating with the patient via telehealth. 
Pre-service activities would include, but would not be limited to, reviewing patient data (for 







example, diagnostic and imaging studies, interim labwork) and communicating with other 
professionals or family members. Intra-service activities must include at least two of the three 
key elements described below for each procedure code. Post-service activities would include, 
but would not be limited to, completing medical records or other documentation and 
communicating results of the consultation and further care plans to other health care 
professionals. No additional evaluation and management service could be billed for work 
related to a follow-up inpatient telehealth consultation.  
Follow-up inpatient telehealth consultations could be provided at various levels of 
complexity:  


• Practitioners taking a problem focused interval history, conducting a problem focused 
examination, and engaging in medical decision making that is straightforward or of 
low complexity, would bill a limited service, using HCPCS code G0406 (Follow-up 
inpatient telehealth consultation, limited, physicians typically spend 15 minutes 
communicating with the patient via telehealth).  


 
• Practitioners taking an expanded focused interval history, conducting an expanded 


problem focused examination, and engaging in medical decision making that is of 
moderate complexity, would bill an intermediate service using HCPCS code 
G0407(Follow-up inpatient telehealth consultation, intermediate, physicians typically 
spend 25 minutes communicating with the patient via telehealth).  


 
• Practitioners taking a detailed interval history, conducting a detailed examination, and 


engaging in medical decision making that is of high complexity, would bill a 
complex service, using HCPCS code G0408 (Follow-up inpatient telehealth 
consultation, complex, physicians typically spend 35 minutes or more communicating 
with the patient via telehealth).  


 
Although follow-up inpatient telehealth consultations are specific to telehealth, these services 
must be billed with POS 02 to identify the telehealth technology used to provide the service.  
 
190.3.4 – Payment for ESRD-Related Services as a Telehealth Service 
(Rev. 3476, Issued: 03-11-16, Effective: 01-01-15, Effective: 04-11-16) 
 
The ESRD-related services included in the monthly capitation payment (MCP) with 2 or 
3 visits per month and ESRD-related services with 4 or more visits per month may be 
paid as Medicare telehealth services.  However, at least 1 visit must be furnished face-to-
face “hands on” to examine the vascular access site by a physician, clinical nurse 
specialist, nurse practitioner, or physician assistant.  An interactive audio and video 
telecommunications system may be used for providing additional visits required under 
the 2-to-3 visit MCP and the 4-or-more visit MCP.  The medical record must indicate that 
at least one of the visits was furnished face-to-face “hands on” by a physician, clinical 
nurse specialist, nurse practitioner, or physician assistant. 
 
The MCP physician, for example, the physician or practitioner who is responsible for the 
complete monthly assessment of the patient and establishes the patient’s plan of care, 
may use other physicians and practitioners to furnish ESRD-related visits through an 
interactive audio and video telecommunications system.  The non-MCP physician or 
practitioner must have a relationship with the billing physician or practitioner such as a 







partner, employees of the same group practice or an employee of the MCP physician, for 
example, the non MCP physician or practitioner is either a W-2 employee or 1099 
independent contractor.  However, the physician or practitioner who is responsible for the 
complete monthly assessment and establishes the ESRD beneficiary’s plan of care should 
bill for the MCP in any given month. 
 
Clinical Criteria 
 
The visit, including a clinical examination of the vascular access site, must be conducted 
face-to-face “hands on” by a physician, clinical nurse specialist, nurse practitioner or 
physician’s assistant.  For additional visits, the physician or practitioner at the distant site 
is required, at a minimum, to use an interactive audio and video telecommunications 
system that allows the physician or practitioner to provide medical management services 
for a maintenance dialysis beneficiary.  For example, an ESRD-related visit conducted 
via telecommunications system must permit the physician or practitioner at the distant 
site to perform an assessment of whether the dialysis is working effectively and whether 
the patient is tolerating the procedure well (physiologically and psychologically).  During 
this assessment, the physician or practitioner at the distant site must be able to determine 
whether alteration in any aspect of the beneficiary’s prescription is indicated, due to such 
changes as the estimate of the patient’s dry weight. 
 
190.3.5 – Payment for Subsequent Hospital Care Services and 
Subsequent Nursing Facility Care Services as Telehealth Services 
(Rev. 3476, Issued: 03-11-16, Effective: 01-01-15, Effective: 04-11-16) 
 
Subsequent hospital care services are limited to one telehealth visit every 3 days.  The 
frequency limit of the benefit is not intended to apply to consulting physicians or 
practitioners, who should continue to report initial or follow-up inpatient telehealth 
consultations using the applicable HCPCS G-codes. 
 
Similarly, subsequent nursing facility care services are limited to one telehealth visit 
every 30 days.  Furthermore, subsequent nursing facility care services reported for a 
Federally-mandated periodic visit under 42 CFR 483.40(c) may not be furnished through 
telehealth.  The frequency limit of the benefit is not intended to apply to consulting 
physicians or practitioners, who should continue to report initial or follow-up inpatient 
telehealth consultations using the applicable HCPCS G-codes. 
 
Inpatient telehealth consultations are furnished to beneficiaries in hospitals or skilled 
nursing facilities via telehealth at the request of the physician of record, the attending 
physician, or another appropriate source.  The physician or practitioner who furnishes the 
initial inpatient consultation via telehealth cannot be the physician or practitioner of 
record or the attending physician or practitioner, and the initial inpatient telehealth 
consultation would be distinct from the care provided by the physician or practitioner of 
record or the attending physician or practitioner.  Counseling and coordination of care 
with other providers or agencies is included as well, consistent with the nature of the 
problem(s) and the patient’s needs.  Initial and follow-up inpatient telehealth 







consultations are subject to the criteria for inpatient telehealth consultation services, as 
described in section 190.3 of this chapter. 
 
190.3.6 – Payment for Diabetes Self-Management Training (DSMT) as a 
Telehealth Service 
(Rev. 4173, Issued: 11-30-18, Effective: 01-01- 19, Implementation: 01-02-19) 
 
Individual and group DSMT services may be paid as a Medicare telehealth service. Before 
03-11-2016, this manual provision required that 1 hour of the 10 hour DSMT benefit’s 
initial training must be furnished in-person to allow for effective injection training.  
Because injection training is not always clinically indicated, we are revising this 
provision to permit all 10 hours of the initial training and the two (2) hours of annual 
follow-up training to be furnished via telehealth in those cases when injection training is 
not applicable.  The in-person injection training, when provided, may be furnished through 
either individual or group DSMT services. By reporting place of service (POS) 02 or the –
GT or –GQ modifier with HCPCS code G0108 (Diabetes outpatient self-management 
training services, individual, per 30 minutes) or G0109 (Diabetes outpatient self-management 
training services, group session (2 or more), per 30 minutes), the distant site practitioner 
attests that the beneficiary has received or will receive 1 hour of in-person DSMT services 
for purposes of injection training when it is indicated during the year following the initial 
DSMT service or any calendar year’s 2 hours of follow-up training.  
 
As specified in 42 CFR 410.141(e) and stated in Pub. 100-02, Medicare Benefit Policy 
Manual, chapter 15, section 300.2, individual and group DSMT services may be furnished 
by a physician, other individual, or entity that furnishes other items or services for which 
direct Medicare payment may be made and that submits necessary documentation to, and is 
accredited by a national accreditation organization approved by CMS. However, consistent 
with the statutory requirements of section 1834(m)(1) of the Act, as provided in 42 CFR 
410.78(b)(1) and (b)(2) and stated in section 190.6 of this chapter, Medicare telehealth 
services, including individual and group DSMT services furnished as a telehealth service, 
could only be furnished by a physician, PA, NP, CNS, CNM , clinical psychologist, clinical 
social worker, or registered dietitian or nutrition professional, as applicable. 
 
190.3.7 – Payment for Telehealth for Individuals with Acute Stroke 
(Rev. 4173, Issued: 11-30-18, Effective: 01-01- 19, Implementation: 01-02-19) 
 
Section 50325 of the Bipartisan Budget Act of 2018 amended section 1834(m) of the Act 
by adding a new paragraph (6) that provides special rules for telehealth services 
furnished on or after January 1, 2019, for purposes of diagnosis, evaluation, or treatment 
of symptoms of an acute stroke (acute stroke telehealth services), as determined by the 
Secretary.  Specifically, section 1834(m)(6)(A) of the Act removes the restrictions on the 
geographic locations and the types of originating sites where acute stroke telehealth 
services can be furnished.  Section 1834(m)(6)(B) of the Act specifies that acute stroke 
telehealth services can be furnished in any hospital, critical access hospital, mobile 
stroke units (as defined by the Secretary), or any other site determined appropriate by the 
Secretary, in addition to the current eligible telehealth originating sites.  Section 







1834(m)(6)(C) of the Act limits payment of an originating site facility fee to acute stroke 
telehealth services furnished in sites that meet the usual telehealth restrictions under 
section 1834(m)(4)(C) of the Act.  These are identified in Section 190.1 of this chapter. 
 
Effective for claims with dates of service on and after January 1, 2019, contractors shall accept new 
informational HCPCS modifier G0 (G zero), to be used to identify Telehealth services furnished for  
purposes of diagnosis, evaluation, or treatment of symptoms of an acute stroke. Modifier G0 is valid for all:  
 
• Telehealth distant site codes billed with Place of Service (POS) code 02 or Critical Access Hospitals,  
 CAH method II (revenue codes 096X, 097X, or 098X); or  
 
• Telehealth originating site facility fee, billed with HCPCS code Q3014.  
 
 
190.4 - Conditions of Payment 
(Rev. 1, 10-01-03) 
 
1. Technology 
 
For Medicare payment to occur, interactive audio and video telecommunications must be 
used, permitting real-time communication between the distant site physician or 
practitioner and the Medicare beneficiary.  As a condition of payment, the patient must be 
present and participating in the telehealth visit. 
 
2. Exception to the interactive telecommunications requirement 
 
In the case of Federal telemedicine demonstration programs conducted in Alaska or 
Hawaii, Medicare payment is permitted for telemedicine when asynchronous “store and 
forward technology” in single or multimedia formats is used as a substitute for an 
interactive telecommunications system.  The originating site and distant site practitioner 
must be included within the definition of the demonstration program. 
 
3. “Store and forward” defined 
 
For purposes of this instruction, “store and forward” means the asynchronous 
transmission of medical information to be reviewed at a later time by physician or 
practitioner at the distant site.  A patient’s medical information may include, but not 
limited to, video clips, still images, x-rays, MRIs, EKGs and EEGs, laboratory results, 
audio clips, and text.  The physician or practitioner at the distant site reviews the case 
without the patient being present.  Store and forward substitutes for an interactive 
encounter with the patient present; the patient is not present in real-time. 
 
NOTE:  Asynchronous telecommunications system in single media format does not 
include telephone calls, images transmitted via facsimile machines and text messages 
without visualization of the patient (electronic mail).  Photographs must be specific to the 
patients’ condition and adequate for rendering or confirming a diagnosis and or treatment 







plan.  Dermatological photographs, e.g., a photograph of a skin lesion, may be considered 
to meet the requirement of a single media format under this instruction. 
 
4. Telepresenters 
 
A medical professional is not required to present the beneficiary to physician or 
practitioner at the distant site unless medically necessary.  The decision of medical 
necessity will be made by the physician or practitioner located at the distant site. 
 
190.5 - Originating Site Facility Fee Payment Methodology 
(Rev. 3476, Issued: 03-11-16, Effective: 01-01-15, Effective: 04-11-16) 
 
1. Originating site defined 
 
The term originating site means the location of an eligible Medicare beneficiary at the 
time the service being furnished via a telecommunications system occurs.  For 
asynchronous, store and forward telecommunications technologies, an originating site is 
only a Federal telemedicine demonstration program conducted in Alaska or Hawaii. 
 
2. Facility fee for originating site 
 
The originating site facility fee is a separately billable Part B payment.  The contractor 
pays it outside of other payment methodologies.  This fee is subject to post payment 
verification. 
 
For telehealth services furnished from October 1, 2001, through December 31, 2002, the 
originating site facility fee was the lesser of $20 or the actual charge.  For services 
furnished on or after January 1 of each subsequent year, the originating site facility fee is 
updated by the Medicare Economic Index.  The updated fee is included in the Medicare 
Physician Fee Schedule (MPFS) Final Rule, which is published by November 1 prior to 
the start of the calendar year for which it is effective.  The updated fee for each calendar 
year is also issued annually in a Recurring Update Notification instruction for January of 
each year. 
 
3. Payment amount: 
 
The originating site facility fee is a separately billable Part B payment.  The payment 
amount to the originating site is the lesser of 80 percent of the actual charge or 80 percent 
of the originating site facility fee, except CAHs.  The beneficiary is responsible for any 
unmet deductible amount and Medicare coinsurance. 
 
The originating site facility fee payment methodology for each type of facility is clarified 
below. 
 







Hospital outpatient department.  When the originating site is a hospital outpatient 
department, payment for the originating site facility fee must be made as described above 
and not under the OPPS. Payment is not based on the OPPS payment methodology. 
 
Hospital inpatient.  For hospital inpatients, payment for the originating site facility fee 
must be made outside the diagnostic related group (DRG) payment, since this is a Part B 
benefit, similar to other services paid separately from the DRG payment, (e.g., 
hemophilia blood clotting factor). 
 
Critical access hospitals.  When the originating site is a critical access hospital, make 
payment separately from the cost-based reimbursement methodology.  For CAH’s, the 
payment amount is 80 percent of the originating site facility fee. 
 
Federally qualified health centers (FQHCs) and rural health clinics (RHCs).  The 
originating site facility fee for telehealth services is not an FQHC or RHC service.  When 
an FQHC or RHC serves as the originating site, the originating site facility fee must be 
paid separately from the center or clinic all-inclusive rate. 
 
Physicians’ and practitioners’ offices.  When the originating site is a physician’s or 
practitioner’s office, the payment amount, in accordance with the law, is the lesser of 80 
percent of the actual charge or 80 percent of the originating site facility fee, regardless of 
geographic location.  The A/B MAC (B) shall not apply the geographic practice cost 
index (GPCI) to the originating site facility fee.  This fee is statutorily set and is not 
subject to the geographic payment adjustments authorized under the MPFS. 
 
Hospital-based or critical access-hospital based renal dialysis center (or their satellites).  
When a hospital-based or critical access hospital-based renal dialysis center (or their 
satellites) serves as the originating site, the originating site facility fee is covered in 
addition to any composite rate or MCP amount. 
 
Skilled nursing facility (SNF).  The originating site facility fee is outside the SNF 
prospective payment system bundle and, as such, is not subject to SNF consolidated 
billing.  The originating site facility fee is a separately billable Part B payment. 
 
Community Mental Health Center (CMHC).  The originating site facility fee is not a 
partial hospitalization service.  The originating site facility fee does not count towards the 
number of services used to determine payment for partial hospitalization services.  The 
originating site facility fee is not bundled in the per diem payment for partial 
hospitalization.  The originating site facility fee is a separately billable Part B payment. 
 
To receive the originating facility site fee, the provider submits claims with HCPCS code 
“Q3014, telehealth originating site facility fee”; short description “telehealth facility fee.”  
The type of service for the telehealth originating site facility fee is “9, other items and 
services.”  For A/B MAC (B) processed claims, the “office” place of service (code 11) is 
the only payable setting for code Q3014.  There is no participation payment differential 
for code Q3014.  Deductible and coinsurance rules apply to Q3014.  By submitting 







Q3014 HCPCS code, the originating site authenticates they are located in either a rural 
HPSA or non-MSA county. 
 
This benefit may be billed on bill types 12X, 13X, 22X, 23X, 71X, 72X, 73X, 76X, and 
85X.  Unless otherwise applicable, report the originating site facility fee under revenue 
code 078X and include HCPCS code “Q3014, telehealth originating site facility fee.” 
 
Hospitals and critical access hospitals bill their A/B/MAC (A) for the originating site 
facility fee.  Telehealth bills originating in inpatient hospitals must be submitted on a 12X 
TOB using the date of discharge as the line item date of service. 
 
Independent and provider-based RHCs and FQHCs bill the appropriate A/B/MAC (A) 
using the RHC or FQHC bill type and billing number.  HCPCS code Q3014 is the only 
non-RHC/FQHC service that is billed using the clinic/center bill type and provider 
number.  All RHCs and FQHCs must use revenue code 078X when billing for the 
originating site facility fee.  For all other non-RHC/FQHC services, provider based RHCs 
and FQHCs must bill using the base provider’s bill type and billing number.  Independent 
RHCs and FQHCs must bill the A/B MAC (B) for all other non-RHC/FQHC services.  If 
an RHC/FQHC visit occurs on the same day as a telehealth service, the RHC/FQHC 
serving as an originating site must bill for HCPCS code Q3014 telehealth originating site 
facility fee on a separate revenue line from the RHC/FQHC visit using revenue code 
078X. 
 
Hospital-based or CAH-based renal dialysis centers (including satellites) bill their 
A/B/MAC (A) for the originating site facility fee.  Telehealth bills originating in renal 
dialysis centers must be submitted on a 72X TOB.  All hospital-based or CAH-based 
renal dialysis centers (including satellites) must use revenue code 078X when billing for 
the originating site facility fee.  The renal dialysis center serving as an originating site 
must bill for HCPCS code Q3014, telehealth originating site facility fee, on a separate 
revenue line from any other services provided to the beneficiary. 
 
Skilled nursing facilities (SNFs) bill their A/B/MAC (A) for the originating site facility 
fee.  Telehealth bills originating in SNFs must be submitted on TOB 22X or 23X.  For 
SNF inpatients in a covered Part A stay, the originating site facility fee must be submitted 
on a 22X TOB.  All SNFs must use revenue code 078X when billing for the originating 
site facility fee.  The SNF serving as an originating site must bill for HCPCS code 
Q3014, telehealth originating site facility fee, on a separate revenue line from any other 
services provided to the beneficiary. 
 
Community mental health centers (CMHCs) bill their A/B/MAC (A) for the originating 
site facility fee.  Telehealth bills originating in CMHCs must be submitted on a 76X 
TOB.  All CMHCs must use revenue code 078X when billing for the originating site 
facility fee.  The CMHC serving as an originating site must bill for HCPCS code Q3014, 
telehealth originating site facility fee, on a separate revenue line from any other services 
provided to the beneficiary.  Note that Q3014 does not count towards the number of 
services used to determine per diem payments for partial hospitalization services. 







 
The beneficiary is responsible for any unmet deductible amount and Medicare 
coinsurance. 
 
190.6 - Payment Methodology for Physician/Practitioner at the Distant 
Site 
(Rev. 3586, Issued: 08-12-16, Effective:  01-01-17, Implementation: 01-03-17) 
 
1. Distant Site Defined 
 
The term “distant site” means the site where the physician or practitioner, providing the 
professional service, is located at the time the service is provided via a 
telecommunications system. 
 
2. Payment Amount (professional fee) 
 
The payment amount for the professional service provided via a telecommunications 
system by the physician or practitioner at the distant site is equal to the current fee 
schedule amount for the service provided at the facility rate.  Payment for an office visit, 
consultation, individual psychotherapy or pharmacologic management via a 
telecommunications system should be made at the same facility amount as when these 
services are furnished without the use of a telecommunications system.  For Medicare 
payment to occur, the service must be within a practitioner’s scope of practice under 
State law.  The beneficiary is responsible for any unmet deductible amount and 
applicable coinsurance. 
 
3. Medicare Practitioners Who May Receive Payment at the Distant Site (i.e., at a 
site other than where beneficiary is) 
 
As a condition of Medicare Part B payment for telehealth services, the physician or 
practitioner at the distant site must be licensed to provide the service under state law.  
When the physician or practitioner at the distant site is licensed under state law to provide 
a covered telehealth service (i.e., professional consultation, office and other outpatient 
visits, individual psychotherapy, and pharmacologic management) then he or she may bill 
for and receive payment for this service when delivered via a telecommunications 
system. 
 
If the physician or practitioner at the distant site is located in a CAH that has elected 
Method II, and the physician or practitioner has reassigned his/her benefits to the CAH, 
the CAH bills its regular A/B/MAC (A) for the professional services provided at the 
distant site via a telecommunications system, in any of the revenue codes 096x, 097x or 
098x.  All requirements for billing distant site telehealth services apply. 
 
4. Medicare Practitioners Who May Bill for Covered Telehealth Services are 
Listed Below (subject to State law) 


 







Physician 
Nurse practitioner 
Physician assistant 
Nurse-midwife 
Clinical nurse specialist 
Clinical psychologist* 
Clinical social worker* 
Registered dietitian or nutrition professional 
Certified registered nurse anesthetist 


 
*Clinical psychologists and clinical social workers cannot bill for psychotherapy services 
that include medical evaluation and management services under Medicare.  These 
practitioners may not bill or receive payment for the following CPT codes: 90805, 90807, 
and 90809. 
 
190.6.1 - Submission of Telehealth Claims for Distant Site Practitioners 
(Rev. 3817; Issued; 07-28-17 Effective; 01-01-18 Implementation: 01-02-18) 
 
Claims for telehealth services are submitted to the contractors that process claims for the 
performing physician/practitioner’s service area. Physicians/practitioners submit the 
appropriate HCPCS procedure code for covered professional telehealth services with place of 
service code 02 (Telehealth). By billing place of service code 02 with a covered telehealth 
procedure code, the distant site physician/practitioner certifies that the beneficiary was 
present at an eligible originating site when the telehealth service was furnished. By billing the 
place of service code 02 with a covered ESRD-related service telehealth code, the distant site 
physician/practitioner certifies that 1 visit per month was furnished face-to-face “hands on” 
to examine the vascular access site. Refer to section 190.3.4 of this chapter for the conditions 
of telehealth payment for ESRD-related services.  
 
In situations where a CAH has elected payment Method II for CAH outpatients, and the 
practitioner has reassigned his/her benefits to the CAH, CAHs submit the appropriate 
HCPCS procedure code for the covered telehealth services with the GT modifier, and 
A/B/MACs (A) should make payment for telehealth services provided by the physician or 
practitioner at 80 percent of the MPFS facility amount for the distant site service. In all other 
cases, except for MNT services as discussed in Section 190.7- A/B MAC (B) Editing of 
Telehealth Claims, telehealth services provided by the physician or practitioner at the distant 
site are billed to the A/B/MAC (B).  
Physicians and practitioners at the distant site bill their A/B/MAC (B) for covered telehealth 
services.  Physicians’ and practitioners’ offices serving as a telehealth originating site bill 
their A/B/MAC (B) for the originating site facility fee. 
 
190.6.2 - Exception for Store and Forward (Noninteractive) Telehealth 
(Rev. 1, 10-01-03) 
 
In the case of Federal telemedicine demonstration programs conducted in Alaska or 
Hawaii, store and forward technologies may be used as a substitute for an interactive 
telecommunications system. Covered store and forward telehealth services are billed with 







the “GQ” modifier, “via asynchronous telecommunications system.” By using the “GQ” 
modifier, the distant site physician/practitioner certifies that the asynchronous medical 
file was collected and transmitted to them at their distant site from a Federal telemedicine 
demonstration project conducted in Alaska or Hawaii. 
 
190.7 - A/B MAC (B) Editing of Telehealth Claims 
(Rev. 3817; Issued; 07-28-17 Effective; 01-01-18 Implementation: 01-02-18) 
 
Medicare telehealth services (as listed in section 190.3) are billed with POS 02. The 
contractor shall approve covered telehealth services if the physician or practitioner is licensed 
under State law to provide the service. Contractors must familiarize themselves with 
licensure provisions of States for which they process claims and disallow telehealth services 
furnished by physicians or practitioners who are not authorized to furnish the applicable 
telehealth service under State law. For example, if a nurse practitioner is not licensed to 
provide individual psychotherapy under State law, he or she would not be permitted to 
receive payment for individual psychotherapy under Medicare. The contractor shall install 
edits to ensure that only properly licensed physicians and practitioners are paid for covered 
telehealth services.  
If a contractor receives claims for professional telehealth services coded with the “GQ” 
modifier (representing “via asynchronous telecommunications system”), it shall approve/pay 
for these services only if the physician or practitioner is affiliated with a Federal telemedicine 
demonstration conducted in Alaska or Hawaii. The contractor may require the physician or 
practitioner at the distant site to document his or her participation in a Federal telemedicine 
demonstration program conducted in Alaska or Hawaii prior to paying for telehealth services 
provided via asynchronous, store and forward technologies.  
Contractors shall deny telehealth services if the physician or practitioner is not eligible to bill 
for them.  


The following reflects the remittance advice messages and associated codes that will 
appear when rejecting/denying claims under this policy. This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3.  
Group Code: CO  
CARC: 185  
RARC: N/A  
MSN: 21.18  


If a service is billed with POS 02 and the procedure code is not designated as a covered 
telehealth service, the contractor denies the service.  


The following reflects the remittance advice messages and associated codes that will 
appear when rejecting/denying claims under this policy. This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3.  
Group Code: CO  
CARC: 96  
RARC: N776  
MSN: 9.4  


The only claims from institutional facilities that FIs shall pay for telehealth services at the 
distant site, except for MNT services, are for physician or practitioner services when the 
distant site is located in a CAH that has elected Method II, and the physician or practitioner 
has reassigned his/her benefits to the CAH. The CAH bills its regular FI for the professional 







services provided at the distant site via a telecommunications system, in any of the revenue 
codes 096x, 097x or 098x. All requirements for billing distant site telehealth services apply.  
Claims from hospitals or CAHs for MNT services are submitted to the hospital's or CAH's 
regular FI. Payment is based on the non-facility amount on the Medicare Physician Fee 
Schedule for the particular HCPCS codes. 
 
200 - Allergy Testing and Immunotherapy 
(Rev. 2997, Issued: 07-25-14, Effective: Upon implementation of ICD-10; 01-01- 
2012 - ASC X12, Implementation: 08-25-2014 - ASC X12; Upon Implementation of 
ICD-10) 
 
A. Allergy Testing 
 
The MPFSDB fee amounts for allergy testing services billed under codes 95004-95078 
are established for single tests.  Therefore, the number of tests must be shown on the 
claim. 
 
EXAMPLE:  If a physician performs 25 percutaneous tests (scratch, puncture, or prick) 
with allergenic extract, the physician must bill code 95004 and specify 25 units. To 
compute payment, the Medicare A/B MAC (B) multiplies the payment for one test (i.e., 
the payment listed in the fee schedule) by the quantity listed in the units field. 
 
B. Allergy Immunotherapy 
 
For services rendered on or after January 1, 1995, all antigen/allergy immunotherapy 
services are paid for under the Medicare physician fee schedule.  Prior to that date, only 
the antigen injection services, i.e., only codes 95115 and 95117, were paid for under the 
fee schedule.  Codes representing antigens and their preparation and single codes 
representing both the antigens and their injection were paid for under the Medicare 
reasonable charge system.  A legislative change brought all of these services under the 
fee schedule at the beginning of 1995 and the following policies are effective as of 
January 1, 1995: 
 


1. CPT codes 95120 through 95134 are not valid for Medicare.  Codes 95120 
through 95134 represent complete services, i.e., services that include both the 
injection service as well as the antigen and its preparation. 
 


2. Separate coding for injection only codes (i.e., codes 95115 and 95117) and/or the 
codes representing antigens and their preparation (i.e., codes 95144 through 
95170) must be used.   


 
If both services are provided both codes are billed. 
 
This includes allergists who provide both services through the use of treatment boards. 
 


3. If a physician bills both an injection code plus either codes 95165 or 95144, A/B 
MACs (B) pay the appropriate injection code (i.e., code 95115 or code 95117) 







plus the code 95165 rate.  When a provider bills for codes 95115 or 95117 plus 
code 95144, A/B MACs (B) change 95144 to 95165 and pay accordingly.  Code 
95144 (single dose vials of antigen) should be billed only if the physician 
providing the antigen is providing it to be injected by some other entity.  Single 
dose vials, which should be used only as a means of insuring proper dosage 
amounts for injections, are more costly than multiple dose vials (i.e., code 95165) 
and therefore their payment rate is higher.  Allergists who prepare antigens are 
assumed to be able to administer proper doses from the less costly multiple dose 
vials.  Thus, regardless of whether they use or bill for single or multiple dose vials 
at the same time that they are billing for an injection service, they are paid at the 
multiple dose vial rate. 
 


4. The fee schedule amounts for the antigen codes (95144 through 95170) are for a 
single dose.  When billing those codes, physicians are to specify the number of 
doses provided.  When making payment, A/B MACs (B) multiply the fee 
schedule amount by the number of doses specified in the units field. 
 


5. If a patient’s doses are adjusted, e.g., because of patient reaction, and the antigen 
provided is actually more or fewer doses than originally anticipated, the physician 
is to make no change in the number of doses for which he or she bills.  The 
number of doses anticipated at the time of the antigen preparation is the number 
of doses to be billed.  This is consistent with the notes on page 30 of the Spring 
1994 issue of the American Medical Association’s CPT Assistant.  Those notes 
indicate that the antigen codes mean that the physician is to identify the number of 
doses “prospectively planned to be provided.”  The physician is to “identify the 
number of doses scheduled when the vial is provided.”  This means that in cases 
where the patient actually gets more doses than originally anticipated (because 
dose amounts were decreased during treatment) and in cases where the patient 
gets fewer doses (because dose amounts were increased), no change is to be made 
in the billing.  In the first case, A/B MACs (B) are not to pay more because the 
number of doses provided in the original vial(s) increased.  In the second case, 
A/B MACs (B) are not to seek recoupment (if A/B MACs (B) have already made 
payment) because the number of doses is less than originally planned.  This is the 
case for both venom and nonvenom antigen codes. 
 


6. Venom Doses and Catch-Up Billing - Venom doses are prepared in separate vials 
and not mixed together - except in the case of the three vespid mix (white and 
yellow hornets and yellow jackets).  A dose of code 95146 (the two-venom code) 
means getting some of two venoms.  Similarly, a dose of code 95147 means 
getting some of three venoms; a dose of code 95148 means getting some of four 
venoms; and a dose of 95149 means getting some of five venoms.  Some amount 
of each of the venoms must be provided.  Questions arise when the administration 
of these venoms does not remain synchronized because of dosage adjustments due 
to patient reaction.  For example, a physician prepares ten doses of code 95148 
(the four venom code) in two vials - one containing 10 doses of three vespid mix 
and another containing 10 doses of wasp venom.  Because of dose adjustment, the 







three vespid mix doses last longer, i.e., they last for 15 doses.  Consequently, 
questions arise regarding the amount of “replacement” wasp venom antigen that 
should be prepared and how it should be billed.  Medicare pricing amounts have 
savings built into the use of the higher venom codes.  Therefore, if a patient is in 
two venom, three venom, four venom or five venom therapy, the A/B MAC (B) 
objective is to pay at the highest venom level possible.  This means that, to the 
greatest extent possible, code 95146 is to be billed for a patient in two venom 
therapy, code 95147 is to be billed for a patient in three venom therapy, code 
95148 is to be billed for a patient in four venom therapy, and code 95149 is to be 
billed for a patient in five venom therapy.  Thus, physicians are to be instructed 
that the venom antigen preparation, after dose adjustment, must be done in a 
manner that, as soon as possible, synchronizes the preparation back to the highest 
venom code possible.  In the above example, the physician should prepare and bill 
for only 5 doses of “replacement” wasp venom - billing five doses of code 95145 
(the one venom code).  This will permit the physician to get back to preparing the 
four venoms at one time and therefore billing the doses of the “cheaper” four 
venom code.  Use of a code below the venom treatment number for the particular 
patient should occur only for the purpose of “catching up.” 
 


7. Code 95165 Doses. -  Code 95165 represents preparation of vials of non-venom 
antigens.  As in the case of venoms, some non-venom antigens cannot be mixed 
together, i.e., they must be prepared in separate vials.  An example of this is mold 
and pollen.  Therefore, some patients will be injected at one time from one vial - 
containing in one mixture all of the appropriate antigens - while other patients 
will be injected at one time from more than one vial.   In establishing the practice 
expense component for mixing a multidose vial of antigens, we observed that the 
most common practice was to prepare a 10 cc vial; we also observed that the most 
common use was to remove aliquots with a volume of 1 cc.  Our PE computations 
were based on those facts.  Therefore, a physician’s removing 10 1cc aliquot 
doses captures the entire PE component for the service. 


 
This does not mean that the physician must remove 1 cc aliquot doses from a multidose 
vial.  It means that the practice expenses payable for the preparation of a 10cc vial remain 
the same irrespective of the size or number of aliquots removed from the vial.  Therefore, 
a physician may not bill this vial preparation code for more than 10 doses per vial;  
paying more than 10 doses per multidose vial would significantly overpay the practice 
expense component attributable to this service.  (NOTE:  this code does not include the 
injection of antigen(s); injection of antigen(s) is separately billable.) 
 
When a multidose vial contains less than 10cc, physicians should bill Medicare for the 
number of 1 cc aliquots that may be removed from the vial.  That is, a physician may bill 
Medicare up to a maximum of 10 doses per multidose vial, but should bill Medicare for 
fewer than 10 doses per vial when there is less than 10cc in the vial. 
If it is medically necessary, physicians may bill Medicare for preparation of more than 
one multidose vial. 
 







EXAMPLES: 
 


(1) If a 10cc multidose vial is filled to 6cc with antigen, the physician may bill 
Medicare for 6 doses since six 1cc aliquots may be removed from the vial. 


 
(2) If a 5cc multidose vial is filled completely, the physician may bill Medicare 


for 5 doses for this vial. 
 


(3) If a physician removes ½ cc aliquots from a 10cc multidose vial for a total of 
20 doses from one vial, he/she may only bill Medicare for 10 doses.  Billing 
for more than 10 doses would mean that Medicare is overpaying for the 
practice expense of making the vial. 


 
(4) If a physician prepares two 10cc multidose vials, he/she may bill Medicare for 


20 doses.  However, he/she may remove aliquots of any amount from those 
vials.  For example, the physician may remove ½ aliquots from one vial, and 
1cc aliquots from the other vial, but may bill no more than a total of 20 doses. 


 
(5) If a physician prepares a 20cc multidose vial, he/she may bill Medicare for 20 


doses, since the practice expense is calculated based on the physician’s 
removing 1cc aliquots from a vial.  If a physician removes 2cc aliquots from 
this vial, thus getting only 10 doses, he/she may nonetheless bill Medicare for 
20 doses because the PE for 20 doses reflects the actual practice expense of 
preparing the vial. 


 
(6) If a physician prepares a 5cc multidose vial, he may bill Medicare for 5 doses, 


based on the way that the practice expense component is calculated.  
However, if the physician removes ten ½ cc aliquots from the vial, he/she may 
still bill only 5 doses because the practice expense of preparing the vial is the 
same, without regard to the number of additional doses that are removed from 
the vial. 


 
C. Allergy Shots and Visit Services on the Same Day 
 
At the outset of the physician fee schedule, the question was posed as to whether visits 
should be billed on the same day as an allergy injection (CPT codes 95115-95117), since 
these codes have status indicators of A rather than T.  Visits should not be billed with 
allergy injection services 95115 or 95117 unless the visit represents another separately 
identifiable service.  This language parallels CPT editorial language that accompanies the 
allergen immunotherapy codes, which include codes 9515 and 95117.   Prior to January 
1, 1995, you appeared to be enforcing this policy through three (3) different means: 
 


• Advising physician to use modifier 25 with the visit service; 
• Denying payment for the visit unless documentation has been provided; and  
• Paying for both the visit and the allergy shot if both are billed for. 


 







For services rendered on or after January 1, 1995, you are to enforce the requirement that 
visits not be billed and paid for on the same day as an allergy injection through the 
following means.  Effective for services rendered on or after that date, the global surgery 
policies will apply to all codes in the allergen immunotherapy series, including the 
allergy shot codes 95115 and 95117.  To accomplish this, CMS changed the global 
surgery indicator for allergen immunotherapy codes from XXX, which meant that the 
global surgery concept did not apply to those codes, to 000, which means that the global 
surgery concept applies, but that there are no days in the postoperative global period.   
 
Now that the global surgery policies apply to these services, you are to rely on the use of 
modifier 25 as the only means through which you can make payment for visit services 
provided on the same day as allergen immunotherapy services.  In order for a physician 
to receive payment for a visit service provided on the same day that the physician also 
provides a service in the allergen immunotherapy series (i.e., any service in the series 
from 95115 through 95199), the physician is to bill a modifier 25 with the visit code, 
indicating that the patient’s condition required a significant, separately identifiable visit 
service above and beyond the allergen immunotherapy service provided. 
 
D. Reasonable Supply of Antigens 
 
See CMS Manual System, Internet Only Manual, Medicare Benefits Policy Manual, 
CMS Pub. 100-02 Chapter 15, section 50.4.4, regarding the coverage of antigens, 
including what constitutes a reasonable supply of antigens. 
 
210 - Outpatient Mental Health Treatment Limitation 
(Rev. 2166, Issued: 02-25-11, Effective: 03-25-11, Implementation: 03-25-11) 
 
Regardless of the actual expenses a beneficiary incurs in connection with the treatment of 
mental, psychoneurotic, and personality disorders while the beneficiary is not an inpatient 
of a hospital at the time such expenses are incurred, the amount of those expenses that 
may be recognized for Part B deductible and payment purposes is limited to 62.5 percent 
of the Medicare approved amount for those services.  This limitation is called the 
outpatient mental health treatment limitation (the limitation).  The 62.5 percent limitation 
has been in place since the inception of the Medicare Part B program and it will remain 
effective at this percentage amount until January 1, 2010.  However, effective January 1, 
2010, through January 1, 2014, the limitation will be phased out as follows:  
 


• January 1, 2010 - December 31, 2011, the limitation percentage is 68.75%. 
(Medicare pays 55% and the patient pays 45%). 
 


• January 1, 2012 - December 31, 2012, the limitation percentage is 75%. 
(Medicare pays 60% and the patient pays 40%). 
 


• January 1, 2013 - December 31, 2013, the limitation percentage is 81.25%. 
(Medicare pays 65% and the patient pays 35%). 
 







• January 1, 2014 - onward, the limitation percentage is 100%. 
(Medicare pays 80% and the patient pays 20%). 
 


For additional details concerning computation of the limitation, please see the examples 
under section 210.1 E. 
 
210.1 - Application of the Limitation 
(Rev. 2166, Issued: 02-25-11, Effective: 03-25-11, Implementation: 03-25-11) 
 
A. Status of Patient 
 
The limitation is applicable to expenses incurred in connection with the treatment of an 
individual who is not an inpatient of a hospital.  Thus, the limitation applies to mental 
health services furnished to a person in a physician’s office, in the patient’s home, in a 
skilled nursing facility, as an outpatient, and so forth.  The term “hospital” in this context 
means an institution, which is primarily engaged in providing to inpatients, by or under 
the supervision of a physician(s): 
 


• Diagnostic and therapeutic services for medical diagnosis, treatment and care of 
injured, disabled, or sick persons; 


 
• Rehabilitation services for injured, disabled, or sick persons; or 


 
• Psychiatric services for the diagnosis and treatment of mentally ill patients. 


 
B. Disorders Subject to the Limitation 
 
The term “mental, psychoneurotic, and personality disorders” is defined as the specific 
psychiatric diagnoses described in the International Classification of Diseases, 9th 
Revision (ICD-9), under the code range 290-319. 
 
When the treatment services rendered are both for a psychiatric diagnosis as defined in 
the ICD-9 and one or more nonpsychiatric conditions, separate the expenses for the 
psychiatric aspects of treatment from the expenses for the nonpsychiatric aspects of 
treatment.  However, in any case in which the psychiatric treatment component is not 
readily distinguishable from the nonpsychiatric treatment component, all of the expenses 
are allocated to whichever component constitutes the primary diagnosis. 
 


1. Diagnosis Clearly Meets Definition - If the primary diagnosis reported for a 
particular service is the same as or equivalent to a condition described in the ICD-
9 under the code range 290-319 that represents mental, psychoneurotic and 
personality disorders, the expense for the service is subject to the limitation 
except as described in subsection D. 


 
2. Diagnosis Does Not Clearly Meet Definition - When it is not clear whether the 


primary diagnosis reported meets the definition of mental, psychoneurotic, and 







personality disorders, it may be necessary to contact the practitioner to clarify the 
diagnosis.  In deciding whether contact is necessary in a given case, give 
consideration to such factors as the type of services rendered, the diagnosis, and 
the individual’s previous utilization history. 


 
C. Services Subject to the Limitation 
 
A/B MACs (B) must apply the limitation to claims for professional services that 
represent mental health treatment furnished to individuals who are not hospital inpatients 
by physicians, clinical psychologists, clinical social workers, nurse practitioners, clinical 
nurse specialists and physician assistants.  Items and supplies furnished by physicians or 
other mental health practitioners in connection with treatment are also subject to the 
limitation. 
 
Generally, A/B MACs (B) must apply the limitation only to treatment services.   
However, diagnostic psychological and neuropsychological testing services performed to 
evaluate a patient’s progress during treatment are considered part of treatment and are 
subject to the limitation. 
 
D. Services Not Subject to the Limitation 
 


1. Diagnosis of Alzheimer’s Disease or Related Disorder - When the primary 
diagnosis reported for a particular service is Alzheimer’s Disease or an 
Alzheimer’s related disorder, A/B MACs (B) must look to the nature of the 
service that has been rendered in determining whether it is subject to the 
limitation.  Alzheimer’s disease is coded 331.0 in the “International Classification 
of Diseases, 9th Revision”, which is outside the code range 290-319 that 
represents mental, psychoneurotic and personality disorders.  Additionally, 
Alzheimer’s related disorders are identified by A/B MACs (B) under ICD-9 codes 
that are within the 290-319 code range (290.XX or others as A/B MACs (B) 
determine appropriate) or outside the 290-319 code range as determined 
appropriate by A/B MACs (B).  When the primary treatment rendered to a patient 
with a diagnosis of Alzheimer’s disease or a related disorder is psychotherapy, it 
is subject to the limitation.  However, typically, treatment provided to a patient 
with a diagnosis of Alzheimer’s Disease or a related disorder represents medical 
management of the patient’s condition (such as described under CPT code 90862 
or any successor code) and is not subject to the limitation.   CPT code 90862 
describes pharmacologic management, including prescription, use, and review of 
medication with no more than minimal medical psychotherapy. 


 
2. Brief Office Visits for Monitoring or Changing Drug Prescriptions - Brief office 


visits for the sole purpose of monitoring or changing drug prescriptions used in 
the treatment of mental, psychoneurotic and personality disorders are not subject 
to the limitation.  These visits are reported using HCPCS code M0064 or any 
successor code (brief office visit for the sole purpose of monitoring or changing 
drug prescriptions used in the treatment of mental, psychoneurotic, and 







personality disorders).  Claims where the diagnosis reported is a mental, 
psychoneurotic, or personality disorder (other than a diagnosis specified in 
subsection A) are subject to the limitation except for the procedure identified by 
HCPCS code M0064 or any successor code. 


 
3. Diagnostic Services - A/B MACs (B) do not apply the limitation to psychiatric 


diagnostic evaluations and diagnostic psychological and neuropsychological tests 
performed to establish or confirm the patient’s diagnosis.  Diagnostic services 
include psychiatric diagnostic evaluations billed under CPT codes 90801 or 90802 
(or any successor codes) and, psychological and neuropsychological tests billed 
under CPT code range 96101-96118 (or any successor code range). 


 
An initial visit to a practitioner for professional services often combines 
diagnostic evaluation and the start of therapy.  Such a visit is neither solely 
diagnostic nor solely therapeutic.  Therefore, A/B MACs (B) must deem the 
initial visit to be diagnostic so that the limitation does not apply.  Separating 
diagnostic and therapeutic components of a visit is not administratively feasible, 
unless the practitioner already has separately identified them on the bill.  
Determining the entire visit to be therapeutic is not justifiable since some 
diagnostic work must be done before even a tentative diagnosis can be made and 
certainly before therapy can be instituted.  Moreover, the patient should not be 
disadvantaged because therapeutic as well as diagnostic services were provided in 
the initial visit.  In the rare cases where a practitioner’s diagnostic services take 
more than one visit, A/B MACs (B) must not apply the limitation to the additional 
visits.  However, it is expected such cases are few.  Therefore, when a practitioner 
bills for more than one visit for professional diagnostic services, A/B MACs (B) 
may find it necessary to request documentation to justify the reason for more than 
one diagnostic visit. 


 
4. Partial Hospitalization Services Not Directly Provided by a Physician or a 


Practitioner - The limitation does not apply to partial hospitalization services that 
are not directly provided by a physician, clinical psychologist, nurse practitioner, 
clinical nurse specialist or a physician assistant.  Partial hospitalization services 
are billed by hospital outpatient departments and community mental health 
centers (CMHCs) to A/B MACs (A).  However, services furnished by physicians, 
clinical psychologists, nurse practitioners, clinical nurse specialists, and physician 
assistants to partial hospitalization patients are billed separately from the partial 
hospitalization program of services.   Accordingly, these professional’s mental 
health services to partial hospitalization patients are paid under the physician fee 
schedule by A/B MACs (B) and may be subject to the limitation. (See chapter 4, 
section 260.1C). 


 
E. Computation of Limitation 
 
A/B MACs (B) determine the Medicare approved payment amount for services subject to 
the limitation.  They: 







 
• Multiply the approved amount by the limitation percentage amount;  
 
• Subtract any unsatisfied deductible; and,  


 
• Multiply the remainder by 0.8 to obtain the amount of Medicare payment. 


The beneficiary is responsible for the difference between the amount paid by Medicare 
and the full Medicare approved amount. 
 
The following examples illustrate the application of the limitation in various 
circumstances as it is gradually reduced under section 102 of the Medicare Improvements 
for Patients and Providers Act (MIPPA).  Please note that although the calendar year 
2009 Part B deductible of $135 is used under these examples, the actual deductible 
amount for calendar year 2010 and future years is unknown and will be subject to change. 
 
Example #1:  In 2010, a clinical psychologist submits a claim for $200 for outpatient 
treatment of a patient’s mental disorder.  The Medicare-approved amount is $180.  Since 
clinical psychologists must accept assignment, the patient is not liable for the $20 in 
excess charges.  The patient previously satisfied the $135 annual Part B deductible.  The 
limitation reduces the amount of incurred expenses to 68 ¾ percent of the approved 
amount.  Medicare pays 80 percent of the remaining incurred expenses.  The Medicare 
payment and patient liability are computed as follows: 
 


1. Actual charges………………………………………………….…….$200.00 
2. Medicare-approved amount……………………………….…….……$180.00 
3. Medicare incurred expenses (0.6875 x line 2)……………..….……...$123.75 
4. Unmet deductible…………………………………………………..…$0.00 
5. Remainder after subtracting deductible (line 3 minus line 4)………...$123.75 
6. Medicare payment (0.80 x line 5)…………………………………….$99.00 
7. Patient liability (line 2 minus line 6)………………………………….$81.00 


 
Example  #2:  In 2012, a clinical social worker submits a claim for $135 for outpatient 
treatment of a patient’s mental disorder.  The Medicare-approved amount is $120.  Since 
clinical social workers must accept assignment, the patient is not liable for the $15 in 
excess charges.  The limitation reduces the amount of incurred expenses to 75 percent of 
the approved amount.  The patient previously satisfied $70 of the $135 annual Part B 
deductible, leaving $65 unmet.  The Medicare payment and patient liability are computed 
as follows: 
 


1.  Actual charges…………………………………………………….….$135.00 
2. Medicare-approved amount……………………………………….......$120.00 
3. Medicare incurred expenses (0.75 x line 2)…………………..……….$90.00 
4. Unmet deductible…………………………………………..………….$65.00 
5. Remainder after subtracting deductible (line 3 minus line 4)………....$25.00 
6. Medicare payment (0.80 x line 5)……………………………………...$20.00 
7. Patient liability (line 2 minus line 6)……………………………..........$100.00 







 
Example #3:  In calendar year 2013, a physician who does not accept assignment submits 
a claim for $780 for services in connection with the treatment of a mental disorder that 
did not require inpatient hospitalization.  The Medicare-approved amount is $750.  
Because the physician does not accept assignment, the patient is liable for the $30 in 
excess charges.  The patient has not satisfied any of the $135 Part B annual deductible.  
The Medicare payment and patient liability are computed as follows: 
 


1.  Actual charges……………….…………………………………………….$780.00 
2. Medicare-approved amount………………………………………………..$750.00 
3. Medicare incurred expenses (0.8125 x line 2)……………………………..$609.38 
4. Unmet deductible…………………………………………………………..$135.00 
5. Remainder after subtracting deductible (line 3 minus line 4)……………...$474.38 
6. Medicare payment (0.80 x line 5)………………………………………….$379.50 
7. Patient liability (line 1 minus line 6)………………………………………$400.50 


 
Example #4:  A patient’s Part B expenses during calendar year 2014 are for a physician’s 
services in connection with the treatment of a mental disorder that initially required 
inpatient hospitalization, with subsequent physician services furnished on an outpatient 
basis.  The patient has not satisfied any of the $135 Part B deductible.  The physician 
accepts assignment and submits a claim for $780.  The Medicare-approved amount is 
$750.  Since the limitation will be completely phased out as of January 1, 2014, the entire 
$750 Medicare-approved amount is recognized as the total incurred expenses because 
such expenses are no longer reduced.  Also, there is no longer any distinction between 
mental health services the patient receives as an inpatient or outpatient.  The Medicare 
payment and patient liability are computed as follows: 
 


1. Actual charges……………………………………………………………..$780.00 
2. Medicare-approved amount………………………………………………..$750.00 
3. Medicare incurred expenses (1.00 x line 2)………………………………..$750.00 
4. Unmet deductible…………………………………………………………..$135.00 
5. Remainder after subtracting deductible (line 3 minus line 4)……………...$615.00 
6. Medicare payment (0.80 x line 5)………………………………………….$492.00 


Beneficiary liability (line 2 minus line 6)………………………………………….$258.00 
 
220 - Chiropractic Services 
(Rev. 3721, Issued: 02-24-17, Effective: 05-25-17, Implementation: 05-25-17) 
 
A.   Verification of Chiropractor's Qualifications  
 
Establish a reference file of chiropractors eligible for payment as physicians under the 
criteria in Pub. 100-02, Benefits Policy Manual, Chapter 15, Sections 30.5 & 240A.  Pay 
only chiropractors on file.  Information needed to establish such files is furnished by the 
RO. 
 







The RO is notified by the appropriate State agency which chiropractors are licensed and 
whether each meets the national uniform standards. 
 
B.   Durable Medical Equipment Regional Carriers Processing Claims When a 
Chiropractor is the Supplier 
 
Effective July 1, 1999, except for restrictions to chiropractor services as stipulated in 
§§1861(s)(2)(A) of the Social Security Act, chiropractors (specialty 35) can bill for 
durable medical equipment, prosthetics, orthotics and supplies if, as the supplier, they 
have a valid supplier number assigned by the National Supplier Clearinghouse.  In order 
to process claims, the Common Working File has been changed to allow specialty 35 to 
bill for services furnished as a supplier. 
 
C.   Documentation 
 
The following information must be recorded by the chiropractor and kept on file.  The 
date of the initial treatment or date of exacerbation of the existing condition must be 
entered in Item 14 of Form CMS-1500.  This serves as affirmation by the chiropractor 
that all documentation required as listed below and in Pub. 100-02, Benefits Policy 
Manual, Chapter 15, Section 240.1.2 is being maintained on file by the chiropractor. 
 


1. Specification of the precise spinal location and level of subluxation (see 
Pub. 100-02, Benefits Policy Manual, Chapter 15, Section 240.1.4) giving rise to the 
diagnosis and symptoms. 


 
2. Effective for claims with dates of service on and after January 1, 2000, the 


x-ray is no longer required.  However, the x-ray may still be used to demonstrate 
subluxation for claims processing purposes.  Effective for claims with dates of service on 
or after October 1, 2000, when the x-ray is used to demonstrate subluxation, the date of 
the x-ray must be entered in Item 19 of Form CMS-1500 and the date must be within the 
parameters specified in Pub. 100-02, Benefits Policy Manual, Chapter 15, Section 
240.1.2. 


 
For claims with dates of service prior to January 1, 2000, and for claims with dates of 
service on or after October 1, 2000, for which an x-ray is still used to show subluxation, 
the following instructions on documentation apply: 
 


An x-ray film (including the date of the film) is available for your review 
demonstrating the existence of a subluxation at the specified level of the spine.  If 
the beneficiary refuses to have the x-ray, the chiropractor must submit one of the 
appropriate HCPCS codes for chiropractic manipulation in addition to modifier GX 
(service not covered by Medicare), and the claim will be denied as a technical 
denial. 
 







The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: PR 
CARC: 96 
RARC: M111 
MSN: 3.1 
 


NOTE: The refusal of the beneficiary to have an x-ray taken will no longer need to be 
coded for claims with dates of service on or after January 1, 2000. 


 
D.   Claims Processing 
 
Edits and suggested MSN and RA messages. 
 


1. Do not pay for manual manipulation of the spine in treating conditions 
other than those indicated in Pub. 100-02, Benefits Policy Manual, Chapter 15, Section 
240.1.3. 


 
The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 3. 
 
Group Code: CO 
CARC: 50 
RARC: N/A 
MSN: 15.4 
 


1. Deny claims for treatment of any condition not reasonably related to a subluxation 
involving vertebrae at the spinal level specified.   
The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  The CARC below is 
not included in the CAQH CORE Business Scenarios. 


 
Group Code: CO 
CARC: B22 
RARC: N/A 
MSN: 15.4 
 


2. Edit to verify that the date of the initial visit or the date of exacerbation of the 
existing condition is entered. 
 
The following reflects the remittance advice messages and associated codes that 
will appear when rejecting/denying claims under this policy.  This CARC/RARC 
combination is compliant with CAQH CORE Business Scenario 2. 







 
Group Code: CO 
CARC: 16 
RARC: MA122 
MSN: 9.2 
 


E.   X-ray Review 
Effective for claims with dates of service on and after January 1, 2000, the x-ray is no 
longer required.  However, effective for claims with dates of service on or after October 
1, 2000, should the chiropractor choose to use the x-ray to show subluxation, the x-ray 
review process is still required as outlined below minus the requirement in the last 
sentence of number 2. For claims with dates of service prior to January 1, 2000, all 
aspects of the following instructions still apply. 
 


1. Carriers should conduct post-payment reviews of x-rays on a sample basis.  
Prepayment review should be undertaken in all questionable cases. 


 
2. It is the responsibility of the treating chiropractor to make the documenting x-


ray(s) available to the carrier's review staff.  If x-rays are not made available, or 
suggest a pattern in failing to demonstrate subluxation for any reason, including 
unacceptable technical quality, the carrier should conduct prepayment review of 
x-rays in 100 percent of the subsequent claims for treatments by the practitioner 
involved until satisfied that the deficiency will no longer occur.  Where there is no 
x-ray documentation of subluxation on prepayment review, the claims, of course, 
should be denied.  (The last sentence of this paragraph only refers to claims with 
dates of service prior to January 1, 2000.) 


 
3. The x-ray film(s) must have been taken at a time reasonably proximate to the 


initiation of the course of treatment and must demonstrate a subluxation at the 
level of the spine specified by the treating chiropractor on the claim.  (See Pub. 
100-02, Benefits Policy Manual, Chapter 15, Section 240.1.2.) 


 
4. An x-ray obtained by the chiropractor for his own diagnostic purposes before 


commencing treatment should suffice for claims documentation purposes. 
However, when subluxation was for treatment purposes diagnosed by some other 
means and x-rays are taken to satisfy Medicare's documentation requirement, 
carriers should ask chiropractors to hone in on the site of the subluxation in 
producing x-rays.  Such a practice would not only minimize the exposure of the 
patient but also should result in a film more clearly portraying the subluxation. 


 
5. An x-ray will be considered of acceptable technical quality if any individual 


trained in the reading of x-rays could recognize a subluxation if present. 
 
6. When claims have been denied because the x-ray(s) initially offered failed to 


document the existence of a subluxation requiring treatment, no review of these 
decisions should be undertaken on the basis of x-ray(s) subsequently taken.  







Permitting such reviews could be an inducement to excessive exposure of patients 
to radiation in cases where the decision to treat was made despite x-rays that did 
not show a subluxation. 


 
230 - Primary Care Incentive Payment Program (PCIP) 
(Rev. 2152, Issued: 02-11-11, Effective: 07-01-11, Implementation: 07-05-11) 
 
Section 5501(a) of the Affordable Care Act revises section 1833 of the Social Security 
Act (the Act) by adding a new paragraph, (x), “Incentive Payments for Primary Care 
Services.”  Section 1833(x) of the Act states that in the case of primary care services 
furnished on or after January 1, 2011, and before January 1, 2016, there shall be a 10 
percent incentive payment for such services under Part B when furnished by a primary 
care practitioner. 
 
Information regarding Primary Care Incentive Payment Program (PCIP) payments made 
to critical access hospitals (CAHs) paid under the optional method can be found in Pub. 
100-04, Chapter 4, §250.12 of this manual. 
 
230.1 - Definition of Primary Care Practitioners and Primary Care 
Services 
(Rev. 2152, Issued: 02-11-11, Effective: 07-01-11, Implementation: 07-05-11) 
 
Primary care practitioner is defined as: 
 


1. A physician who has a primary specialty designation of family medicine, internal 
medicine, geriatric medicine, or pediatric medicine for whom primary care 
services accounted for at least 60 percent of the allowed charges under the PFS 
(excluding hospital inpatient care and emergency department visits) for the 
practitioner in a prior period as determined appropriate by the Secretary; or  
 


2. A nurse practitioner, clinical nurse specialist, or physician assistant for whom 
primary care services accounted for at least 60 percent of the allowed charges 
under the PFS (excluding hospital inpatient care and emergency department 
visits) for the practitioner in a prior period as determined appropriate by the 
Secretary. 


 
Primary care services are defined as HCPCS Codes: 
 


1. 99201 through 99215 for new and established patient office or outpatient 
evaluation and management (E/M) visits; 


 
2. 99304 through 99340 for initial, subsequent, discharge, and other nursing facility 


E/M services; new and established patient domiciliary, rest home or custodial care 
E/M services; and domiciliary, rest home or home care plan oversight services; 
and 


 







3. 99341 through 99350 for new and established patient home E/M visits. 
 
Practitioner Identification 
 
Primary care practitioners will be identified using the National Provider Identifier (NPI) 
number of the rendering practitioner on claims.  If the claim is submitted by a 
practitioner’s group practice, the rendering practitioner’s NPI must be included on the 
line-item for the primary care service and reflect an eligible HCPCS as identified.  In 
order to be eligible for the PCIP, physician assistants, clinical nurse specialists, and nurse 
practitioners must be billing for their services under their own NPI and not furnishing 
services incident to physicians’ services.  Regardless of the specialty area in which they 
may be practicing, the specific nonphysician practitioners are eligible for the PCIP based 
on their profession and historical percentage of allowed charges as primary care services 
that equals or exceeds the 60 percent threshold. 
 
The claims data  used for the primary care percentage calculations depend on the 
potential primary care practitioner’s date of enrollment in Medicare.  We will use 
Medicare claims data 2 years prior to the PCIP payment year to determine PCIP 
eligibility for those potential primary care practitioners who were enrolled in Medicare in 
that year.  For example, for CY 2011, we will use Medicare claims data from CY 2009 
for practitioners who were already enrolled in Medicare in CY 2009. We will use claims 
data from the year immediately preceding the PCIP payment year in order to determine 
PCIP eligibility for potential primary care practitioners who newly enroll in Medicare in 
the year immediately preceding the PCIP payment year.  For example, for CY 2011, we 
will use the available Medicare claims data from CY 2010 only for potential primary care 
practitioners who newly enrolled in Medicare in CY 2010. 
 
Eligible practitioners for PCIP payments in a given calendar year who were enrolled in 
Medicare 2 years earlier will be listed by eligible NPI in the Primary Care Incentive 
Payment Program Eligibility File, available after January 31 of the PCIP payment year on 
their A/B MAC (B)’s website.  Eligible practitioners for PCIP payments in a given 
calendar year who were newly enrolled in Medicare in the year immediate preceding the 
PCIP payment year will be identified in the PCIP Payment  for New Providers Enrolled 
in Medicare File, available after October 1 of the PCIP payment year.  Practitioners 
should contact their A/B MAC (B) with any questions regarding their eligibility for the 
PCIP. 
 
230.2 - Coordination with Other Payments 
(Rev. 2152, Issued: 02-11-11, Effective: 07-01-11, Implementation: 07-05-11) 
 
Section 5501(a)(3) of the Affordable Care Act authorizes payment under the PCIP as an 
additional payment amount for specified primary care services without regard to any 
additional payment for the service under Section 1833(m) of the Act.  Therefore, an 
eligible primary care physician furnishing a primary care service in a health professional 
shortage area (HPSA) may receive both a HPSA physician bonus payment (as described 
in the Medicare Claims Processing Manual, Pub. 100-04, Chapter 12, §90.4) under the 







HPSA physician bonus program and a PCIP incentive payment under the new program 
beginning in CY 2011. 
 
230.3 - Claims Processing and Payment 
(Rev. 2152, Issued: 02-11-11, Effective: 07-01-11, Implementation: 07-05-11) 
 
A. General Overview 
 
Incentive payments will be made on a quarterly basis and shall be equal to 10 percent of 
the amount paid for such services under the Medicare Physician Fee Schedule (PFS) for 
those services furnished during the incentive payment year. PCIP payments for newly 
enrolled practitioners will be delayed due to the lag in their eligibility determination.  
Newly enrolled primary care practitioners will receive a single cumulative PCIP 
payment, retroactive for primary care services furnished from the beginning of the PCIP 
payment year, following the fourth quarter of the PCIP payment year after the primary 
care practitioner is deemed eligible.  Quarterly payments will be made for subsequent 
incentive payments. 
 
For information on PCIP payments to CAHs paid under the optional method, see the 
Medicare Claims Processing Manual, Pub. 100-04, Chapter 4, §250.12. 
 
On an annual basis A/B MACs (B) shall receive a Primary Care Incentive Payment 
Program Eligibility File and PCIP Payment for New Providers Enrolled in Medicare File 
that they shall post to their websites.  The files will list the NPIs of all practitioners who 
are eligible to receive PCIP payments for the PCIP payment year. 
 
B. Method of Payment  
 


• Calculate and pay qualifying primary care practitioners an additional 10 percent 
incentive payment. 


 
• Calculate the payment based on the amount actually paid for the services, not the 


Medicare approved amount. 
 


• Combine the PCIP incentive payments, when appropriate, with other incentive 
payments, including the HPSA physician bonus payment, and the HPSA Surgical 
Incentive Payment Program (HSIP) payment; 


 
• Provide a special remittance form that is forwarded with the incentive payment so 


that physicians and practitioners can identify which type of incentive payment 
(HPSA physician and/or PCIP) was paid for which services. 
 


• Practitioners should contact their A/B MAC (B) with any questions regarding 
PCIP payments. 


 
C. Changes for Contractor Systems 







 
The Medicare Carrier System, (MCS), Common Working File (CWF) and the National 
Claims History (NCH) shall be modified to accept a new PCIP indicator on the claim 
line.  Once the type of incentive payment has been identified by the shared systems, the 
shared system shall modify their systems to set the indicator on the claim line as follows: 
 


1 = HPSA; 
2 = PSA; 
3 = HPSA and PSA; 
4 = HSIP; 
5 = HPSA and HSIP; 
6 = PCIP; 
7 = HPSA and PCIP; and 
Space = Not Applicable. 


 
The MCS shall send the HIGLAS 810 invoice for incentive payment invoices, including 
the new PCIP payment.  The A/B MAC (B) shall also combine the provider’s HPSA 
physician bonus, physician scarcity (PSA) bonus (if it should become available at a later 
date), HSIP payment and/or PCIP payment invoice per provider.  The A/B MAC (B) 
shall receive the HIGLAS 835 payment file from HIGLAS showing a single incentive 
payment per provider. 
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http://www.cms.hhs.gov/transmittals/downloads/R2168CP.pdf





Rev # Issue Date Subject Impl Date CR# 


R2166CP 02/25/2011 Clarification to CR 6686-Outpatient 
Mental Health Treatment Limitation 


03/25/2011 7307 


R2161CP 02/25/2011 Incentive Payment Program for Primary 
Care Services, Section 5501(a) of the ACA 


01/03/2011 
& 
04/04/2011 


7060 


R2159CP 02/15/2011 Annual Wellness Visit (AWV), Including 
Personalized Prevention Plan Services 
(PPPS) 


04/04/2011 7079 


R2152CP 02/11/2011 Primary Care Incentive Payment Program 
(PCIP) Eligibility for New Providers 
Enrolled in Medicare 


07/05/2011 7267 


R2109CP 12/03/2010 Annual Wellness Visit (AWV), Including 
Personalized Prevention Plan Services 
(PPPS) – Rescinded and replaced by 
Transmittal 2159 


04/04/2011 7079 


R2044CP 09/03/2010 Revisions and Re-issuance of Audiology 
Policies 


09/30/2010 6447 


R2040CP 08/27/2010 Section 5501(b) Incentive Payment 
Program for Major Surgical Procedures 
Furnished in Health Professional Shortage 
Areas of the Affordable Care Act (ACA) 


01/03/2011 
& 
04/04/2011 


7063 


R2039CP 08/27/2010 Primary Care Incentive Payment Program 
(PCIP), Section 5501(a) of the Affordable 
Care Act (ACA) – Rescinded and replaced 
by Transmittal 2161 


01/03/2011 
& 
04/04/2011 


7060 


R2032CP 08/20/2010 Expansion of Medicare Telehealth 
Services for CY 2011 – Rescinded and 
replaced by Transmittal 2168 


01/03/2011 7049 


R2024CP 08/06/2010 Payment for Certified Nurse-Midwife 
Services 


01/03/2011 7005 



http://www.cms.hhs.gov/transmittals/downloads/R2166CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2161CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2159CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2152CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2109CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2044CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2040CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2039CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2032CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R2024CP.pdf





Rev # Issue Date Subject Impl Date CR# 


R2007CP 07/23/2007 Revisions and Re-issuance of Audiology 
Policies – Rescinded and replaced by 
Transmittal 2044 


08/11/2010 6447 


R1975CP 05/28/2010 Revisions and Re-issuance of Audiology 
Policies - Rescinded and replaced by 
Transmittal 2007 


07/28/2010 6447 


R1931CP 03/12/2010 Revision of the Internet Only Manual 
(IOM) to Remove References to 
“Purchased Diagnostic Test” and Replace 
With Language Consistent With the Anti-
Markup Rule 


06/14/2010 6627 


R1881CP 12/18/2009 Expansion of Medicare Telehealth 
Services for CY 2010 


01/04/2010 6705 


R1875CP 12/14/2009 Revisions to Consultation Services 
Payment Policy 


01/04/2010 6740 


R1859CP 11/20/2009 MIPAA Section 139 Teaching 
Anesthesiologists 


01/04/2010 6706 


R1843CP 10/30/2009 Outpatient Mental Health Treatment 
Limitation 


01/04/2010 6686 


R1716CP 04/24/2009 List of Medicare Telehealth Services 05/26/2009 6458 


R1643CP 12/05/2008 Indian Health Service (IHS) Provider 
Payment to Non-IHS Physicians for 
Teleradiology Interpretations 


03/09/2009 6162 


R1639CP 11/21/2008 Health Professional Shortage Area (HPSA) 
Bonus Payment Policy Changes 


01/05/2009 6106 


R1635CP 11/14/2008 Adding Certain Entities as Originating 
Sites for Payment of Telehealth Services-
Section 149 of the Medicare Improvements 
for Patients and Providers Act of 2008 
(MIPPA) 


01/05/2009 6215 



http://www.cms.hhs.gov/transmittals/downloads/R2007CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R1975CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R1931CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1881CP

http://www.cms.hhs.gov/Transmittals/Downloads/R1875CP

http://www.cms.hhs.gov/Transmittals/Downloads/R1859CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1843CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1716CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1643CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1639CP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1635CP.pdf





Rev # Issue Date Subject Impl Date CR# 


R1615CP 10/17/2008 Update to the Initial Preventive Physical 
Examination (IPPE) Benefit 


01/05/2009 6223 


R1604CP 09/26/2008 Physician Payment Amounts When 
Physicians Furnish Excluded Procedures in 
Ambulatory Surgical Centers (ASCs) 


01/05/2009 6052 


R1550CP 07/18/2008 Clarifications to Audiology Update 
Transmittal 1470, Change Request 5717 


08/18/2008 6061 


R1548CP 07/09/2008 Critical Care Visits and Neonatal Intensive 
Care (Codes 99291-99292) 


07/07/2008 5993 


R1545CP 06/27/2008 Payment for Inpatient Hospital Visits 
(Codes 99221-99239) – Rescinds and 
replaces Transmittal 1473. 


04/07/2008 5792 


R1530CP 06/06/2008 Critical Care Visits and Neonatal Intensive 
Care (Codes 99291-99292) - Rescinded 
and replaced by Transmittal 1548 


07/07/2008 5993 


R1490CP 04/11/2008 Prolonged Services (Codes 99354-99359) 07/07/2008 5972 


R1489CP 04/11/2008 Nursing Facility Services (Codes 99304-
99318) 


07/07/2008 5968 


R1473CP 03/07/2008 Payment for Inpatient Hospital Visits – 
General (Codes 99221-99239) – Rescinded 
and replaced by Transmittal 1545. 


04/07/2008 5792 


R1470CP 02/29/2008 Update to Audiology Policies 04/07/2008 5717 


R1466CP 02/22/2008 Payment for Hospital Observation Services 
(Codes 99217 - 99220) and Observation or 
Inpatient Care Services (Including 
Admission and Discharge Services - Codes 
99234 - 99236) 


04/07/2008 5791 


R1465CP 02/22/2008 Payment for Initial Hospital Care Services 
(Codes 99221 - 99233) and Observation or 
Inpatient Care Services (Including 


04/07/2008 5793 
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Rev # Issue Date Subject Impl Date CR# 


Admission and Discharge Services) 
(Codes 99234 - 99236) 


R1460CP 02/22/2008 Subsequent Hospital Visits and Hospital 
Discharge Day Management Services 
(Codes 99231 - 99239) 


04/07/2008 5794 


R1458CP 02/22/2008 Teaching Physician Requirements for 
ESRD Monthly Capitation Payment 
(MCP) 


03/24/2008 5932 


R1434CP 02/05/2008 Extension of the Dates of Service for the 
Physician Scarcity Area (PSA) Bonus 
Payment 


01/07/2008 5937 


R1324CP 08/27/2007 Anesthesia Services Furnished by the 
Same Physician Providing the Medical and 
Surgical Service 


10/01/2007 5618 


R1321CP 08/24/2007 Sunset of the Physician Scarcity Area 
(PSA) Bonus Payment 


01/07/2008 5711 


R1316CP 08/17/2007 Anesthesia Services Furnished by the 
Same Physician Providing the Medical and 
Surgical Service – Replaced by 
Transmittal 1324 


10/01/2007 5618 


R1277CP 06/29/2007 Medicare Telehealth Services 01/07/2008 5628 


R1273CP 06/29/2007 Billing and Payment in a Health 
Professional Shortage Area (HPSA) 


10/01/2007 5625 


R1168CP 01/26/2007 Direct Billing and Payments for Non-
Physician Practitioner Services Furnished 
to Hospital Inpatients and Outpatients 


04/26/2007 5221 


R1026CP 08/11/2006 Medicare Telehealth Services 01/02/2007 5201 


R999CP 07/14/2006 Non-Physician Practitioner (NPP) Payment 
for Care Plan Oversight 


10/02/2006 4374 


R997CP 07/07/2006 Medicare Telehealth Services Update 08/07/2006 5122 
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Rev # Issue Date Subject Impl Date CR# 


R993CP 06/23/2006 Non-Physician Practitioner (NPP) Payment 
for Care Plan Oversight 


10/02/2006 4374 


R979CP 06/09/2006 Cardiovascular System (Codes 92950-
93799 


07/10/2006 5048 


R968CP 05/26/2006 Drug Administration Coding and Payment 
Policy Update to Pub. 100-04 Med. Claims 
Processing 


06/26/2006 5028 


R954CP 05/19/2006 Payment for Evaluation and Management 
Services Provided During Global Period of 
Surgery 


08/20/2006 5025 


R906CP 04/14/2006 Revision to Health Professional Shortage 
Area and Physician Scarcity Area Bonus 
Billing for Some Globally Billed Services 


07/03/2006 5015 


R834CP 02/03/2006 Revision to Health Professional Shortage 
Area and Physician Scarcity Area Bonus 
Billing for Some Globally Billed Services 


07/03/2006 4266 


R811CP 01/13/2006 Teaching Physician Services 02/13/2006 3928 


R808CP 01/06/2006 Nursing Facility Services Codes (99304 – 
99318 


01/23/2006 4246 


R807CP 01/06/2006 Revision to IOM 100-04, Chapter 12, 
Sections 90.4.1.1 and 90.4.2 


02/06/2006 4182 


R792CP 12/23/2005 Nursing Facility Services Codes (99304 – 
99318) - Rescinded and replaced by 
Transmittal 808 


01/23/2006 4246 


R790CP 12/23/2005 List of Medicare Telehealth Services 04/03/2006 4204 


R788CP 12/20/2005 Consultation Services (Codes 99241 – 
99255) 


01/17/2006 4215 
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Rev # Issue Date Subject Impl Date CR# 


R782CP 12/16/2005 Consultation Services (Codes 99241 – 
99255) Rescinded and replaced by 
Transmittal 788 


01/17/2005 4215 


R775CP 12/02/2005 Home Care and Domiciliary Care Visits 
(99324 – 99350) 


01/03/2006 4212 


R748CP 11/04/2005 New G Code for Power Mobility Devices 
(PMDs) 


10/25/2005 4121 


R731CP 10/28/2005 Payment for Office or Other Outpatient 
Evaluation and Management (E/M) Visits 
(Codes 99201 - 99215) 


01/03/2006 4032 


R713CP 10/18/2005 New G Code for Power Mobility Devices 
(PMDs) 


10/25/2005 4121 


R667CP 09/02/2005 Home Care and Domiciliary Care Visits 
(Codes 99321 - 99350) 


12/05/2005 3922 


R608CP 07/22/2005 New Health Professional Shortage Area 
(HPSA) Modifier 


01/03/2006 3935 


R556CP 05/06/2005 Revision to the Health Professional 
Shortage Area (HPSA) and Physician 
Scarcity Area (PSA) Payment Rules 


10/03/2005 3822 


R547CP 04/29/2005 Revision to the Health Professional 
Shortage Area (HPSA) and Physician 
Scarcity Area (PSA) Payment Rules 


10/03/2005 3822 


R524CP 04/15/2005 Clarification to the Health Professional 
Shortage Area Language in the Medicare 
Claims Processing Manual 


05/16/2005 3736 


R517CP 04/01/2005 List of Medicare Telehealth Services 05/02/2005 3747 


R504CP 03/11/2005 Update to Pub 100-04, Chapter 12, Section 
200 of the Internet Only Manual 


N/A 3732 


R417CP 12/22/2004 Initial Preventive Physical Examination 01/03/2005 3638 
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Rev # Issue Date Subject Impl Date CR# 


R382CP 11/26/2004 Independent Laboratory Billing for the 
Technical Component (TC) of Physician 
Pathology Services to Hospital Patients 


01/03/2005 3467 


R302CP 09/24/2004 Nursing Facility Visits (Codes 99301 -
99313)  


10/25/2004 3096 


R280CP 08/13/2004 Billing and Payment in a Health 
Professional Shortage Area 


10/04/2004 3401 


R277CP 08/13/2004 Instructions to Establish Carrier Web 
Pages for Health Professional Shortage 
Area and for Provider Education for the 
HPSA and Physician Scarcity Area Bonus 
Payment 


09/13/2004 3388 


R218CP 06/25/2004 Implementation of the Analysis and 
Design Phases of The Revisions to the 
Health Professional Shortage Area Bonus 
Payment 


10/04/2004 3317 


R217CP 06/25/2004 Implementation of the Analysis and 
Design Phases of the Physician Scarcity 
Bonus 


10/04/2004 3318 


R203CP 06/10/2004 Billing Payment in a Health Professional 
Shortage Area 


07/06/2004 3336 


R178CP 05/14/2004 Evaluation and Management Service 
Codes 


N/A 2321 


R168CP 05/07/2004 Chapter 12, Physician/Practitioner Billing0  N/A 1756 


R157CP 04/30/2004 Implementation of the Analysis and 
Design Phase of the Physician Scarcity 
Bonus 


10/04/2004 3223 


R155CP 04/30/2004 Implementation of the Analysis and 
Design Phases of the Revision to the 
Health Professional Shortage Area Bonus 
Payment 


10/04/2004 3215 
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Rev # Issue Date Subject Impl Date CR# 


R147CP 04/23/2004 Payment for Chemotherapy Administration 
Services, Nonchemotherapy Drug Infusion 
Services, and Drug Injection Services 


05/24/2004 3192 


R137CP 04/09/2004 Manualization of Section 4118 of the 
Medicare Carriers Manual, Part 3 


N/A 3234 


R078CP 02/06/2004 Medicare Incentive Payments for 
Physician Care 


07/06/2004 3108 


R001CP 10/01/2003 Initial Publication of Manual NA NA 


Back to top of Chapter 
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80.2 - Psychological and Neuropsychological Tests 
80.3 - Audiology Services 


80.3.1 - Definition of Qualified Audiologist 
80.4 - Coverage of Portable X-Ray Services Not Under the Direct Supervision of a 
Physician 


80.4.1 - Diagnostic X-Ray Tests 
80.4.2 - Applicability of Health and Safety Standards 
80.4.3 - Scope of Portable X-Ray Benefit 
80.4.4 - Exclusions From Coverage as Portable X-Ray Services 
80.4.5 - Electrocardiograms 


80.5 - Bone Mass Measurements (BMMs) 
80.5.1 - Background 
80.5.2 - Authority 
80.5.3 - Definition 
80.5.4 - Conditions for Coverage 
80.5.5 - Frequency Standards 
80.5.6 - Beneficiaries Who May be Covered 
80.5.7 - Noncovered BMMs 
80.5.8 - Claims Processing 
80.5.9 - National Coverage Determinations (NCDs) 


80.6 - Requirements for Ordering and Following Orders for Diagnostic Tests 
80.6.1 - Definitions 
80.6.2 - Interpreting Physician Determines a Different Diagnostic Test is 
Appropriate 
80.6.3 - Rules for Testing Facility to Furnish Additional Tests 
80.6.4 - Rules for Testing Facility Interpreting Physician to Furnish 
Different or Additional Tests 
80.6.5 - Surgical/Cytopathology Exception 


90 - X-Ray, Radium, and Radioactive Isotope Therapy 
100 - Surgical Dressings, Splints, Casts, and Other Devices Used for Reductions of 
Fractures and Dislocations 
110 - Durable Medical Equipment - General 







110.1 - Definition of Durable Medical Equipment 
110.2 - Repairs, Maintenance, Replacement, and Delivery 
110.3 - Coverage of Supplies and Accessories 
110.4 - Miscellaneous Issues Included in the Coverage of Equipment 
110.5 - Incurred Expense Dates for Durable Medical Equipment 
110.6 - Determining Months for Which Periodic Payments May Be Made for 
Equipment Used in an Institution 
110.7 - No Payment for Purchased Equipment Delivered Outside the United States 
or Before Beneficiary’s Coverage Began 


120 - Prosthetic Devices 
130 - Leg, Arm, Back, and Neck Braces, Trusses, and Artificial Legs, Arms, and Eyes 
140 - Therapeutic Shoes for Individuals with Diabetes 
150 - Dental Services 


150.1 - Treatment of Temporomandibular Joint (TMJ) Syndrome 
160 - Clinical Psychologist Services 
170 - Clinical Social Worker (CSW) Services 
180 - Nurse-Midwife (CNM) Services 
190 - Physician Assistant (PA) Services 
200 - Nurse Practitioner (NP) Services 
210 - Clinical Nurse Specialist (CNS) Services 
220 - Coverage of Outpatient Rehabilitation Therapy Services (Physical Therapy, 
Occupational Therapy, and Speech-Language Pathology Services) Under Medical 
Insurance 


220.1 - Conditions of Coverage and Payment for Outpatient Physical Therapy, 
Occupational Therapy, or Speech-Language Pathology Services 


220.1.1 - Care of a Physician/Nonphysician Practitioner (NPP) 
220.1.2 - Plans of Care for Outpatient Physical Therapy, Occupational 
Therapy, or Speech-Language Pathology Services 
220.1.3 - Certification and Recertification of Need for Treatment and 
Therapy Plans of Care 
220.1.4 - Requirement That Services Be Furnished on an Outpatient Basis 


220.2 - Reasonable and Necessary Outpatient Rehabilitation Therapy Services 
220.3 - Documentation Requirements for Therapy Services 
220.4 - Functional Reporting 


230 - Practice of Physical Therapy, Occupational Therapy, and Speech-Language 
Pathology 


230.1 - Practice of Physical Therapy 
230.2 - Practice of Occupational Therapy 







230.3 - Practice of Speech-Language Pathology 
230.4 - Services Furnished by a Therapist in Private Practice (TPP) 
230.5 - Physical Therapy, Occupational Therapy and Speech-Language Pathology 


Services Provided Incident to the Services of Physicians and 
Nonphysician Practitioners (NPP) 


230.6 - Therapy Services Furnished Under Arrangements With Providers and 
Clinics 


231 - Pulmonary Rehabilitation (PR) Program Services Furnished on or After January 1, 
2010 
232 - Cardiac Rehabilitation (CR) and Intensive Cardiac Rehabilitation (ICR) Services 
Furnished On or After January 1, 2010 
240 - Chiropractic Services - General 


240.1 - Coverage of Chiropractic Services 
240.1.1 - Manual Manipulation 
240.1.2 - Subluxation May Be Demonstrated by X-Ray or Physician’s 
Exam 
240.1.3 - Necessity for Treatment 
240.1.4 – Location of Subluxation 
240.1.5 - Treatment Parameters 


250 - Medical and Other Health Services Furnished to Inpatients of Hospitals and Skilled 
Nursing Facilities 
260 - Ambulatory Surgical Center Services 


260.1 - Definition of Ambulatory Surgical Center (ASC) 
260.2 - Ambulatory Surgical Center Services 
260.3 - Services Furnished in ASCs Which are Not ASC Facility Services 
260.4 - Coverage of Services in ASCs, Which are Not ASC Services 
260.5 - List of Covered Ambulatory Surgical Center Procedures 


260.5.1 - Nature and Applicability of ASC List 
260.5.2 - Nomenclature and Organization of the List 
260.5.3 - Rebundling of CPT Codes 


270 - Telehealth Services 
280 – Preventive and Screening Services 


280.1 – Glaucoma Screening 
280.2 - Colorectal Cancer Screening 


280.2.1 - Covered Services and HCPCS Codes 
280.2.2 - Coverage Criteria 
280.2.3 - Determining Whether or Not the Beneficiary is at High Risk for 
Developing Colorectal Cancer 
280.2.4 - Determining Frequency Standards 







280.2.5 - Noncovered Services 
280.3 - Screening Mammography 
280.4 - Screening Pap Smears 
280.5 - Annual Wellness Visit (AWV) Providing Personalized Prevention Plan 
Services (PPPS) 


280.5.1 – Advance Care Planning (ACP) Furnished as an Optional 
Element with an Annual Wellness Visit (AWV) upon Agreement with the 
Patient 


290 - Foot Care 
300 - Diabetes Self-Management Training Services 


300.1 - Beneficiaries Eligible for Coverage and Definition of Diabetes 
300.2 - Certified Providers 
300.3 - Frequency of Training 
300.4 - Coverage Requirements for Individual Training 


300.4.1- Incident -To Provision 
300.5 - Payment for DSMT 


300.5.1 - Special Claims Processing Instructions A/B MACs (A) 
310 – Kidney Disease Patient Education Services 


310.1 - Beneficiaries Eligible for Coverage 
310.2 - Qualified Person 
310.3 - Limitations for Coverage 
310.4 - Standards for Content 
310.5 - Outcomes Assessment 
 







10 - Supplementary Medical Insurance (SMI) Provisions 
(Rev. 37, Issued:  08-12-05; Effective/Implementation: 09-12-05) 
 
The supplementary medical insurance plan covers expenses incurred for the following 
medical and other health services under Part B of Medicare: 
 


• Physician’s services, including surgery, consultation, office and institutional 
calls, and services and supplies furnished incident to a physician’s professional 
service; 


 
• Outpatient hospital services furnished incident to physicians services; 
 
• Outpatient diagnostic services furnished by a hospital; 
 
• Outpatient physical therapy, outpatient occupational therapy, outpatient speech-


language pathology services; 
 
• Diagnostic x-ray tests, laboratory tests, and other diagnostic tests; 
 
• X-ray, radium, and radioactive isotope therapy; 
 
• Surgical dressings, and splints, casts, and other devices used for reduction of 


fractures and dislocations; 
 
• Rental or purchase of durable medical equipment for use in the patient’s home; 
 
• Ambulance service; 
 
• Prosthetic devices, other than dental, which replace all or part of an internal body 


organ; 
 
• Leg, arm, back and neck braces and artificial legs, arms, and eyes including 


adjustments, repairs, and replacements required because of breakage, wear, loss, 
or change in the patient’s physical condition; 


 
• Certain medical supplies used in connection with home dialysis delivery systems; 
 
• Rural health clinic (RHC) services; 
 
• Federally Qualified Health Center (FQHC) services; 
 
• Ambulatory surgical center (ASC) services; 
 
• Screening mammography services; 
 
• Screening pap smears and pelvic exams; 







 
• Screening glaucoma services; 
 
• Influenza, pneumococcal pneumonia, and hepatitis B vaccines; 
 
• Colorectal screening; 
 
• Bone mass measurements; 
 
• Diabetes self-management services; 
 
• Prostate screening; and 
 
• Home health visits after all covered Part A visits have been used. 
 


See §250 for provisions regarding supplementary medical insurance coverage of certain 
of these services when furnished to hospital and SNF inpatients. 
 
Payment may not be made under Part B for services furnished an individual if the 
individual is entitled to have payment made for those services under Part A.  An 
individual is considered entitled to have payment made under Part A if the expenses 
incurred were used to satisfy a Part A deductible or coinsurance amount, or if payment 
would be made under Part A except for the lack of a request for payment or lack of a 
physician certification. 
 
Some medical services may be considered for coverage under more than one of the 
above-enumerated categories.  For example, electrocardiograms (EKGs) can be covered 
as physician’s services or as other diagnostic tests.  It is sufficient to determine that the 
requirements for coverage under one category are met to permit payment. 
 
Membership dues, subscription fees, charges for service policies, insurance premiums, 
and other payments analogous to premiums which entitle enrollees to services or to 
repairs or replacement of devices or equipment or parts thereof without charge or at a 
reduced charge, are not considered expenses incurred for covered items or services 
furnished under such contracts or undertakings.  Examples of such arrangements are 
memberships in ambulance companies, insurance for replacement of prosthetic lenses, 
and service contracts for durable medical equipment. 
 
20 - When Part B Expenses Are Incurred 
(Rev. 1, 10-01-03) 
B3-2005 
 
Part B expenses for items and services other than expenses for surgery and childbirth (see 
§20.1, below), are considered to have been incurred on the date the beneficiary received 
the item or service, regardless of when it was paid for or ordered.  Therefore, when an 
individual orders an item prior to his or her entitlement to supplemental medical 







insurance (SMI) but receives the item after the effective date of SMI enrollment, the 
expense is considered incurred after entitlement began.  However, if an item not custom-
made for the beneficiary was ordered but not furnished, no reimbursement can be made.  
(See §20.3 for rules concerning custom-made items ordered but not furnished and the 
Medicare Claims Processing Manual, Chapter 20, “Durable Medical Equipment, 
Prosthetics and Orthotics, and Supplies (DMEPOS),” for additional rules concerning the 
date of incurred expenses for durable medical equipment.) 
 
20.1 - Physician Expense for Surgery, Childbirth, and Treatment for 
Infertility 
(Rev. 1, 10-01-03) 
B3-2005.l 
 
A.  Surgery and Childbirth 
 
Skilled medical management is covered throughout the events of pregnancy, beginning 
with diagnosis, continuing through delivery and ending after the necessary postnatal care.  
Similarly, in the event of termination of pregnancy, regardless of whether terminated 
spontaneously or for therapeutic reasons (i.e., where the life of the mother would be 
endangered if the fetus were brought to term), the need for skilled medical management 
and/or medical services is equally important as in those cases carried to full term.  After 
the infant is delivered and is a separate individual, items and services furnished to the 
infant are not covered on the basis of the mother’s eligibility. 
 
Most surgeons and obstetricians bill patients an all-inclusive package charge intended to 
cover all services associated with the surgical procedure or delivery of the child.  All 
expenses for surgical and obstetrical care, including preoperative/prenatal examinations 
and tests and post-operative/postnatal services, are considered incurred on the date of 
surgery or delivery, as appropriate.  This policy applies whether the physician bills on a 
package charge basis, or itemizes the bill separately for these items. 
 
Occasionally, a physician’s bill may include charges for additional services not directly 
related to the surgical procedure or the delivery.  Such charges are considered incurred on 
the date the additional services are furnished. 
 
The above policy applies only where the charges are imposed by one physician or by a 
clinic on behalf of a group of physicians.  Where more than one physician imposes 
charges for surgical or obstetrical services, all preoperative/prenatal and post-
operative/postnatal services performed by the physician who performed the surgery or 
delivery are considered incurred on the date of the surgery or delivery.  Expenses for 
services rendered by other physicians are considered incurred on the date they were 
performed. 
 
B.  Treatment for Infertility 
 







Reasonable and necessary services associated with treatment for infertility are covered 
under Medicare.  Infertility is a condition sufficiently at variance with the usual state of 
health to make it appropriate for a person who normally is expected to be fertile to seek 
medical consultation and treatment. 
 
20.2 - Physician Expense for Allergy Treatment 
(Rev. 1, 10-01-03) 
B3-2005.2, B3-4145 
 
Allergists commonly bill separately for the initial diagnostic workup and for the 
treatment (See §60.2).  Where it is necessary to provide treatment over an extended 
period, the allergist may submit a single bill for all of the treatments, or may bill 
periodically.  In either case the Form CMS-1500 claim shows the Healthcare Common 
Procedure Coding System (HCPCS) codes and from and through dates of service, or the 
Form CMS-1450 outpatient claim shows the HCPCS code and date of service (except for 
critical access hospital (CAH) claims). 
 
20.3 - Artificial Limbs, Braces, and Other Custom Made Items Ordered 
But Not Furnished 
(Rev. 1, 10-01-03) 
B3-2005.3 
 
A.  Date of Incurred Expense 
 
If a custom-made item was ordered but not furnished to a beneficiary because the 
individual died or because the order was canceled by the beneficiary or because the 
beneficiary’s condition changed and the item was no longer reasonable and necessary or 
appropriate, payment can be made based on the supplier’s expenses.  (See subsection B 
for determination of the allowed amount.)  In such cases, the expense is considered 
incurred on the date the beneficiary died or the date the supplier learned of the 
cancellation or that the item was no longer reasonable and necessary or appropriate for 
the beneficiary’s condition.  If the beneficiary died or the beneficiary’s condition changed 
and the item was no longer reasonable and necessary or appropriate, payment can be 
made on either an assigned or unassigned claim.  If the beneficiary, for any other reason, 
canceled the order, payment can be made to the supplier only. 
 
B.  Determination of Allowed Amount 
 
The allowed amount is based on the services furnished and materials used, up to the date 
the supplier learned of the beneficiary’s death or of the cancellation of the order or that 
the item was no longer reasonable and necessary or appropriate.  The A/B MAC (B) or 
(HHH), or DME MAC as appropriate, determines the services performed and the 
allowable amount appropriate in the particular situation.  It takes into account any salvage 
value of the device to the supplier. 
 







Where a supplier breaches an agreement to make a prosthesis, brace, or other custom-
made device for a Medicare beneficiary, e.g., an unexcused failure to provide the article 
within the time specified in the contract, payment may not be made for any work or 
material expended on the item.  Whether a particular supplier has lived up to its 
agreement, of course, depends on the facts in the individual case. 
 
30 - Physician Services 
(Rev. 147, Issued: 08-26-11, Effective: 01-01-11, Implementation: 11-28-11) 
 
A.  General 
 
Physician services are the professional services performed by a physician or physicians 
for a patient including diagnosis, therapy, surgery, consultation, and care plan oversight. 
 
The physician must render the service for the service to be covered. (See Pub. 100-01, 
Medicare General Information, Eligibility, and Entitlement Manual, Chapter 5, §70, for 
definition of physician.)  A service may be considered to be a physician’s service where 
the physician either examines the patient in person or is able to visualize some aspect of 
the patient’s condition without the interposition of a third person’s judgment.  Direct 
visualization would be possible by means of x-rays, electrocardiogram and 
electroencephalogram tapes, tissue samples, etc. 
 
For example, the interpretation by a physician of an actual electrocardiogram or 
electroencephalogram reading that has been transmitted via telephone (i.e., electronically 
rather than by means of a verbal description) is a covered service. 
 
Professional services of the physician are covered if provided within the United States, 
and may be performed in a home, office, institution, or at the scene of an accident.  A 
patient’s home, for this purpose, is anywhere the patient makes his or her residence, e.g., 
home for the aged, a nursing home, a relative’s home. 
 
B.  Telephone Services 
 
Services by means of a telephone call between a physician and a beneficiary, or between 
a physician and a member of a beneficiary’s family, are covered under Medicare, but A/B 
MACs (B) may not make separate payment for these services under the program.  The 
physician work resulting from telephone calls is considered to be an integral part of the 
prework and postwork of other physician services, and the fee schedule amount for the 
latter services already includes payment for the telephone calls.  See §270 of this manual 
for coverage of telehealth services. 
 
C.  Consultations 
 
As of January 1, 2010, CMS no longer recognizes consultation codes for Medicare 
payment, except for inpatient telehealth consultation HCPCS G-codes.  Instead, 
physicians and qualified nonphysician practitioners are instructed to bill a new or 







established patient office/outpatient visit CPT code or appropriate hospital or nursing 
facility care code.  For further detail regarding reporting services that would otherwise be 
described by the CPT consultation codes (99241-99245 and 99251-99255), see Pub. 100-
04, Medicare Claims Processing Manual, chapter 12, section 30.6.  For detailed 
instructions regarding reporting telehealth consultation services and other telehealth 
services, see Pub. 100-04, chapter 12, section 190.3. 
 
D.  Patient-Initiated Second Opinions 
 
Patient-initiated second opinions that relate to the medical need for surgery or for major 
nonsurgical diagnostic and therapeutic procedures (e.g., invasive diagnostic techniques 
such as cardiac catheterization and gastroscopy) are covered under Medicare.  In the 
event that the recommendation of the first and second physician differs regarding the 
need for surgery (or other major procedure), a third opinion is also covered.  Second and 
third opinions are covered even though the surgery or other procedure, if performed, is 
determined not covered.  Payment may be made for the history and examination of the 
patient, and for other covered diagnostic services required to properly evaluate the 
patient’s need for a procedure and to render a professional opinion.  In some cases, the 
results of tests done by the first physician may be available to the second physician. 
 
E.  Concurrent Care 
 
Concurrent care exists where more than one physician renders services more extensive 
than consultative services during a period of time.  The reasonable and necessary services 
of each physician rendering concurrent care could be covered where each is required to 
play an active role in the patient’s treatment, for example, because of the existence of 
more than one medical condition requiring diverse specialized medical services. 
 
In order to determine whether concurrent physicians’ services are reasonable and 
necessary, the A/B MAC (B) must decide the following: 
 


1. Whether the patient’s condition warrants the services of more than one physician 
on an attending (rather than consultative) basis, and 


 
2. Whether the individual services provided by each physician are reasonable and 


necessary. 
 


In resolving the first question, the A/B MAC (B) should consider the specialties of the 
physicians as well as the patient’s diagnosis, as concurrent care is usually (although not 
always) initiated because of the existence of more than one medical condition requiring 
diverse specialized medical or surgical services.  The specialties of the physicians are an 
indication of the necessity for concurrent services, but the patient’s condition and the 
inherent reasonableness and necessity of the services, as determined by the A/B MAC 
(B)’s medical staff in accordance with locality norms, must also be considered.  For 
example, although cardiology is a sub-specialty of internal medicine, the treatment of 
both diabetes and of a serious heart condition might require the concurrent services of 







two physicians, each practicing in internal medicine but specializing in different sub-
specialties. 
 
While it would not be highly unusual for concurrent care performed by physicians in 
different specialties (e.g., a surgeon and an internist) or by physicians in different 
subspecialties of the same specialty (e.g., an allergist and a cardiologist) to be found 
medically necessary, the need for such care by physicians in the same specialty or 
subspecialty (e.g., two internists or two cardiologists) would occur infrequently since in 
most cases both physicians would possess the skills and knowledge necessary to treat the 
patient.  However, circumstances could arise which would necessitate such care.  For 
example, a patient may require the services of two physicians in the same specialty or 
sub-specialty when one physician has further limited his or her practice to some unusual 
aspect of that specialty, e.g., tropical medicine.  Similarly, concurrent services provided 
by a family physician and an internist may or may not be found to be reasonable and 
necessary, depending on the circumstances of the specific case.  If it is determined that 
the services of one of the physicians are not warranted by the patient’s condition, 
payment may be made only for the other physician’s (or physicians’) services. 
 
Once it is determined that the patient requires the active services of more than one 
physician, the individual services must be examined for medical necessity, just as where 
a single physician provides the care.  For example, even if it is determined that the patient 
requires the concurrent services of both a cardiologist and a surgeon, payment may not be 
made for any services rendered by either physician which, for that condition, exceed 
normal frequency or duration unless there are special circumstances requiring the 
additional care. 
 
The A/B MAC (B) must also assure that the services of one physician do not duplicate 
those provided by another, e.g., where the family physician visits during the post-
operative period primarily as a courtesy to the patient. 
 
Hospital admission services performed by two physicians for the same beneficiary on the 
same day could represent reasonable and necessary services, provided, as stated above, 
that the patient’s condition necessitates treatment by both physicians.  The level of 
difficulty of the service provided may vary between the physicians, depending on the 
severity of the complaint each one is treating and that physician’s prior contact with the 
patient.  For example, the admission services performed by a physician who has been 
treating a patient over a period of time for a chronic condition would not be as involved 
as the services performed by a physician who has had no prior contact with the patient 
and who has been called in to diagnose and treat a major acute condition. 
 
A/B MACs (B) should have sufficient means for identifying concurrent care situations.  
A correct coverage determination can be made on a concurrent care case only where the 
claim is sufficiently documented for the A/B MAC (B) to determine the role each 
physician played in the patient’s care (i.e., the condition or conditions for which the 
physician treated the patient).  If, in any case, the role of each physician involved is not 
clear, the A/B MAC (B) should request clarification. 







 
F.  Completion of Claims Forms 
 
Separate charges for the services of a physician in completing a Form CMS-1500, a 
statement in lieu of a Form CMS-1500, or an itemized bill are not covered.  Payment for 
completion of the Form CMS-1500 claim form is considered included in the fee schedule 
amount. 
 
G.  Care Plan Oversight Services 
 
Care plan oversight is supervision of patients under care of home health agencies or 
hospices that require complex and multidisciplinary care modalities involving regular 
physician development and/or revision of care plans, review of subsequent reports of 
patient status, review of laboratory and other studies, communication with other health 
professionals not employed in the same practice who are involved in the patient’s care, 
integration of new information into the care plan, and/or adjustment of medical therapy. 
 
Such services are covered for home health and hospice patients, but are not covered for 
patients of skilled nursing facilities (SNFs), nursing home facilities, or hospitals. 
 
These services are covered only if all the following requirements are met: 
 


1. The beneficiary must require complex or multi-disciplinary care modalities 
requiring ongoing physician involvement in the patient’s plan of care; 


 
2. The care plan oversight (CPO) services should be furnished during the period in 


which the beneficiary was receiving Medicare covered HHA or hospice services; 
 
3. The physician who bills CPO must be the same physician who signed the home 


health or hospice plan of care; 
 
4. The physician furnished at least 30 minutes of care plan oversight within the 


calendar month for which payment is claimed.  Time spent by a physician’s nurse 
or the time spent consulting with one’s nurse is not countable toward the 30-
minute threshold.  Low-intensity services included as part of other evaluation and 
management services are not included as part of the 30 minutes required for 
coverage; 


 
5. The work included in hospital discharge day management (codes 99238-99239) 


and discharge from observation (code 99217) is not countable toward the 30 
minutes per month required for work on the same day as discharge but only for 
those services separately documented as occurring after the patient is actually 
physically discharged from the hospital; 


 
6. The physician provided a covered physician service that required a face-to-face 


encounter with the beneficiary within the 6 months immediately preceding the 







first care plan oversight service.  Only evaluation and management services are 
acceptable prerequisite face-to-face encounters for CPO. EKG, lab, and surgical 
services are not sufficient face-to-face services for CPO; 


 
7. The care plan oversight billed by the physician was not routine post-operative 


care provided in the global surgical period of a surgical procedure billed by the 
physician; 


 
8. If the beneficiary is receiving home health agency services, the physician did not 


have a significant financial or contractual interest in the home health agency.  A 
physician who is an employee of a hospice, including a volunteer medical 
director, should not bill CPO services.  Payment for the services of a physician 
employed by the hospice is included in the payment to the hospice; 


 
9. The physician who bills the care plan oversight services is the physician who 


furnished them; 
 
10. Services provided incident to a physician’s service do not qualify as CPO and do 


not count toward the 30-minute requirement; 
 
11. The physician is not billing for the Medicare end stage renal disease (ESRD) 


capitation payment for the same beneficiary during the same month; and 
 
12. The physician billing for CPO must document in the patient’s record the services 


furnished and the date and length of time associated with those services. 
 


30.1 - Provider-Based Physician Services 
(Rev. 1, 10-01-03) 
A3-3145, B3-2020.6, B3-8000-8099 (only instructions still applicable are included) 
 
Providers may retain physicians on a full-time or part-time basis in, for example, the 
fields of pathology, psychiatry, anesthesiology, and radiology, and in many instances 
(especially in teaching hospitals) in other fields of medical specialization as well.  Any 
one of these physicians may be engaged in a variety of activities including teaching, 
research, administration, supervision of professional or technical personnel, service on 
hospital committees, and other hospital-wide activities, as well as direct medical services 
to individual patients.  The provider’s arrangement may be with a single physician or 
with a group of physicians who assume joint responsibility for discharging agreed-upon 
duties. 
 
It is necessary to distinguish between the medical and surgical services rendered by a 
physician to an individual patient, which are paid under Part B, and provider services 
(including a physician’s services for the provider) which are paid under Part A.  This is 
necessary because the payments are made from different trust funds, A/B MACs (A) and 
(B) are involved in handling the claims, and the method of determining the payments for 
Part A benefits differs from the Part B payment calculation. 







 
Provider-based physicians may include those on a salary, or a percentage arrangement, 
lessors of departments, etc. (whether or not they bill patients directly).  The services to 
the patient are known as the professional component.  The services to the provider are 
known as the provider component. 
 
A.  The Professional Component 
 
The professional component of a provider-based physician’s services pertains to that part 
of the physician’s activities that is directly related to the medical care of the individual 
patient.  It represents remuneration for the identifiable medical services by the physician 
that contribute to the diagnosis of the patient’s condition or to his treatment.  These 
services are covered under Part B.  Claims for professional services are processed by the 
A/B MAC (B) and are paid, where applicable, under the fee schedule. 
 
B.  The Provider Component 
 
The portion of the physician’s activities representing services which are not directly 
related to an identifiable part of the medical care of the individual patient is the provider 
component.  Payment for provider component services can be made only to a provider, 
and is included in the provider’s prospective payment system (PPS) rate.  Provider 
services include teaching, research conducted in conjunction with and as part of patient 
care (to the extent that such costs are not met by special research funds), administration, 
general supervision of professional or technical personnel, laboratory quality control 
activities, committee work, performance of autopsies, and attending conferences as part 
of the physician’s provider service activities.  Such services are covered under Part A 
where they relate to inpatient services. 
 
30.2 - Teaching Physician Services 
(Rev. 1, 10-01-03) 
B3-2020.7, B3-8201, and B3-15016 
 
Part B covers services that attending physicians (other than interns and residents) render 
in the teaching setting to individual patients.  These include such services as reviewing 
the patient’s history and physical exams, personally examining the patient within a 
reasonable time after admission, confirming or revising diagnoses, determining the 
course of treatment to be followed, assuring that any supervision needed by interns or 
residents is furnished, and making frequent review of the patient’s progress.  The medical 
record must contain signed or countersigned notes by the physician which show that the 
physician personally reviewed the patient’s diagnoses, visited the patient at more critical 
times of the illness, and discharged the patient.  For other services, such as surgical 
procedures, notes in the record by interns, residents, or nurses, which indicate that the 
physician was physically present when the service was rendered, are sufficient. 
 
Note that, in order to pay a teaching physician under Part B, the teaching physician must 
at least be present during the key portion of a service rendered by a resident or intern.  







When a resident does a visit without teaching physician presence, the teaching physician 
must repeat the key portions of the visit and have his own documentation in order to get 
paid. 
 
30.3 - Interns and Residents 
(Rev. 1, 10-01-03) 
B3-2020.8, A3-3115 
 
For Medicare purposes, the terms “interns” and “residents” include physicians 
participating in approved postgraduate training programs and physicians who are not in 
approved programs but who are authorized to practice only in a hospital setting, e.g., 
individuals with temporary or restricted licenses, or unlicensed graduates of foreign 
medical schools.  Where a senior resident has a staff or faculty appointment or is 
designated, for example, a “fellow,” it does not change the resident’s status for the 
purposes of Medicare coverage and payment.  As a general rule, the A/B MAC (A) pays 
for services of interns and residents as provider services. 
 
A.  Services Furnished by Interns and Residents Within the Scope of an Approved 
Training Program 
 
Medical and surgical services furnished by interns and residents within the scope of their 
training program are covered as provider services.  Effective with services furnished on 
or after July 1, 1987, provider services includes medical and surgical services furnished 
in a setting that is not part of the provider, where the hospital has agreed to incur all or 
substantially all of the costs of training in the nonprovider facility. 
 
Where the provider does not incur all or substantially all of the training costs and the 
services are performed by a licensed physician, the services are payable under Part B by 
the A/B MAC (B). 
 
B.  Services Furnished by Interns and Residents Outside the Scope of an Approved 
Training Program - Moonlighting 
 
Medical and surgical services furnished by interns and residents that are not related to 
their training program, and are performed outside the facility where they have their 
training program, are covered as physician services where the requirements in the first 
two bullets below are met.  Medical and surgical services furnished by interns and 
residents that are not related to their training program, and are performed in an outpatient 
department or emergency room of the hospital where they have their training program, 
are covered as physicians’ services where all three of the following criteria are met: 
 


• The services are identifiable physician services, the nature of which requires 
performance by a physician in person and which contribute to the diagnosis or 
treatment of the patient’s condition; 


 







• The intern or resident is fully licensed to practice medicine, osteopathy, dentistry, 
or podiatry by the State in which the services are performed; and 


 
• The services performed can be separately identified from those services that are 


required as part of the training program. 
 


When these criteria are met, the services are considered to have been furnished by the 
individuals in their capacity as physicians and not in their capacity as interns and 
residents. 
 
30.4 - Optometrist’s Services 
(Rev. 1, 10-01-03) 
B3-2020.25 
 
Effective April 1, 1987, a doctor of optometry is considered a physician with respect to 
all services the optometrist is authorized to perform under State law or regulation.  To be 
covered under Medicare, the services must be medically reasonable and necessary for the 
diagnosis or treatment of illness or injury, and must meet all applicable coverage 
requirements. See the Medicare Benefit Policy Manual, Chapter 16, “General Exclusions 
from Coverage,” for exclusions from coverage that apply to vision care services, and the 
Medicare Claims Processing Manual, Chapter 12, “Physician/Practitioner Billing,” for 
information dealing with payment for items and services furnished by optometrists. 
 
A.  FDA Monitored Studies of Intraocular Lenses 
 
Special coverage rules apply to situations in which an ophthalmologist is involved in a 
Food and Drug Administration (FDA) monitored study of the safety and efficacy of an 
investigational Intraocular Lens (IOL).  The investigation process for IOLs is unique in 
that there is a core period and an adjunct period.  The core study is a traditional, well-
controlled clinical investigation with full record keeping and reporting requirements.  The 
adjunct study is essentially an extended distribution phase for lenses in which only 
limited safety data are compiled.  Depending on the lens being evaluated, the adjunct 
study may be an extension of the core study or may be the only type of investigation to 
which the lens may be subject. 
 
All eye care services related to the investigation of the IOL must be provided by the 
investigator (i.e., the implanting ophthalmologist) or another practitioner (including a 
doctor of optometry) who provides services at the direction or under the supervision of 
the investigator and who has an agreement with the investigator that information on the 
patient is given to the investigator so that he or she may report on the patient to the IOL 
manufacturer. 
 
Eye care services furnished by anyone other than the investigator (or a practitioner who 
assists the investigator, as described in the preceding paragraph) are not covered during 
the period the IOL is being investigated, unless the services are not related to the 
investigation. 







 
B.  Concurrent Care 
 
Where more than one practitioner furnishes concurrent care, services furnished to a 
beneficiary by both an ophthalmologist and another physician (including an optometrist) 
may be recognized for payment if it is determined that each practitioner’s services were 
reasonable and necessary.  (See §30.E.) 
 
30.5 - Chiropractor’s Services 
(Rev. 23, Issued: 10-08-04, Effective: 10-01-04, Implementation: 10-04-04) 
B3-2020.26 
 
A chiropractor must be licensed or legally authorized to furnish chiropractic services by 
the State or jurisdiction in which the services are furnished.  In addition, a licensed 
chiropractor must meet the following uniform minimum standards to be considered a 
physician for Medicare coverage.  Coverage extends only to treatment by means of 
manual manipulation of the spine to correct a subluxation provided such treatment is 
legal in the State where performed.  All other services furnished or ordered by 
chiropractors are not covered. 
 
If a chiropractor orders, takes, or interprets an x-ray or other diagnostic procedure to 
demonstrate a subluxation of the spine, the x-ray can be used for documentation.  
However, there is no coverage or payment for these services or for any other diagnostic 
or therapeutic service ordered or furnished by the chiropractor. For detailed information 
on using x-rays to determine subluxation, see §240.1.2. 
 
In addition, in performing manual manipulation of the spine, some chiropractors use 
manual devices that are hand-held with the thrust of the force of the device being 
controlled manually.  While such manual manipulation may be covered, there is no 
separate payment permitted for use of this device. 
 
A.  Uniform Minimum Standards 
 
Prior to July 1, 1974 
 
Chiropractors licensed or authorized to practice prior to July 1, 1974, and those 
individuals who commenced their studies in a chiropractic college before that date must 
meet all of the following three minimum standards to render payable services under the 
program: 
 


• Preliminary education equal to the requirements for graduation from an 
accredited high school or other secondary school; 


 
• Graduation from a college of chiropractic approved by the State’s chiropractic 


examiners that included the completion of a course of study covering a period of 
not less than 3 school years of 6 months each year in actual continuous 







attendance covering adequate course of study in the subjects of anatomy, 
physiology, symptomatology and diagnosis, hygiene and sanitation, chemistry, 
histology, pathology, and principles and practice of chiropractic, including 
clinical instruction in vertebral palpation, nerve tracing, and adjusting; and 


 
• Passage of an examination prescribed by the State’s chiropractic examiners 


covering the subjects listed above. 
 


After June 30, 1974 
 
Individuals commencing their studies in a chiropractic college after June 30, 1974, must 
meet all of the above three standards and all of the following additional requirements: 
 


• Satisfactory completion of 2 years of pre-chiropractic study at the college level; 
 
• Satisfactory completion of a 4-year course of 8 months each year (instead of a 3-


year course of 6 months each year) at a college or school of chiropractic that 
includes not less than 4,000 hours in the scientific and chiropractic courses 
specified in the second bullet under “Prior to July 1, 1974” above, plus courses 
in the use and effect of x-ray and chiropractic analysis; and 


 
• The practitioner must be over 21 years of age. 
 


B.  Maintenance Therapy 
 
Under the Medicare program, Chiropractic maintenance therapy is not considered to be 
medically reasonable or necessary, and is therefore not payable.  Maintenance therapy is 
defined as a treatment plan that seeks to prevent disease, promote health, and prolong and 
enhance the quality of life; or therapy that is performed to maintain or prevent 
deterioration of a chronic condition.  When further clinical improvement cannot 
reasonably be expected from continuous ongoing care, and the chiropractic treatment 
becomes supportive rather than corrective in nature, the treatment is then considered 
maintenance therapy. For information on how to indicate on a claim a treatment is or is 
not maintenance, see §240.1.3. 
 
30.6 - Indian Health Service (IHS) Physician and Nonphysician Services 
(Rev. 86, Issued: 04-18-08, Effective: 09-11-06, Implementation: 05-19-08) 
 
This information can also be found in the Medicare Claims Processing Manual, 
Publication 100-04, chapter 19. 
 
Section 1880 of Title XVIII of the Social Security Act (the Act) provides an exception 
for Indian Health Service to the general prohibition of payment to Federal Agencies. 
 
The following facilities, which were unable to bill for practitioner services prior to BIPA, 
may now be paid: 







 
• Outpatient departments of IHS operated hospitals that meet the definition of 


provider-based in 42 CFR 413.65; and 
 
• Outpatient clinics (freestanding) operated by the IHS. 
 


The following facilities, which were limited by §1880 of the Act, may be paid for 
services under BIPA or may be paid under another authority under which it qualifies. 
 


• Outpatient departments of tribally operated hospitals that are operated by a tribe 
or tribal organization; and 


 
• Other outpatient facilities that are tribally operated regardless of ownership. 
 


See the Medicare Claims Processing Manual chapter 19 for a description of billing 
procedures, physician and non-physician services and other Part B services. 
 
30.6.1 - Payment for Medicare Part B Services Furnished by Certain 
IHS Hospitals and Clinics 
(Rev. 86, Issued: 04-18-08, Effective: 09-11-06, Implementation: 05-19-08) 
 
Section 1880 of the Act, as amended by §630 of the Medicare Modernization Act of 2003 
(MMA), expands the scope of items and services for which payment may be made to IHS 
facilities, providers and suppliers to include all Part B covered items and services for 
which payment may be made under Part B, subject to certain limitations as specified in 
§1880(e)(1)(A) of the Act, for a 5-year period beginning January 1, 2005. 
 
Specifically, for the 5-year period beginning January 1, 2005, IHS facilities, providers 
and suppliers may bill Medicare for the following Part B services: 
 


• Durable medical equipment 
• Prosthetics and orthotics 
• Prosthetics devices 
• Therapeutic shoes 
• Surgical dressings and splint casts 
• Drugs (A/B MAC (B) and DME MAC) 
• Clinical laboratory services, and 
• Ambulance services 
• Screening and preventive services not already covered 


 
See Pub. 100.04, chapter 19, Medicare Claims Processing Manual, for more information 
on these benefits and the effective date for each of these benefits. 
 
40 - Effect of Beneficiary Agreements Not to Use Medicare Coverage 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
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Normally physicians and practitioners are required to submit claims on behalf of 
beneficiaries for all items and services they provide for which Medicare payment may be 
made under Part B.  Also, they are not allowed to charge beneficiaries in excess of the 
limits on charges that apply to the item or service being furnished. 
 
However, a physician or practitioner (as defined in §40.4) may opt out of Medicare.  A 
physician or practitioner who opts out is not required to submit claims on behalf of 
beneficiaries and also is excluded from limits on charges for Medicare covered services. 
 
Only physicians and practitioners that are listed in §40.4 may opt out. 
 


• The only situation in which non-opt-out physicians or practitioners, or other 
suppliers, are not required to submit claims to Medicare for covered services is 
where a beneficiary or the beneficiary’s legal representative refuses, of his/her 
own free will, to authorize the submission of a bill to Medicare.  However, the 
limits on what the physician, practitioner, or other supplier may collect from the 
beneficiary continue to apply to charges for the covered service, notwithstanding 
the absence of a claim to Medicare. 


 
• In some circumstances, a non-opt-out physician/practitioner, or other supplier, is 


required to provide an Advance Beneficiary Notice of Noncoverage (ABN) to the 
beneficiary prior to rendering an item or service that is usually covered by 
Medicare but may not be covered in this particular case.  (See the Medicare 
Claims Processing Manual, chapter 30 for ABN policy and §40.24 of this chapter 
for a description of the difference between an ABN and a private contract.)  The 
ABN notifies the beneficiary that Medicare will likely deny the claim and 
prompts the beneficiary to choose whether or not he/she will accept liability for 
the full cost of the services if Medicare does not pay.  The beneficiary also 
indicates on the ABN whether or not a claim should be submitted to Medicare.  
Providers and suppliers must follow the beneficiary’s directive for claim 
submission as indicated on the ABN.  Providers and suppliers will not violate the 
mandatory claim submission rules of §1848(g)(4) of the Social Security Act when 
a claim is not submitted per a beneficiary’s written request on an ABN.  Where a 
valid ABN is given and a claim is submitted, subsequent denial of the claim 
relieves the non-opt-out physician/practitioner, or other supplier, of the limitations 
on charges that would apply if the services were covered. 


 
Opt-out physicians and practitioners must not use ABNs, because they use private 
contracts for any item or service that is, or may be, covered by Medicare (except for 
emergency or urgent care services (see §40.28)). 
 
Where a physician/practitioner, or other supplier, fails to submit a claim to Medicare on 
behalf of a beneficiary for a covered Part B service within 1 year of providing the service, 
or knowingly and willfully charges a beneficiary more than the applicable charge limits 
on a repeated basis, he/she/it may be subject to civil monetary penalties 
under §§1848(g)(1) and/or 1848(g)(3) of the Act.  Congress enacted these requirements 
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for the protection of all Part B beneficiaries.  Application of these requirements cannot be 
negotiated between a physician/practitioner or other supplier and the beneficiary except 
where a physician/practitioner is eligible to opt out of Medicare under §40.4 and the 
remaining requirements of §§40.1 - 40.38 are met.  Agreements with Medicare 
beneficiaries that are not authorized as described in these manual sections and that 
purport to waive the claims filing or charge limitations requirements, or other Medicare 
requirements, have no legal force and effect.  For example, an agreement between a 
physician/practitioner, or other supplier and a beneficiary to exclude services from 
Medicare coverage, or to excuse mandatory assignment requirements applicable to 
certain practitioners, is ineffective. 
 
The A/B MAC (B) will refer such cases to the OIG. 
 
This subsection does not apply to noncovered charges. 
 
40.1 - Private Contracts Between Beneficiaries and 
Physicians/Practitioners 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
Section 1802 of the Act, as amended by §4507 of the BBA of 1997 and §106 of the 
Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) (Pub. L. 114-10), 
permits a physician/practitioner to opt-out of Medicare and enter into private contracts 
with Medicare beneficiaries if specific requirements of this instruction are met. 
 
40.2 - General Rules of Private Contracts 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
The following rules apply to physicians/practitioners who opt-out of Medicare: 
 


• A physician/practitioner may enter into one or more private contracts with 
Medicare beneficiaries for the purpose of furnishing items or services that would 
otherwise be covered by Medicare (provided the conditions in §40.1 are met). 


 
• A physician/practitioner who enters into at least one private contract with a 


Medicare beneficiary (under the conditions of §40.1) and who submits one or 
more affidavits in accordance with §40.9, opts-out of Medicare unless the opt-out 
is terminated early according to §40.35 or unless the physician/practitioner fails to 
maintain opt-out.  (See §40.11.) 
 


• Valid opt-out affidavits signed on or after June 16, 2015, will automatically renew 
every 2 years. If physicians and practitioners who file affidavits effective on or 
after June 16, 2015, do not want their opt-out to automatically renew at the end of 
a 2 year opt-out period, they may cancel the renewal by notifying all contractors 
with which they filed an affidavit in writing at least 30 days prior to the start of 
the next opt-out period.  Valid opt-out affidavits signed before June 16, 2015, will 
expire 2 years after the effective date of the opt-out.  If physicians and 



https://www.ssa.gov/OP_Home/ssact/title18/1802.htm





practitioners that filed affidavits effective before June 16, 2015, want to extend 
their opt-out, they must submit a renewal affidavit within 30 days after the current 
opt-out period expires to all contractors with which they would have filed claims 
absent the opt-out. 


 
• Both the private contracts described in the first paragraph of this section and the 


physician’s or practitioner’s opt-out described in the second paragraph of this 
section are null and void if the physician/practitioner fails to properly opt-out in 
accordance with the conditions of these instructions. 


 
• Both the private contracts described in the first paragraph of this section and the 


physician’s or practitioner’s opt-out described in the second paragraph of this 
section are null and void for the remainder of the opt-out period if the 
physician/practitioner fails to remain in compliance with the conditions of these 
instructions during the opt-out period. 


 
• Services furnished under private contracts meeting the requirements of these 


instructions are not covered services under Medicare, and no Medicare payment 
will be made for such services either directly or indirectly. 


 
40.3 - Effective Date of the Opt-Out Provision 
(Rev. 1, 10-01-03) 
B3-3044.3 
 
A physician/practitioner may enter into a private contract with a beneficiary for services 
furnished no earlier than January 1, 1998. 
 
40.4 - Definition of Physician/Practitioner 
(Rev. 62, Issued: 12-22-06, Effective: 11-13-06, Implementation: 04-02-07) 
 
For purposes of this provision, the term “physician” is limited to doctors of medicine; 
doctors of osteopathy; doctors of dental surgery or of dental medicine; doctors of 
podiatric medicine; and doctors of optometry who are legally authorized to practice 
dentistry, podiatry, optometry, medicine, or surgery by the State in which such function 
or action is performed; no other physicians may opt out. Also, for purposes of this 
provision, the term “practitioner” means any of the following to the extent that they are 
legally authorized to practice by the State and otherwise meet Medicare requirements: 
 


• Physician assistant; 
• Nurse practitioner; 
• Clinical nurse specialist; 
• Certified registered nurse anesthetist; 
• Certified nurse midwife; 
• Clinical psychologist; 
• Clinical social worker; 







• Registered dietitian; or  
• Nutrition Professional 


 
The opt out law does not define “physician” to include chiropractors; therefore, they may 
not opt out of Medicare and provide services under private contract. Physical therapists in 
independent practice and occupational therapists in independent practice cannot opt out 
because they are not within the opt out law’s definition of either a “physician” or 
“practitioner”. 
 
40.5 - When a Physician or Practitioner Opts Out of Medicare 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
When a physician/practitioner opts-out of Medicare, Medicare covers no services 
provided by that individual and no Medicare payment can be made to that physician or 
practitioner directly or on a capitated basis.  Additionally, no Medicare payment may be 
made to a beneficiary for items or services provided directly by a physician or 
practitioner who has opted out of the program. 
 
EXCEPTION:  In an emergency or urgent care situation, a physician/practitioner who 
opts-out may treat a Medicare beneficiary with whom he/she does not have a private 
contract and bill for such treatment.  In such a situation, the physician/practitioner may 
not charge the beneficiary more than what a nonparticipating physician/practitioner 
would be permitted to charge and must submit a claim to Medicare on the beneficiary’s 
behalf.  Payment will be made for Medicare covered items or services furnished in 
emergency or urgent situations when the beneficiary has not signed a private contract 
with that physician/practitioner.  (See §40.28.) 
 
Under the statute, the physician/practitioner cannot choose to opt-out of Medicare for 
some Medicare beneficiaries but not others; or for some services but not others.  The 
physician/practitioner who chooses to opt-out of Medicare may provide covered care to 
Medicare beneficiaries only through private contracts. 
 
Medicare will make payment for covered, medically necessary services that are ordered 
or certified by a physician/practitioner who has opted out of Medicare if the ordering or 
certifying physician/practitioner has acquired a National Provider Identifier (NPI), reports 
his/her Social Security Number, has a valid opt-out affidavit on file with his or her 
Medicare Administrative Contractor (MAC), is of a specialty that is eligible to order and 
certify, and provided that the services are not furnished by another physician/practitioner 
who has also opted out.  For example, if an opt-out physician/practitioner admits a 
beneficiary to a hospital, Medicare will reimburse the hospital for medically necessary 
care. 
 
40.6 - When Payment May be Made to a Beneficiary for Service of an 
Opt-Out Physician/Practitioner 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 







Payment may be made to a beneficiary for services of an opt out physician/practitioner in 
two cases: 
 


• The services are emergency or urgent care services furnished by an opt-out 
physician/practitioner to a beneficiary with whom he/she has not previously entered into 
a private contract.  (See §40.28 for further discussion of emergency and urgent care 
services by opt-out physicians and practitioners.); or 


 
• The opt-out physician/practitioner failed to privately contract with the beneficiary 


for services that he/she provided that were not emergency or urgent care services.  The 
CMS expects this case to come to the Medicare A/B MAC (B)’s attention as a result of a 
complaint from a beneficiary or the beneficiary’s legal representative, or as a result of the 
beneficiary or the beneficiary’s legal representative filing a claim for services furnished 
by an opt out physician/practitioner.  Medicare payment may be made for the claims 
submitted by a beneficiary for the services of an opt out physician/practitioner when the 
physician/practitioner did not privately contract with the beneficiary for services that 
were not emergency care services or urgent care services and that were furnished no later 
than 15 days after the date of a notice by the A/B MAC (B) that the physician/practitioner 
has opted out of Medicare (see 42 CFR 405.435(c)).  Therefore, if the beneficiary 
submits a claim for a service that was furnished by an opt out physician/practitioner, then 
the A/B MAC (B) must contact the opt out physician/practitioner in order to ascertain 
whether the beneficiary entered into a private contract with the opt out 
physician/practitioner.  (Note: The A/B MAC (B) should obtain a copy of the private 
contract from the opt out physician/practitioner before denying the beneficiary’s claim if 
the beneficiary did, in fact, enter into a private contract with the physician/practitioner.)  
If the beneficiary did not enter into a private contract with the physician/practitioner and 
the beneficiary did not receive notice from the A/B MAC (B) that the 
physician/practitioner opted out of Medicare, then Medicare payment may be made to the 
beneficiary for the non-emergency and/or non-urgent care services (assuming that the 
services would otherwise be payable).  On the other hand, if the beneficiary did enter into 
a private contract with the physician/practitioner for the services or received services 
from the physician/practitioner 15 days after the date of a notice by the A/B MAC (B) 
that the physician/practitioner has opted out of Medicare, then no Medicare payment may 
be made.  Moreover, the A/B MAC (B) must follow the procedures outlined in §40.11 for 
cases in which the physician/practitioner fails to maintain opt-out.  If the 
physician/practitioner does not respond to the Medicare A/B MAC (B)’s request for a 
copy of the private contract within 45 days, the A/B MAC (B) must make payment to the 
beneficiary based upon the payment for a nonparticipating physician/practitioner for that 
service.  It must notify the beneficiary that the physician/practitioner who has opted out 
must privately contract with the beneficiary or the beneficiary’s legal representative for 
services the physician/practitioner furnished and that no further payment will be made to 
the beneficiary for services furnished by the opt-out physician/practitioner after 15 days 
from the postmark of the notice. 
 
40.7 - Definition of a Private Contract 
(Rev. 1, 10-01-03) 







B3-3044.7 
 
A “private contract” is a contract between a Medicare beneficiary and a physician or 
other practitioner who has opted out of Medicare for two years for all covered items and 
services the physician/practitioner furnishes to Medicare beneficiaries.  In a private 
contract, the Medicare beneficiary agrees to give up Medicare payment for services 
furnished by the physician/practitioner and to pay the physician/practitioner without 
regard to any limits that would otherwise apply to what the physician/practitioner could 
charge.  Pursuant to the statute, once a physician/practitioner files an affidavit notifying 
the A/B MAC (B) that the he/she has opted out of Medicare, the physician/practitioner is 
out of Medicare for two years from the date the affidavit is signed (unless the opt-out is 
terminated early according to §40.35, or unless the he/she fails to maintain opt-out (See 
§40.11)).  After those two years are over, a physician/practitioner could elect to return to 
Medicare or to opt out again.  A beneficiary who signs a private contract with a 
physician/practitioner is not precluded from receiving services from other physicians and 
practitioners who have not opted out of Medicare. 
 
Physicians or practitioners who provide services to Medicare beneficiaries enrolled in the 
new Medical Savings Account (MSA) demonstration created by the BBA of 1997 are not 
required to enter into a private contract with those beneficiaries and to opt out of 
Medicare under §1802 of the Act. 
 
40.8 - Requirements of a Private Contract 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A private contract under this section must: 
 


• Be in writing and in print sufficiently large to ensure that the beneficiary is able 
to read the contract; 


 
• Clearly state whether the physician/practitioner is excluded from Medicare 


under §§1128, 1156 or 1892 of the Act; 
 
• State that the beneficiary or the beneficiary’s legal representative accepts full 


responsibility for payment of the physician’s or practitioner’s charge for all 
services furnished by the physician/practitioner; 


 
• State that the beneficiary or the beneficiary’s legal representative understands 


that Medicare limits do not apply to what the physician/practitioner may charge 
for items or services furnished by the physician/practitioner; 


 
• State that the beneficiary or the beneficiary’s legal representative agrees not to 


submit a claim to Medicare or to ask the physician/practitioner to submit a claim 
to Medicare; 
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• State that the beneficiary or the beneficiary’s legal representative understands 
that Medicare payment will not be made for any items or services furnished by 
the physician/practitioner that would have otherwise been covered by Medicare if 
there was no private contract and a proper Medicare claim had been submitted; 


 
• State that the beneficiary or the beneficiary’s legal representative enters into the 


contract with the knowledge that the beneficiary has the right to obtain Medicare-
covered items and services from physicians and practitioners who have not opted 
out of Medicare, and that the beneficiary is not compelled to enter into private 
contracts that apply to other Medicare-covered services furnished by other 
physicians or practitioners who have not opted out; 


 
• State the expected or known effective date and the expected or known expiration 


date of the current 2-year opt-out period; 
 
• State that the beneficiary or the beneficiary’s legal representative understands 


that Medigap plans do not, and that other supplemental plans may elect not to, 
make payments for items and services not paid for by Medicare; 


 
• Be signed by the beneficiary or the beneficiary’s legal representative and by the 


physician/practitioner; 
 
• Not be entered into by the beneficiary or by the beneficiary’s legal representative 


during a time when the beneficiary requires emergency care services or urgent 
care services.  (However, a physician/practitioner may furnish emergency or 
urgent care services to a Medicare beneficiary in accordance with §40.28); 


 
• Be provided (a photocopy is permissible) to the beneficiary or to the 


beneficiary’s legal representative before items or services are furnished to the 
beneficiary under the terms of the contract; 


 
• Be retained (original signatures of both parties required) by the 


physician/practitioner for the duration of the current 2-year opt-out period; 
 
• Be made available to CMS upon request; and 
 
• Be entered into for each 2-year opt-out period. 
 


In order for a private contract with a beneficiary to be effective, the physician/practitioner 
must be opted out of Medicare.  The physician/practitioner’s initial 2-year opt-out period 
begins the date the affidavit meeting the requirements of §40.9 is signed, provided the 
affidavit is filed within 10 days after he or she signs his or her first private contract with a 
Medicare beneficiary.  Once the physician/practitioner has opted out, such 
physician/practitioner must enter into a private contract with each Medicare beneficiary 
to whom the physician/practitioner furnishes covered services (even where Medicare 
payment would be on a capitated basis or where Medicare would pay an organization for 







the physician’s or practitioner’s services to the Medicare beneficiary), with the exception 
of a Medicare beneficiary needing emergency or urgent care.  When a 2-year opt-out 
period ends, the physician/practitioner must enter into new private contracts with each 
beneficiary for the new 2-year period.  The new private contracts must state the expected 
or known effective date and the expected or known expiration date of the current 2-year 
opt-out period. 
 
If a physician/practitioner has opted out of Medicare, the physician/practitioner must use 
a private contract for items and services that are, or may be, covered by Medicare (except 
for emergency or urgent care services (see §40.28)).  An opt-out physician/practitioner is 
not required to use a private contract for an item or service that is definitely excluded 
from coverage by Medicare. 
 
A non-opt-out physician/practitioner, or other supplier, is required to submit a claim for 
any item or service that is, or may be, covered by Medicare.  Where an item or service 
may be covered in some circumstances, but not in others, the physician/practitioner, or 
other supplier, may provide an Advance Beneficiary Notice to the beneficiary, which 
informs the beneficiary that Medicare may not pay for the item or service, and that if 
Medicare does not do so, the beneficiary is liable for the full charge.  (See §§40, 40.24.) 
 
40.9 - Requirements of the Opt-Out Affidavit 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
The private contracting/opt-out provisions at section 1802(b) of the Act were amended by 
section 106(a) of MACRA.  Prior to the MACRA amendments, the law specified that 
physicians and practitioners may opt-out for a 2-year period.  Individuals that wished to 
renew their opt-out at the end of a 2-year opt-out period were required to file new 
affidavits with their MAC.  Section 106(a) of the MACRA amends section 1802(b)(3) of 
the Act to require that opt-out affidavits filed on or after June 16, 2015, automatically 
renew every 2 years.  Therefore, physicians and practitioners that filed opt-out affidavits 
on or after June 16, 2015, are not required to file renewal affidavits to continue their opt-
out status.  Furthermore, physicians and practitioners who filed opt-out affidavits on or 
after June 16, 2015, and who do not want their opt-out status to automatically renew at 
the end of a 2-year opt-out period may cancel the automatic extension by notifying their 
MACs in writing at least 30 days prior to the start of the next 2-year opt-out period.  
Valid opt-out affidavits signed before June 16, 2015, will expire 2 years after the 
effective date of the opt-out.  If physicians and practitioners that filed affidavits effective 
before June 16, 2015, want to extend their opt-out, they must submit a renewal affidavit 
within 30 days after the current opt-out period expires to all contractors with which they 
would have filed claims absent the opt-out. 
 
Under 1802(b)(3)(B) and (D) of the Act and Medicare regulations, a valid affidavit must: 
 


• Be in writing and be signed by the physician/practitioner; 
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• Contain the physician’s or practitioner’s full name, address, telephone number, 
NPI or billing number (if one has been assigned), or, if an NPI has not been 
assigned, the physician’s or practitioner’s tax identification number (TIN); 


 
• State that, except for emergency or urgent care services (as specified in §40.28), 


during the opt-out period the physician/practitioner will provide services to 
Medicare beneficiaries only through private contracts that meet the criteria of 
§40.8 for services that, but for their provision under a private contract, would 
have been Medicare-covered services; 


 
• State that the physician/practitioner will not submit a claim to Medicare for any 


service furnished to a Medicare beneficiary during the opt-out period, nor will the 
physician/practitioner permit any entity acting on the physician’s/practitioner’s 
behalf to submit a claim to Medicare for services furnished to a Medicare 
beneficiary, except as specified in §40.28; 


 
• State that, during the opt-out period, the physician/practitioner understands that 


the physician/practitioner may receive no direct or indirect Medicare payment for 
services that the physician/practitioner furnishes to Medicare beneficiaries with 
whom the physician/practitioner has privately contracted, whether as an 
individual, an employee of an organization, a partner in a partnership, under a 
reassignment of benefits, or as payment for a service furnished to a Medicare 
beneficiary under a Medicare Advantage plan; 


 
• State that a physician/practitioner who opts-out of Medicare acknowledges that, 


during the opt-out period, the physician’s/practitioner’s services are not covered 
under Medicare and that no Medicare payment may be made to any entity for the 
physician’s/practitioner’s services, directly or on a capitated basis; 


 
• State on acknowledgment by the physician/practitioner to the effect that, during 


the opt-out period, the physician/practitioner agrees to be bound by the terms of 
both the affidavit and the private contracts that the physician/practitioner has 
entered into; 


 
• Acknowledge that the physician/practitioner recognizes that the terms of the 


affidavit apply to all Medicare-covered items and services furnished to Medicare 
beneficiaries by the physician/practitioner during the opt-out period (except for 
emergency or urgent care services furnished to the beneficiaries with whom the 
physician/practitioner has not previously privately contracted) without regard to 
any payment arrangements the physician/practitioner may make; 


 
• With respect to a physician/practitioner who has signed a Part B participation 


agreement, acknowledge that such agreement terminates on the effective date of 
the affidavit; 


 







• Acknowledge that the physician/practitioner understands that a beneficiary who 
has not entered into a private contract and who requires emergency or urgent care 
services may not be asked to enter into a private contract with respect to receiving 
such services and that the rules of §40.28 apply if the physician/practitioner 
furnishes such services; 


 
• Identify the physician/practitioner sufficiently so that the Medicare contractor can 


ensure that no payment is made to the physician/practitioner during the opt-out 
period; and 


 
• Be filed with all MACs who have jurisdiction over claims the 


physician/practitioner would otherwise file with Medicare, and the initial 2-year 
opt-out period will begin the date the affidavit meeting the requirements of 42 
C.F.R §405.420 is signed, provided the affidavit is filed within 10 days after the 
physician/practitioner signs his or her first private contract with a Medicare 
beneficiary. 


 
40.10 - Failure to Properly Opt Out 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A.  A physician/practitioner fails to properly opt-out for any of the following 


reasons: 
 


• Any private contract between the physician/practitioner and a Medicare 
beneficiary that was entered into before the affidavit described in §40.9 was filed 
does not meet the specifications of §40.8; or  


 
• The physician/practitioner fails to submit the affidavit(s) in accordance with 


§40.9. 
 


B.  If a physician/practitioner fails to properly opt-out in accordance with the above 
paragraphs of this section, the following will result: 


 
• The physician’s or practitioner’s attempt to opt-out of Medicare is nullified, and 


all of the private contracts between the physician/practitioner and Medicare 
beneficiaries for the 2 year period covered by the attempted opt-out are deemed 
null and void; 


 
• The physician/practitioner must submit claims to Medicare for all Medicare-


covered items and services furnished to Medicare beneficiaries, including the 
items and services furnished under the nullified contracts.  A nonparticipating 
physician/practitioner is subject to the limiting charge provision.  For items or 
services paid under the physician fee schedule, the limiting charge is 115 percent 
of the approved amount for nonparticipating physicians or practitioners.  A 
participating physician/practitioner is subject to the limitations on charges of the 
participation agreement the physician/practitioner signed; 
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• The physician/practitioner may not reassign any claim except as provided in the 


Medicare Claims Processing Manual, Chapter 1, “General Billing 
Requirements,” §§30.2.12 and 30.2.13; 


 
• The physician/practitioner may neither bill nor collect an amount from the 


beneficiary except for applicable deductible and coinsurance amounts; and 
 
• The physician/practitioner may make another attempt to properly opt-out at any 


time. 
 


40.11 - Failure to Maintain Opt-Out 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A.  Failure to maintain opt-out 
 
A physician/practitioner fails to maintain opt-out under this section if during the opt-out 
period one of the following occurs: 
 


• The physician/practitioner has filed an affidavit in accordance with §40.9 and has 
signed private contracts in accordance with §40.8, but the physician/practitioner 
knowingly and willfully submits a claim for Medicare payment (except as 
provided in §40.28) or the physician/practitioner receives Medicare payment 
directly or indirectly for Medicare-covered services furnished to a Medicare 
beneficiary (except as provided in §40.28); or 


 
• The physician/practitioner fails to enter into private contracts with Medicare 


beneficiaries for the purpose of furnishing items and services that would 
otherwise be covered by Medicare, or enters into private contracts that fail to meet 
the specifications of §40.8; or 


 
• The physician/practitioner fails to comply with the provisions of §40.28 regarding 


billing for emergency care services or urgent care services; or 
 
• The physician/practitioner fails to retain a copy of each private contract that the 


physician/practitioner has entered into for the duration of the current 2-year 
period for which the contracts are applicable or fails to permit CMS to inspect 
them upon request. 


 
B.  Violation discovered by the Medicare contractor during the current 2-year 
period. 
 
If a physician/practitioner fails to maintain opt-out in accordance with the provisions 
outlined in paragraph (A) of this section, and fails to demonstrate within 45 days of a 
notice from the Medicare contractor that the physician/practitioner has taken good faith 
efforts to maintain opt-out (including by refunding amounts in excess of the charge limits 
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to the beneficiaries with whom the physician/practitioner did not sign a private contract), 
the following will result effective 46 days after the date of the notice for the remainder 
of the opt-out period: 
 


1.  All of the private contracts between the physician/practitioner and Medicare 
beneficiaries are deemed null and void. 
 
2.  The physician’s or practitioner’s opt-out of Medicare is nullified. 
 
3.  The physician or practitioner must submit claims to Medicare for all Medicare 
covered items and services furnished to Medicare beneficiaries. 
 
4.  The physician or practitioner or beneficiary will not receive Medicare payment on 
Medicare claims for the remainder of the opt-out period, except as stated above. 
 
5.  The physician or practitioner is subject to the limiting charge provisions as stated 
in §40.10. 
 
6.  The practitioner may not reassign any claim except as provided in Pub. 100-04, 
Medicare Claims Processing Manual, Chapter 1, “General Billing Requirements,” 
§30.2.13. 
 
7.  The practitioner may neither bill nor collect any amount from the beneficiary 
except for applicable deductible and coinsurance amounts. 
 
8.  The physician or practitioner may not attempt to once more meet the criteria for 
properly opting out until the current 2-year period expires. 


 
C.  Violation not discovered by the Medicare contractor during the current 2-year 
period. 
 


• In situations where a violation of paragraph (A) of this section is not discovered 
by the Medicare contractor during the 2-year period when the violation actually 
occurred, the requirements of paragraphs (B)(1) through (B)(8) of this section are 
applicable from the date that the first violation of paragraph (A) of this section 
occurred until the end of the 2-year period during which the violation occurred 
(unless the physician or practitioner takes good faith efforts, within 45 days of 
any notice from the Medicare contractor that the physician or practitioner failed 
to maintain opt-out, or within 45 days of the physician’s or practitioner’s 
discovery of the failure to maintain opt-out, whichever is earlier, to correct his or 
her violations of paragraph (A) of this section.  Good faith efforts include, but are 
not necessarily limited to, refunding any amounts collected in excess of the 
charge limits from beneficiaries with whom he or she did not sign a private 
contract). 


 
 



https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c01.pdf





40.12 - Actions to Take in Cases of Failure to Maintain Opt-Out 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
If the Medicare contractor becomes aware that the physician/practitioner has failed to 
maintain opt-out as indicated in §40.11, it must send the physician/practitioner a letter 
advising the physician/practitioner that it has received a claim and believes that the 
physician/ practitioner may have inadvertently failed to maintain opt-out.  It must 
describe the situation in §40.11 that it believes exists and its basis for its belief.  It must 
ask the physician or practitioner to provide it with an explanation of what happened and 
how, within 45 days, the physician or practitioner will resolve it.  (See Pub. 100-04, 
Medicare Claims Processing Manual, Chapter 1, “General Billing Requirements,” §70.6). 
 
If the Medicare contractor received a claim from the opt-out physician/practitioner, it 
must ask the physician/practitioner if the received claim was: (a) an emergency or urgent 
situation, with missing documentation, or (b) filed in error.  When the reason for the 
letter is that the physician/practitioner filed a claim that the physician/practitioner did not 
identify as an emergency or urgent care service, the Medicare contractor must request 
that the physician/practitioner submit the following information with the 
physician’s/practitioner’s response: 
 


• Emergency/urgent care documentation if the claim was for a service furnished in 
an emergency or urgent situation but included no documentation to that effect; 
and/or 


 
• If the claim was filed in error, the Medicare contractor must ask the 


physician/practitioner to explain whether the filing was an isolated incident or a 
systematic problem affecting a number of claims. 


 
In the case of any potential failure to maintain opt-out (including but not limited to 
improper submission of a claim), the Medicare contractor must explain in its request to 
the physician or practitioner that it would like to resolve this matter as soon as possible.  
It must instruct the physician/practitioner to provide the information it requested within 
45 days of the date of its development letter.  It must provide the physician or practitioner 
with the name and telephone number of a contact person in case they have any questions. 
 
If the violation was due to a systems problem, the Medicare contractor must ask the 
physician or practitioner to include with his or her response an explanation of the actions 
being taken to correct the problem and when the physician or practitioner expects the 
system error to be fixed.  If the violation persists beyond the time period indicated in the 
physician’s or practitioner’s response, the Medicare contractor must contact the physician 
or practitioner again to ascertain why the problem still exists and when the physician or 
practitioner expects to have it corrected.  It must repeat this process until the system 
problem is corrected. 
 
Also, in the Medicare contractor’s development request, it must advise the physician or 
practitioner that if no response is received by the due date, the Medicare contractor will 
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assume that there has been no correction of the failure to maintain opt-out and that this 
could result in a determination that the physician/practitioner is once again subject to 
Medicare rules. 
 
In the case of wrongly filed claims, the Medicare contractor must hold the claim and any 
others it receives from the physician or practitioner in suspense until it hears from the 
physician or practitioner or the response date lapses.  In this case, if the physician or 
practitioner responds that the claim was filed in error, the Medicare contractor must 
continue processing the claim, deny the claim, and send the physician or practitioner the 
appropriate Remittance Advice and send the beneficiary a Medicare Summary Notice 
(MSN) with the appropriate language explaining that the claim was submitted 
erroneously and the beneficiary is responsible for the physician’s or practitioner’s charge.  
In other words, the limiting charge provision does not apply and the beneficiary is 
responsible for all charges.  This process will apply to all claims until the physician or 
practitioner is able to get the problem fixed. 
 
If the Medicare contractor does not receive a response from the physician or practitioner 
by the development letter due date or if it is determined that the opt-out physician or 
practitioner knowingly and willfully failed to maintain opt-out, it must notify the 
physician or practitioner that the effects of failure to maintain opt-out specified in §40.11 
apply.  It must formally notify the physician/practitioner of this determination and 
of the rules that again apply (e.g., mandatory submission of claims, limiting charge, 
etc.).  It must specifically include in this letter each of the effects of failing to opt-out that 
are identified in §40.11. 
 
The act of claims submission by the beneficiary for an item or service provided by a 
physician or practitioner who has opted out is not a violation by the physician or 
practitioner and does not nullify the contract with the beneficiary.  However, if there are 
what the Medicare contractor considers to be a substantial number of claims submissions 
by beneficiaries for items or services by an opt-out physician or practitioner, it must 
investigate to ensure that contracts between the physician or practitioner and the 
beneficiaries exist and that the terms of the contracts meet the Medicare statutory 
requirements outlined in this instruction.  If noncompliance with the opt-out affidavit is 
determined, it must develop claims submission or limiting charge violation cases, as 
appropriate, based on its findings. 
 
In cases in which the beneficiary files an appeal of the denial of a beneficiary-filed claim 
for services from an opt-out physician or practitioner, and alleges that there was no 
private contract, the Medicare contractor must ask the physician/practitioner to provide it 
with a copy of the private contract.  Where the physician or practitioner does not provide 
a copy of a private contract that meets the requirements of §40.8 and was signed by the 
beneficiary before the service was furnished, the Medicare contractor must make 
payment to the beneficiary and proceed as described above. 
 
40.13 - Physician/Practitioner Who Has Never Enrolled in Medicare 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 







 
For a physician/practitioner who has never enrolled in the Medicare program and wishes 
to opt-out of Medicare, if the physician/practitioner does not have an NPI, then the 
physician/practitioner must include his or her TIN on the opt-out affidavit.  The Medicare 
contractor must annotate its in-house provider file that the physician/practitioner has 
opted out of the program.  The Medicare contractor can get the full name, address, license 
number, and tax identification number from the physician’s/practitioner’s opt-out 
affidavit.  All other data requirements should be developed from other data sources (e.g., 
the American Medical Association, State Licensing Board, etc.).  The 
physician/practitioner must not receive payment during the opt-out period (except in the 
case of emergency or urgent care services).  If the Medicare contractor needs additional 
data elements and cannot obtain that information from another source, it may contact the 
physician/practitioner directly.  It must notify the physician or practitioner that in order to 
certify or order services for a Medicare patient, the physician or practitioner must have a 
valid NPI. 
 
If an opt-out physician/practitioner provides emergency or urgent care service to a 
beneficiary who has not signed a private contract with the physician or practitioner and 
the physician/practitioner submits an assigned claim, the physician or practitioner must 
complete Form CMS-855-I and enroll in the Medicare program before receiving 
reimbursement.  Under a similar circumstance, if the physician or practitioner submits an 
unassigned claim, the Medicare contractor must pay the beneficiary directly without 
requiring a completed Form CMS-855-I.  It may use the information from the affidavit to 
begin the enrollment process. 
 
40.14 - Nonparticipating Physicians or Practitioners Who Opt Out of 
Medicare 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A nonparticipating physician or practitioner may opt-out of Medicare at any time in 
accordance with the following: 
 


• The initial 2-year opt-out period begins the date the affidavit meeting the 
requirements of §40.9 is signed, provided the affidavit is filed within 10 days 
after the physician or practitioner signs his or her first private contract with a 
Medicare beneficiary. 


 
• If the physician or practitioner does not timely file any required affidavit, the 


initial 2-year opt-out period begins when the last such affidavit is filed.  Any 
private contract entered into before the last required affidavit is filed becomes 
effective upon the filing of the last required affidavit and the furnishing of any 
items or services to a Medicare beneficiary under such contract before the last 
required affidavit is filed is subject to standard Medicare rules. 


 
40.15 - Excluded Physicians and Practitioners 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
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An excluded physician or practitioner may opt out of Medicare by submitting the 
required documentation in accordance with §40.9.  When determining effective dates of 
the exclusion versus the opt-out, the date of exclusion always takes precedence over the 
date the physician or practitioner opts out of Medicare.  A physician or practitioner who 
has been excluded must comply with 42 CFR 1001.1901, “Scope and Effect of 
Exclusion.” 
 
If an excluded/opt-out physician or practitioner submits a claim to Medicare, the 
Medicare contractor must not make payment for services furnished, ordered, or 
prescribed on or after the effective date of the exclusion, except in the limited 
circumstances stated in 42 CFR 1001.1901. 
 
The Medicare contractor must not make payment to a beneficiary who submits claims for 
services rendered by an excluded/opt-out physician or practitioner (except where 
payment would otherwise be made in accordance with the Medicare Program Integrity 
Manual).  It must deny the claim and send the physician or practitioner the appropriate 
remittance and send the beneficiary a MSN as explained in §40.39. 
 
40.16 - Relationship Between Opt-Out and Medicare Participation 
Agreements 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
Participation agreements will terminate on the opt out effective date. See 40.17 for 
effective date provisions.  Physicians and practitioners may not provide services under 
private contracts with beneficiaries earlier than the effective date of the affidavit.  
Nonparticipating physicians and practitioners may opt out at any time. 
 
The Medicare contractor must update the system files so that it may timely pay 
participating physicians and practitioners at the correct payment amounts in effect for that 
part of the fee schedule year before they opt out and to pay them as nonparticipating for 
emergency or urgent care as of their opt out effective date. 
 
40.17 - Participating Physicians and Practitioners 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
Participating physicians and practitioners may opt out if they file an affidavit that meets 
the criteria and which is received by the Medicare contractor at least 30 days before the 
first day of the next calendar quarter showing an effective date of the first day in that 
quarter (i.e., January 1, April 1, July 1, October 1).  They may not provide services under 
private contracts with beneficiaries earlier than the effective date of the affidavit. 
 
The 30-day notice is required to allow sufficient time for the Medicare contractor to 
accomplish the appropriate system file updates before the effective date.  The Medicare 
contractor must make participating physician status changes no less frequently than at the 
beginning of each calendar quarter.  Therefore, participating physicians or practitioners 
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must provide the Medicare contractor with 30 days notice that they intend to opt out at 
the beginning of the next calendar quarter. 
 
Participating physicians or practitioners may sign private contracts only after the 
effective date of affidavits filed in accordance with §40.9.  They may not provide services 
under private contracts with beneficiaries earlier than the effective date of the affidavit.  
It is necessary to treat nonparticipating physicians or practitioners differently from 
participating physicians or practitioners in order to assure that participating physicians or 
practitioners are paid properly for the services they furnish before the effective date of the 
affidavit. 
 
Participating physicians or practitioners are paid at the full fee schedule for the services 
they furnish to Medicare beneficiaries.  However, the law sets the payment amount for 
nonparticipating physicians or practitioners at 95 percent of the payment amount for 
participating physicians or practitioners. 
 
Participating physicians or practitioners who opt out are treated as nonparticipating 
physicians or practitioners as of the effective date of the opt-out affidavit.  When a 
participating physician/practitioner opts out of Medicare, the Medicare contractor must 
pay the physician/practitioner at the higher participating physician/practitioner rate for 
services rendered in the period before the effective date of the opt-out; and at the 
nonparticipating rate for services rendered on and after the opt-out date. 
 
40.18 - Physicians or Practitioners Who Choose to Opt Out of Medicare 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
If a physician/practitioner chooses to opt-out of Medicare, it means that the physician/ 
practitioner opts-out for all covered items and services that he or she furnishes.  
Physicians and practitioners cannot have private contracts that apply to some covered 
services they furnish but not to others.  For example, if a physician or practitioner 
provides laboratory tests or durable medical equipment incident to his or her professional 
services and chooses to opt-out of Medicare, then the physician/practitioner has opted out 
of Medicare for payment of lab services and Durable Medical Equipment, Prosthetics, 
and Orthotics (DMEPOS) as well as for professional services.  If a physician or 
practitioner has a valid opt-out affidavit on file with the MAC, has a valid NPI, is a 
specialty that is eligible to order or certify, and refers a beneficiary to a non-opt-out 
physician or practitioner for medically necessary services, such as laboratory, DMEPOS 
or inpatient hospitalization, Medicare would cover those services. 
 
In addition, because suppliers of DMEPOS, independent diagnostic testing facilities, 
clinical laboratories, etc., cannot opt-out, the physician or practitioner owner of such 
suppliers cannot opt-out as such a supplier.  Therefore, the participating physician or 
practitioner becomes a nonparticipating physician or practitioner for purposes of 
Medicare payment for emergency and urgent care services on the effective date of the 
opt-out.  (See §40.28). 
 







40.19 - Opt-Out Relationship to Noncovered Services 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
Because Medicare’s rules do not apply to items or services that are categorically not 
covered by Medicare, a private contract is not needed to furnish such items or services to 
Medicare beneficiaries, and Medicare’s claims filing rules and limits on charges do not 
apply to such items or services.  For example, because Medicare does not cover hearing 
aids, a physician or practitioner, or other supplier may furnish a hearing aid to a Medicare 
beneficiary and would not be required to file a claim with Medicare; further, the 
physician, practitioner, or other supplier would not be subject to any Medicare limit on 
the amount they could collect for the hearing aid. 
 
If the item or service is one that is not categorically excluded from coverage by Medicare, 
but may be noncovered in a given case (for example, it is covered only where certain 
clinical criteria are met and there is a question as to whether the criteria are met), a non-
opt-out physician/practitioner or other supplier is not relieved of his or her obligation to 
file a claim with Medicare.  If the physician or practitioner or other supplier has given a 
proper Advance Beneficiary Notice (ABN), he or she may collect from the beneficiary 
the full charge if Medicare does deny the claim. 
 
Where a physician or practitioner has opted out of Medicare, he or she must provide 
covered services only through private contracts that meet the criteria specified in §40.8 
(including items and services that are not categorically excluded from coverage but may 
be excluded in a given case).  An opt-out physician or practitioner is prohibited from 
submitting claims to Medicare (except for emergency or urgent care services furnished to 
a beneficiary with whom the physician or practitioner did not have a private contract).  
(See §40.12.) 
 
40.20 - Maintaining Information on Opt-Out Physicians 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
The Medicare contractor must maintain information on the opt-out physicians or 
practitioners.  At a minimum, it must capture the name and TIN of the physician or 
practitioner, the effective date of the opt-out affidavit, and the automatic 2-year renewal 
date for affidavits filed on or after June 16, 2015.  If the physician/practitioner cancels 
opt-out (see §40.34), then the Medicare contractor must also maintain the 
physician/practitioner’s opt-out end date or cancellation date.  The Medicare contractor 
may also include other provider-specific information it may need.  If cost effective, it 
may house this information on its provider file. 
 
40.21 - Informing Medicare Managed Care Plans of the Identity of the 
Opt-Out Physicians or Practitioners 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
The Medicare contractor must develop data exchange mechanisms for furnishing 
Medicare managed care plans in its service area with timely information on physicians 







and practitioners who have opted out of Medicare.  For example, it may wish to establish 
an Internet website “Home Page” which houses all of the information on physicians or 
practitioners who have opted out.  It will need to negotiate appropriate opt-out 
information exchange mechanisms with each managed care plan in its service area. 
 
40.22 - Informing the National Supplier Clearinghouse (NSC) of the 
Identity of the Opt-Out Physicians or Practitioners 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
The Medicare contractor must notify the NSC directly with timely information on 
physicians or practitioners who have opted out of Medicare.  An Internet Web site 
“Home Page” is not an acceptable means of notifying the NSC.  The NSC’s address is as 
follows: 
 


National Supplier Clearinghouse 
P.O. Box 100142 
Columbia, SC 29202-3142 
 


40.23 - Organizations That Furnish Physician or Practitioner Services 
(Rev. 1, 10-01-03) 
B3-3044.23 
 
The opt-out applies to all items or services the physician or practitioner furnishes to 
Medicare beneficiaries, regardless of the location where such items or services are 
furnished. 
 
Where a physician or practitioner opts out and is a member of a group practice or 
otherwise reassigns his or her rights to Medicare payment to an organization, the 
organization may no longer bill Medicare or be paid by Medicare for services that the 
physician or practitioner furnishes to Medicare beneficiaries.  However, if the physician 
or practitioner continues to grant the organization the right to bill and be paid for the 
services the physician or practitioner furnishes to patients, the organization may bill and 
be paid by the beneficiary for the services that are provided under the private contract.  
The decision of a physician or practitioner to opt out of Medicare does not affect the 
ability of the group practice or organization to bill Medicare for the services of physicians 
and practitioners who have not opted out of Medicare. 
 
Corporations, partnerships, or other organizations that bill and are paid by Medicare for 
the services of physicians or practitioners who are employees, partners, or have other 
arrangements that meet the Medicare reassignment-of-payment rules cannot opt out 
because they are neither physicians nor practitioners.  Of course, if every physician and 
practitioner within a corporation, partnership, or other organization opts out, then such 
corporation, partnership, or other organization would have, in effect, opted out. 
 
40.24 - The Difference Between Advance Beneficiary Notices (ABN) and 
Private Contracts 







(Rev. 1, 10-01-03) 
B3-3044.24 
 
An Advance Beneficiary Notice (ABN) allows a beneficiary to make an informed 
consumer decision by knowing in advance that the beneficiary may have to pay out-of-
pocket.  An ABN is not needed where the item or service is categorically excluded from 
Medicare coverage or outside the scope of the benefit. 
 
An ABN is used when the physician/practitioner believes that Medicare will not make 
payment, while private contracts are used for services that are covered by Medicare and 
for which payment might be made if a claim were to be submitted. 
 
See the Medicare Claims Processing Manual, chapter 30, for a description of the ABN. 
 
40.25 - Private Contracting Rules When Medicare is the Secondary 
Payer 
(Rev. 1, 10-01-03) 
B3-3044.25 
 
The opt-out physician/practitioner must have a private contract with a Medicare 
beneficiary for all Medicare-covered services (see §40.7), notwithstanding that Medicare 
would be the secondary payer in a given situation.  No Medicare primary or secondary 
payments will be made for items and services furnished by a physician/practitioner under 
the private contract. 
 
40.26 - Registration and Identification of Physicians or Practitioners 
Who Opt Out 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
If the Medicare contractor has the physician’s/practitioner’s NPI, then the Medicare 
contractor should use it in order to identify opt-out physicians or practitioners 
nationwide.  However, if the physician/practitioner does not have an NPI, then the 
Medicare contractor must use the physician’s or practitioner’s TIN to identify opt-out 
physicians or practitioners nationwide. 
 
40.27 - System Identification 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
The Medicare contractor must ensure that its system can automatically identify claims 
that include services furnished by providers or practitioners who have opted out of 
Medicare.  It must not make payment to any opt-out physician/practitioner for items or 
services furnished on or after the effective date of the physician’s or practitioner’s opt out 
affidavit unless there are emergency or urgent care situations involved.  In an emergency 
or urgent care situation, payment can be made for services furnished to a Medicare 
beneficiary if the beneficiary has no contract with the opt-out physician/practitioner.  See 
the following section for related instructions. 







 
40.28 - Emergency and Urgent Care Situations 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
Payment may be made for services furnished by an opt-out physician or practitioner who 
has not signed a private contract with a Medicare beneficiary for emergency or urgent 
care items and services furnished to, or ordered or prescribed for, such beneficiary on or 
after the date the physician opted out. 
 
Where a physician or practitioner who has opted out of Medicare treats a beneficiary with 
whom the physician or practitioner does not have a private contract in an emergency or 
urgent care situation, the physician or practitioner may not charge the beneficiary more 
than the Medicare limiting charge for the service and must submit the claim to Medicare 
on behalf of the beneficiary for the emergency or urgent care.  Medicare payment may be 
made to the beneficiary for the Medicare covered services furnished to the beneficiary. 
 
In other words, where the physician or practitioner provides emergency or urgent care 
services to the beneficiary, the physician or practitioner must submit a claim to Medicare, 
and may collect no more than the Medicare limiting charge in the case of a physician, or 
the deductible and coinsurance in the case of a practitioner.  This 
implements §1802(b)(2)(A)(iii) of the Act, which specifies that the contract may not be 
entered into when the beneficiary is in need of emergency or urgent care.  Because the 
services are excluded from coverage under §1862(a)(19) of the Act only if they are 
furnished under private contract, CMS concludes that they are not excluded in this case 
where there is no private contract, notwithstanding that they were furnished by an opt-out 
physician or practitioner.  Hence, they are covered services furnished by a 
nonparticipating physician or practitioner, and the rules in effect absent the opt-out would 
apply in these cases.  Specifically, the physician or practitioner may choose to take 
assignment (thereby agreeing to collect no more than the Medicare deductible and 
coinsurance based on the allowed amount from the beneficiary) or not to take assignment 
(and to collect no more than the Medicare limiting charge), but the practitioner must take 
assignment under §1842(b)(18) of the Act. 
 
Therefore, in this circumstance the physician or practitioner must submit a completed 
Medicare claim on behalf of the beneficiary with the appropriate HCPCS code and 
HCPCS modifier that indicates the services furnished to the Medicare beneficiary were 
emergency or urgent care services and the beneficiary does not have a private contract 
with the physician or practitioner.  If the physician or practitioner did not submit the GJ 
national HCPCS modifier, then the Medicare contractor must deny the claim so that the 
beneficiary can appeal. 
 


GJ = Opt-out physician/practitioner EMERGENCY OR URGENT SERVICES 
 


This modifier must be used on claims for services rendered by an opt-out physician/ 
practitioner for an emergency/urgent care service.  The use of this modifier indicates that 
the service was furnished by an opt-out physician/practitioner who has not signed a 
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private contract with a Medicare beneficiary for emergency or urgent care items and 
services furnished to, or ordered or prescribed for, such beneficiary on or after the date 
the physician/practitioner opted out. 
 
The Medicare contractor must deny payment for emergency or urgent care items and 
services to both an opt-out physician or practitioner and the beneficiary if these parties 
have previously entered into a private contract, i.e., prior to the furnishing of the 
emergency or urgent care items or services but within the physician’s or practitioner’s 
current 2-year  period. 
 
Under the emergency and urgent care situation where an opt-out physician or practitioner 
renders emergency or urgent service to a Medicare beneficiary (e.g., a fractured leg) who 
has not entered into a private agreement with the physician or practitioner, as stated 
above the physician or practitioner is required to submit a claim to Medicare with the 
appropriate modifier (GJ and 54 as discussed further below) and is subject to all the rules 
and regulations of Medicare, including the limiting charge.  However, if the opt-out 
physician or practitioner asks the beneficiary, with whom the physician or practitioner 
has no private contract, to return for a follow up visit (e.g., return within 5 to 6 weeks to 
remove the cast and examine the leg) the physician or practitioner must ask the 
beneficiary to sign a private contract.  In other words, once a beneficiary no longer needs 
emergency or urgent care (i.e., non-urgent follow up care), Medicare cannot pay for the 
follow up care and the physician or practitioner can and must, under the opt-out affidavit 
agreement, ask the beneficiary to sign a private contract as a condition of further 
treatment. 
 
The way this would work in the fractured leg example (see previous paragraph) is that the 
physician or practitioner would bill Medicare for the setting of the fractured leg with the 
emergency opt-out HCPCS modifier (GJ) and the surgical care only modifier (54) to 
ensure that Medicare does not pay the Evaluation and Management (E&M) that is in the 
global fee for the procedure.  The physician or practitioner would then either have the 
beneficiary sign the private contract or refer the beneficiary to a Medicare physician or 
practitioner who would bill Medicare using the post op only modifier to be paid for the 
post op care in the global period. 
 
If the beneficiary continues to be in a condition that requires emergency or urgent care 
(i.e., unconscious or unstable after surgery for an aneurysm) follow up care would 
continue to be paid under emergency or urgent care until such time as the beneficiary no 
longer needed such care.  In the absence of incontrovertible evidence, CMS recommends 
accepting what the physician or practitioner says via the modifiers and doing post-pay 
records review of frequent users of the opt-out modifier. 
 
40.29 - Definition of Emergency and Urgent Care Situations 
(Rev. 206, Issued: 04-10-15, Effective: 07-13-15, Implementation: 07-13-15) 
 
Emergency care services means inpatient or outpatient hospital services that are 
necessary to prevent death or serious impairment of health and, because of the danger to 







life or health, require use of the most accessible hospital available and equipped to 
furnish those services.  Congress intended that the term “emergency or urgent care 
services” not be limited to emergency services since they also included “urgent care 
services.”  Urgent Care Services are defined in 42 CFR 405.400 as services furnished 
within 12 hours in order to avoid the likely onset of an emergency medical condition.  
For example, if a beneficiary has an ear infection with significant pain, CMS would view 
that as requiring treatment to avoid the adverse consequences of continued pain and 
perforation of the eardrum.  The patient’s condition would not meet the definition of 
emergency medical condition because immediate care is not needed to avoid placing the 
health of the individual in serious jeopardy or to avoid serious impairment or dysfunction.  
However, although it does not meet the definition of emergency care, the beneficiary 
needs care within a relatively short period of time (which CMS defines as 12 hours) to 
avoid adverse consequences, and the beneficiary may not be able to find another 
physician or practitioner to provide treatment within 12 hours. 
 
40.30 - Denial of Payment to Employers of Opt-Out Physicians and 
Practitioners 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
If an opt-out physician or practitioner is employed in a hospital setting and submits bills 
for which payment is prohibited, the Medicare contractor usually detects and investigates 
the situation.  However, in some instances an opt-out physician or practitioner may have 
a salary arrangement with a hospital or clinic or work in a group practice and may not 
directly submit bills for payment.  If the Medicare contractor detects this situation, it must 
recover the payment made for the opt-out physician/practitioner from the 
hospital/clinic/group practice, after appropriate notification. 
 
40.31 - Denial of Payment to Beneficiaries and Others 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
If a beneficiary submits a claim that includes items or services furnished by an opt-out 
physician or practitioner on dates on or after the effective date of opt out by such 
physician or practitioner, the Medicare contractor must deny such items or services 
except as permitted by §40.6. 
 
40.32 - Payment for Medically Necessary Services Ordered or 
Prescribed by an Opt-out physician or Practitioner 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
If claims are submitted for any items or services ordered or prescribed by an opt out 
physician or practitioner under §1802 of the Act, the Medicare contractor may pay for 
medically necessary services of the furnishing entity, provided the furnishing entity is not 
also a physician or practitioner that has opted out of the Medicare program. 
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40.33 - Mandatory Claims Submission 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
Section 1848(g)(4) of the Act, “Physician/Practitioner Submission of Claims,” regarding 
mandatory claims submission, does not apply once a physician or practitioner signs and 
submits an affidavit to the Medicare contractor opting out of the Medicare program, for 
the duration of the physician’s or practitioner’s opt-out period, unless the physician or 
practitioner knowingly and willfully violates a term of the affidavit. 
 
40.34 - Cancellation of Opt-Out 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A physician or practitioner may cancel opt-out by submitting a written notice to each 
MAC to which he or she would file claims absent the opt-out, not later than 30 days 
before the end of the current 2-year opt-out period, indicating that the physician or 
practitioner does not want to extend the application of the opt-out affidavit for a 
subsequent 2-year period. 
 
40.35 - Early Termination of Opt-Out 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
If a physician or practitioner changes his or her mind after the Medicare contractor has 
approved the affidavit, the opt-out may be terminated within 90 days of the effective date 
of the affidavit.  To properly terminate an opt-out, a physician or practitioner must: 
 


• Not have previously opted out of Medicare; 
 
• Notify all Medicare contractors, with which the physician or practitioner filed an 


affidavit, of the termination of the opt-out no later than 90 days after the effective 
date of the initial 2-year period; 


 
• Refund to each beneficiary with whom the physician or practitioner has privately 


contracted all payment collected in excess of: 
 


º The Medicare limiting charge (in the case of physicians or practitioners); or 
º The deductible and coinsurance (in the case of practitioners). 
 


• Notify all beneficiaries with whom the physician or practitioner entered into 
private contracts of the physician’s or practitioner’s decision to terminate opt-out 
and of the beneficiaries’ rights to have claims filed on their behalf with Medicare 
for services furnished during the period between the effective date of the opt-out 
and the effective date of the termination of the opt-out period. 


 
When the physician or practitioner properly terminates opt-out in accordance with the 
second bullet above, the physician or practitioner (who was previously enrolled in 
Medicare) will be reinstated in Medicare as if there had been no opt-out, and the 
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provision of §40.3 must not apply unless the physician or practitioner subsequently 
properly opts-out. 
 
40.36 - Appeals 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
A determination by CMS that a physician or practitioner has failed to properly opt-out, 
failed to maintain opt-out, failed to timely renew opt-out, failed to privately contract,  
failed to properly terminate opt-out, or failed to properly cancel opt-out is an initial 
determination for purposes of 42 CFR 498.3(b). 
 
A determination by CMS that no payment can be made to a beneficiary for the services of 
a physician who has opted out is an initial determination for purposes of 42 CFR 
405.924. 
 
See the Medicare Claims Processing Manual, Chapter 29, “Appeals of Claims 
Decisions,” for additional information on appeals. 
 
40.37 - Application to the Medicare Advantage Program 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
The Medicare Managed Care Manual contains instructions for Medicare Advantage plans 
about the impact on managed care. 
 
The manual provides in general that Medicare Advantage plans: 
 


• Must acquire and maintain information from Medicare contractors on physicians 
and practitioners who have opted out of Medicare. 


 
• Must make no payment directly or indirectly for Medicare covered services 


furnished to a Medicare beneficiary by a physician or practitioner who has opted 
out of Medicare, except for emergency or urgent care services furnished to a 
beneficiary who has not previously entered into a private contract with the 
physician or practitioner, in accordance with §40.28. 


 
The Medicare contractor must maintain mutually agreeable means of advising Medicare 
Advantage plans of who has opted out.  Disputes with Medicare Advantage plans about 
the provision of opt out information should be referred to the regional office staff for 
resolution. 
 
40.38 - Claims Denial Notices to Opt-Out Physicians and Practitioners 
(Rev. 222, Issued: 05-13-16, Effective: 08-15-16, Implementation; 08-15-16) 
 
To ensure that the notice denying payment to the opt-out physician or practitioner 
indicates the proper reason for denial of payment, the Medicare contractor must include 
language in the notice appropriate to particular circumstances as follows: 
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• When the claim is submitted inadvertently by the opt-out physician/practitioner, 


the Medicare contractor must use claim adjustment reason code 27 (expenses 
incurred after coverage terminated) at the claim level with group code PR 
(patient responsibility) and the remark code MA47: 


 
Our records show that you have opted out of Medicare, agreeing 
with the patient not to bill Medicare for services/tests/supplies 
furnished.  As a result, we cannot pay this claim.  The patient is 
responsible for payment.” 
 


• The Medicare contractor uses the following message when the claim is submitted 
knowingly and willfully by the opt-out physician/practitioner.  It must use claim 
adjustment reason code 27 (expenses incurred after coverage terminated) at the 
claim level with group code PR (patient responsibility) and the remittance advice 
remark code MA47 N771 : 


 
Our records show that you have opted out of Medicare, agreeing 
with the patient not to bill Medicare for services/tests/supplies 
furnished.  As a result, we cannot pay this claim.  The patient is 
responsible for payment.  Alert: Under Federal law you cannot 
charge more than the limiting charge amount. 
 


40.39 - Claims Denial Notices to Beneficiaries 
(Rev. 160, Issued: 10-26-12, Effective: 01-28-13, Implementation: 01-28-13) 
 
To ensure that the notice to the beneficiary indicates the proper reason for denial of 
payment, the Medicare contractor must include language in the notice appropriate to 
particular circumstances as follows: 
 


• It must use the following MSN message when the claim is submitted 
inadvertently by the opt-out physician/practitioner: 


 
MSN # 21.20 - “The provider decided to drop out of Medicare.  No 
payment can be made for this service.  You are responsible for this 
charge.” 
 


• It must use the following message when the claim is submitted knowingly and 
willfully by the opt-out physician/practitioner: 


 
MSN # 21.19 - “The provider decided to drop out of Medicare.  No 
payment can be made for this service.  You are responsible for this 
charge.  Under Federal law your doctor cannot charge you more 
than the limiting charge amount.” 
 







• It must use the following message when the claim is submitted by the beneficiary 
for a service furnished by an opt-out physician/practitioner: 


 
MSN # 21.20 - “The provider decided to drop out of Medicare.  No 
payment can be made for this service.  You are responsible for this 
charge.” 
 


 
50 - Drugs and Biologicals 
(Rev. 1, 10-01-03) 
B3-2049, A3-3112.4.B, HO-230.4.B 
 
The Medicare program provides limited benefits for outpatient drugs.  The program 
covers drugs that are furnished “incident to” a physician’s service provided that the drugs 
are not usually self-administered by the patients who take them. 
 
Generally, drugs and biologicals are covered only if all of the following requirements are 
met: 
 


• They meet the definition of drugs or biologicals (see §50.1); 
 
• They are of the type that are not usually self-administered. (see §50.2); 
 
• They meet all the general requirements for coverage of items as incident to a 


physician’s services (see §§50.1 and 50.3); 
 
• They are reasonable and necessary for the diagnosis or treatment of the illness or 


injury for which they are administered according to accepted standards of 
medical practice (see §50.4); 


 
• They are not excluded as noncovered immunizations (see §50.4.4.2); and 
 
• They have not been determined by the FDA to be less than effective.  


(See §§50.4.4). 
 


Medicare Part B does generally not cover drugs that can be self-administered, such as 
those in pill form, or are used for self-injection.  However, the statute provides for the 
coverage of some self-administered drugs.  Examples of self-administered drugs that are 
covered include blood-clotting factors, drugs used in immunosuppressive therapy, 
erythropoietin for dialysis patients, osteoporosis drugs for certain homebound patients, 
and certain oral cancer drugs. (See §110.3 for coverage of drugs, which are necessary to 
the effective use of Durable Medical Equipment (DME) or prosthetic devices.) 
 
50.1 - Definition of Drug or Biological 
(Rev. 1, 10-01-03) 
B3-2049.1 







 
Drugs and biologicals must be determined to meet the statutory definition.  Under the 
statute §1861(t)(1), payment may be made for a drug or biological only where it is 
included, or approved for inclusion, in the latest official edition of the United States 
Pharmacopoeia National Formulary (USP-NF), the United States Pharmacopoeia-Drug 
Information (USD-DI), or the American Dental Association (AOA) Guide to Dental 
Therapeutics, except for those drugs and biologicals unfavorably evaluated in the ADA 
Guide to Dental Therapeutics.  The inclusion of an item in the USP DI does not 
necessarily mean that the item is a drug or biological.  The USP DI is a database of drug 
information developed by the U.S. Pharmacopoeia but maintained by Micromedex, 
which contains medically accepted uses for generic and brand name drug products.  
Inclusion in such reference (or approval by a hospital committee) is a necessary condition 
for a product to be considered a drug or biological under the Medicare program, however, 
it is not enough.  Rather, the product must also meet all other program requirements to be 
determined to be a drug or biological.  Combination drugs are also included in the 
definition of drugs if the combination itself or all of the therapeutic ingredients of the 
combination are included, or approved for inclusion, in any of the above drug compendia. 
 
Drugs and biologicals are considered approved for inclusion in a compendium if 
approved under the established procedure by the professional organization responsible for 
revision of the compendium. 
 
50.2 - Determining Self-Administration of Drug or Biological 
(Rev. 157, Issued: 06-08-12, Effective: 07-01-12, Implementation: 07-02-12) 
 
The Medicare program provides limited benefits for outpatient prescription drugs.  The 
program covers drugs that are furnished “incident to” a physician’s service provided that 
the drugs are not usually self-administered by the patients who take them.  Section 112 of 
the Benefits, Improvements & Protection Act of 2000 (BIPA) amended sections 
1861(s)(2)(A) and 1861(s)(2)(B) of the Act to redefine this exclusion.  The prior statutory 
language referred to those drugs “which cannot be self-administered.”  Implementation of 
the BIPA provision requires interpretation of the phrase “not usually self-administered by 
the patient”. 
 
A.  Policy 
 
A/B MACs (A), (B), and (HHH), are instructed to follow the instructions below when 
applying the exclusion for drugs that are usually self-administered by the patient.  Each 
individual A/B MAC (A), (B), or (HHH) must make its own individual determination on 
each drug.  A/B MACs (A), (B), and (HHH) must continue to apply the policy that not 
only the drug is medically reasonable and necessary for any individual claim, but also 
that the route of administration is medically reasonable and necessary.  That is, if a drug 
is available in both oral and injectable forms, the injectable form of the drug must be 
medically reasonable and necessary as compared to using the oral form. 
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For certain injectable drugs, it will be apparent due to the nature of the condition(s) for 
which they are administered or the usual course of treatment for those conditions, they 
are, or are not, usually self-administered.  For example, an injectable drug used to treat 
migraine headaches is usually self-administered.  On the other hand, an injectable drug, 
administered at the same time as chemotherapy, used to treat anemia secondary to 
chemotherapy is not usually self-administered. 
 
B.  Administered 
 
The term “administered” refers only to the physical process by which the drug enters the 
patient’s body.  It does not refer to whether the process is supervised by a medical 
professional (for example, to observe proper technique or side-effects of the drug). 
Injectable drugs, including intravenously administered drugs, are typically eligible for 
inclusion under the “incident to” benefit.  With limited exceptions, other routes of 
administration including, but not limited to, oral drugs, suppositories, topical medications 
are considered to be usually self-administered by the patient. 
 
C.  Usually 
 
For the purposes of applying this exclusion, the term “usually” means more than 50 
percent of the time for all Medicare beneficiaries who use the drug.  Therefore, if a drug 
is self-administered by more than 50 percent of Medicare beneficiaries, the drug is 
excluded from coverage and the A/B MAC (A), (B), or (HHH) may not make any 
Medicare payment for it.  In arriving at a single determination as to whether a drug is 
usually self-administered, A/B MACs (A), (B), and (HHH) should make a separate 
determination for each indication for a drug as to whether that drug is usually self-
administered. 
 
After determining whether a drug is usually self-administered for each indication, A/B 
MACs (A), (B), or (HHH) should determine the relative contribution of each indication 
to total use of the drug (i.e., weighted average) in order to make an overall determination 
as to whether the drug is usually self-administered.  For example, if a drug has three 
indications, is not self-administered for the first indication, but is self administered for the 
second and third indications, and the first indication makes up 40 percent of total usage, 
the second indication makes up 30 percent of total usage, and the third indication makes 
up 30 percent of total usage, then the drug would be considered usually self-administered. 
 
Reliable statistical information on the extent of self-administration by the patient may not 
always be available.  Consequently, CMS offers the following guidance for each A/B 
MAC (A)’s, (B)’s, or (HHH)’s consideration in making this determination in the absence 
of such data: 
 
1.  Absent evidence to the contrary, presume that drugs delivered intravenously are not 
usually self-administered by the patient. 
 







2.  Absent evidence to the contrary, presume that drugs delivered by intramuscular 
injection are not usually self-administered by the patient.  (Avonex, for example, is 
delivered by intramuscular injection, not usually self-administered by the patient.)  The 
A/B MAC (A), (B), or (HHH) may consider the depth and nature of the particular 
intramuscular injection in applying this presumption.  In applying this presumption, A/B 
MACs (A), (B), and (HHH) should examine the use of the particular drug and consider 
the following factors: 
 
3.  Absent evidence to the contrary, presume that drugs delivered by subcutaneous 
injection are self-administered by the patient.  However, A/B MACs (A), (B), and (HHH) 
should examine the use of the particular drug and consider the following factors: 


 
A.  Acute Condition - Is the condition for which the drug is used an acute 
condition? If so, it is less likely that a patient would self-administer the drug.  If 
the condition were longer term, it would be more likely that the patient would 
self-administer the drug. 
 
B.  Frequency of Administration - How often is the injection given?  For 
example, if the drug is administered once per month, it is less likely to be self-
administered by the patient.  However, if it is administered once or more per 
week, it is likely that the drug is self-administered by the patient. 


 
In some instances, A/B MACs (B) may have provided payment for one or perhaps 
several doses of a drug that would otherwise not be paid for because the drug is usually 
self-administered.  A/B MACs (B) may have exercised this discretion for limited 
coverage, for example, during a brief time when the patient is being trained under the 
supervision of a physician in the proper technique for self-administration.  Medicare will 
no longer pay for such doses.  In addition, A/B MACs (A) may no longer pay for any 
drug when it is administered on an outpatient emergency basis, if the drug is excluded 
because it is usually self-administered by the patient. 
 
D.  Definition of Acute Condition 
 
For the purposes of determining whether a drug is usually self-administered, an acute 
condition means a condition that begins over a short time period, is likely to be of short 
duration and/or the expected course of treatment is for a short, finite interval.  A course of 
treatment consisting of scheduled injections lasting less than 2 weeks, regardless of 
frequency or route of administration, is considered acute.  Evidence to support this may 
include Food and Drug Administration (FDA) approval language, package inserts, drug 
compendia, and other information. 
 
E.  By the Patient 
 
The term “by the patient” means Medicare beneficiaries as a collective whole.  The A/B 
MAC (B) includes only the patients themselves and not other individuals (that is, 
spouses, friends, or other care-givers are not considered the patient).  The determination 







is based on whether the drug is self-administered by the patient a majority of the time that 
the drug is used on an outpatient basis by Medicare beneficiaries for medically necessary 
indications.  The A/B MAC (B) ignores all instances when the drug is administered on an 
inpatient basis. 
 
The A/B MAC (B) makes this determination on a drug-by-drug basis, not on a 
beneficiary-by-beneficiary basis. In evaluating whether beneficiaries as a collective 
whole self-administer, individual beneficiaries who do not have the capacity to self-
administer any drug due to a condition other than the condition for which they are taking 
the drug in question are not considered.  For example, an individual afflicted with 
paraplegia or advanced dementia would not have the capacity to self-administer any 
injectable drug, so such individuals would not be included in the population upon which 
the determination for self-administration by the patient was based.  Note that some 
individuals afflicted with a less severe stage of an otherwise debilitating condition would 
be included in the population upon which the determination for “self-administered by the 
patient” was based; for example, an early onset of dementia. 
 
F.  Evidentiary Criteria 
 
A/B MACs (A), (B), and (HHH), and DME MACs are only required to consider the 
following types of evidence: peer reviewed medical literature, standards of medical 
practice, evidence-based practice guidelines, FDA approved label, and package inserts.  
A/B MACs (A), (B), and (HHH), and DME MACs may also consider other evidence 
submitted by interested individuals or groups subject to their judgment. 
 
A/B MACs (A), (B), and (HHH), and DME MACs should also use these evidentiary 
criteria when reviewing requests for making a determination as to whether a drug is 
usually self-administered, and requests for reconsideration of a pending or published 
determination. 
 
Note that prior to August 1, 2002, one of the principal factors used to determine whether 
a drug was subject to the self-administered exclusion was whether the FDA label 
contained instructions for self-administration.  However, CMS notes that under the new 
standard, the fact that the FDA label includes instructions for self-administration is not, 
by itself, a determining factor that a drug is subject to this exclusion. 
 
G.  Provider Notice of Noncovered Drugs 
 
A/B MACs (A), (B), and (HHH), and DME MACs must describe on their Web site the 
process they will use to determine whether a drug is usually self-administered and thus 
does not meet the “incident to” benefit category.  A/B MACs (A), (B), and (HHH), and 
DME MACs must publish a list of the injectable drugs that are subject to the self-
administered exclusion on their Web site, including the data and rationale that led to the 
determination.  A/B MACs (A), (B), and (HHH), and DME MACs will report the 
workload associated with developing new coverage statements in CAFM 21208. 
 







A/B MACs (A), (B), and (HHH), and DME MACs must provide notice 45 days prior to 
the date that these drugs will not be covered.  During the 45-day time period, A/B MACs 
(A), (B), and (HHH), and DME MACs will maintain existing medical review and 
payment procedures.  After the 45-day notice, A/B MACs (A), (B), and (HHH), and 
DME MACs may deny payment for the drugs subject to the notice. 
 
A/B MACs (A), (B), and (HHH), and DME MACs must not develop local coverage 
determinations (LCDs) for this purpose because further elaboration to describe drugs that 
do not meet the ‘incident to’ and the ‘not usually self-administered’ provisions of the 
statute are unnecessary.  Current LCDs based solely on these provisions must be 
withdrawn. LCDs that address the self-administered exclusion and other information may 
be reissued absent the self-administered drug exclusion material.  A/B MACs (A), (B), 
and (HHH), and DME MACs will report this workload in CAFM 21206.  However, A/B 
MACs (A), (B), and (HHH), and DME MACs may continue to use and write LCDs to 
describe reasonable and necessary uses of drugs that are not usually self-administered. 
 
H.  Conferences Between A/B MACs (A), (B), and (HHH), and DME MACs 
 
Contractors’ Medical Directors (CMDs) may meet and discuss whether a drug is usually 
self-administered without reaching a formal consensus.  Each A/B MAC (A), (B), or 
(HHH), or DME MAC uses its discretion as to whether or not it will participate in such 
discussions.  Each A/B MAC (A), (B, or (HHH) or DME MAC) must make its own 
individual determinations, except that A/B MACs (A) or (HHH) may, at their discretion, 
follow the determinations of the A/B MAC (B) with respect to the self-administered 
exclusion. 
 
I.  Beneficiary Appeals 
 
If a beneficiary’s claim for a particular drug is denied because the drug is subject to the 
“self-administered drug” exclusion, the beneficiary may appeal the denial.  Because it is a 
“benefit category” denial and not a denial based on medical necessity, an Advance 
Beneficiary Notice (ABN) is not required.  A “benefit category” denial (i.e., a denial 
based on the fact that there is no benefit category under which the drug may be covered) 
does not trigger the financial liability protection provisions of Limitation On Liability 
(under §1879 of the Act).  Therefore, physicians or providers may charge the beneficiary 
for an excluded drug. 
 
J.  Provider and Physician Appeals 
 
A physician accepting assignment may appeal a denial under the provisions found in Pub. 
100-04, Medicare Claims Processing Manual, chapter 29. 
 
K.  Reasonable and Necessary 
 
A/B MACs (A) and (B) will make the determination of reasonable and necessary with 
respect to the medical appropriateness of a drug to treat the patient’s condition.  MACs 







will continue to make the determination of whether the intravenous or injection form of a 
drug is appropriate as opposed to the oral form.  MACs will also continue to make the 
determination as to whether a physician’s office visit was reasonable and necessary.  
However, MACs should not make a determination of whether it was reasonable and 
necessary for the patient to choose to have his or her drug administered in the physician’s 
office or outpatient hospital setting.  That is, while a physician’s office visit may not be 
reasonable and necessary in a specific situation, in such a case an injection service would 
be payable. 
 
L.  Reporting Requirements 
 
Each A/B MAC (A), (B), or (HHH), or DME MACs must report to CMS its complete list 
of injectable drugs that the A/B MACs (A), (B), or (HHH), or DME MACs has 
determined are excluded when furnished incident to a physician’s service on the basis 
that the drug is usually self-administered.  The CMS expects that A/B MACs (A), (B), 
and (HHH), and DME MACs will review injectable drugs on a rolling basis and update 
their list of excluded drugs as it is developed and no less frequently than annually.  For 
example, A/B MACs (A), (B), and (HHH), and DME MACs should not wait to publish this 
list until every drug has been reviewed.  A/B MACs (A), (B), and (HHH), and DME MACs 
must enter their self-administered drug exclusion list to the Medicare Coverage Database 
(MCD).  This database can be accessed at www.cms.hhs.gov/mcd. See Pub.100-08, Medicare 
Program Integrity Manual, Chapter 3, Section 3.3, “Policies and Guidelines Applied During 
Review”, for instructions on submitting these lists to the MCD. 
 
M.  Drugs Treated as Hospital Outpatient Supplies 
 
In certain circumstances, Medicare pays for drugs that may be considered usually self-
administered by the patient when such drugs function as supplies.  This is the case when 
the drugs provided are an integral component of a procedure or are directly related to it, 
i.e., when they facilitate the performance of or recovery from a particular procedure.  
Except for the applicable copayment, hospitals may not bill beneficiaries for these types 
of drugs because their costs, as supplies, are packaged into the payment for the procedure 
with which they are used.  Listed below are examples of when drugs are treated as 
supplies and hospitals should bill Medicare for the drug as a supply and should not 
separately bill the beneficiary. 
 


• Sedatives administered to a patient while he or she is in the preoperative area 
being prepared for a procedure. 
 


• Mydriatic drops instilled into the eye to dilate the pupils, anti-inflammatory drops, 
antibiotic drops/ointments, and ocular hypotensives that are administered to a 
patient immediately before, during, or immediately following an ophthalmic 
procedure.  This does not refer to the patient’s eye drops that the patient uses pre-
and postoperatively. 
 







• Barium or low osmolar contrast media provided integral to a diagnostic imaging 
procedure. 
 


• Topical solution used with photodynamic therapy furnished at the hospital to treat 
nonhyperkeratotic actinic keratosis lesions of the face or scalp. 
 


• Antibiotic ointments such as bacitracin, placed on a wound or surgical incision at 
the completion of a procedure. 


 
The following are examples of when a drug is not directly related or integral to a 
procedure, and does not facilitate the performance of or recovery from a procedure.  
Therefore the drug is not considered a packaged supply.  In many of these cases the drug 
itself is the treatment instead of being integral or directly related to the procedure, or 
facilitating the performance of or recovery from a particular procedure. 
 


• Drugs given to a patient for his or her continued use at home after leaving the 
hospital. 
 


• Oral pain medication given to an outpatient who develops a headache while 
receiving chemotherapy administration treatment. 
 


• Daily routine insulin or hypertension medication given preoperatively to a patient. 
 


• A fentanyl patch or oral pain medication such as hydrocodone, given to an 
outpatient presenting with pain. 
 


• A laxative suppository for constipation while the patient waits to receive an 
unrelated X-ray. 


 
These two lists of examples may serve to guide hospitals in deciding which drugs are 
supplies packaged as a part of a procedure, and thus may be billed under Part B.  
Hospitals should follow CMS’ guidance for billing drugs that are packaged and paid as 
supplies, reporting coded and uncoded drugs with their charges under the revenue code 
associated with the cost center under which the hospital accumulates the costs for the 
drugs. 
 
50.3 - Incident To Requirements 
(Rev. 1, 10-01-03) 
B3-2049.3 
 
In order to meet all the general requirements for coverage under the incident-to provision, 
an FDA approved drug or biological must: 
 


• Be of a form that is not usually self-administered; 
 
• Must be furnished by a physician; and 







 
• Must be administered by the physician, or by auxiliary personnel employed by the 


physician and under the physician’s personal supervision. 
 


The charge, if any, for the drug or biological must be included in the physician’s bill, and 
the cost of the drug or biological must represent an expense to the physician.  Drugs and 
biologicals furnished by other health professionals may also meet these requirements. 
(See §§170, 180, 190 and 200 for specific instructions.) 
 
Whole blood is a biological, which cannot be self-administered and is covered when 
furnished incident to a physician’s services.  Payment may also be made for blood 
fractions if all coverage requirements are satisfied and the blood deductible has been met. 
 
50.4 - Reasonableness and Necessity 
(Rev. 1, 10-01-03) 
B3-2049.4 
 
50.4.1 - Approved Use of Drug 
(Rev. 1, 10-01-03) 
B3-2049.4 
 
Use of the drug or biological must be safe and effective and otherwise reasonable and 
necessary. (See the Medicare Benefit Policy Manual, Chapter 16, “General Exclusions 
from Coverage,” §20.)  Drugs or biologicals approved for marketing by the Food and 
Drug Administration (FDA) are considered safe and effective for purposes of this 
requirement when used for indications specified on the labeling.  Therefore, the program 
may pay for the use of an FDA approved drug or biological, if: 
 


• It was injected on or after the date of the FDA’s approval; 
 
• It is reasonable and necessary for the individual patient; and 
 
• All other applicable coverage requirements are met. 
 


The A/B MAC (A), (B), or (HHH), or DME MAC will deny coverage for drugs and 
biologicals, which have not received final marketing approval by the FDA unless it 
receives instructions from CMS to the contrary.  For specific guidelines on coverage of 
Group C cancer drugs, see the Medicare National Coverage Determinations Manual. 
 
If there is reason to question whether the FDA has approved a drug or biological for 
marketing, the MAC must obtain satisfactory evidence of FDA’s approval.  Acceptable 
evidence includes: 
 


• A copy of the FDA’s letter to the drug’s manufacturer approving the new drug 
application (NDA); 







 
• A listing of the drug or biological in the FDA’s “Approved Drug Products” or 


“FDA Drug and Device Product Approvals”; 
 
• A copy of the manufacturer’s package insert, approved by the FDA as part of the 


labeling of the drug, containing its recommended uses and dosage, as well as 
possible adverse reactions and recommended precautions in using it; or 


 
• Information from the FDA’s Web site. 
 


When necessary, the regional office (RO) may be able to help in obtaining information. 
 
50.4.2 - Unlabeled Use of Drug 
(Rev. 1, 10-01-03) 
B3-2049.3 
 
An unlabeled use of a drug is a use that is not included as an indication on the drug’s 
label as approved by the FDA.  FDA approved drugs used for indications other than what 
is indicated on the official label may be covered under Medicare if the A/B MAC (B) 
determines the use to be medically accepted, taking into consideration the major drug 
compendia, authoritative medical literature and/or accepted standards of medical practice.  
In the case of drugs used in an anti-cancer chemotherapeutic regimen, unlabeled uses are 
covered for a medically accepted indication as defined in §50.5. 
 
These decisions are made by the MAC on a case-by-case basis. 
 
50.4.3 - Examples of Not Reasonable and Necessary 
(Rev. 1, 10-01-03) 
B3-2049.4 
 
Determinations as to whether medication is reasonable and necessary for an individual 
patient should be made on the same basis as all other such determinations (i.e., with the 
advice of medical consultants and with reference to accepted standards of medical 
practice and the medical circumstances of the individual case).  The following guidelines 
identify three categories with specific examples of situations in which medications would 
not be reasonable and necessary according to accepted standards of medical practice: 
 
1.  Not for Particular Illness 
 
Medications given for a purpose other than the treatment of a particular condition, illness, 
or injury are not covered (except for certain immunizations).  Charges for medications, 
e.g., vitamins, given simply for the general good and welfare of the patient and not as 
accepted therapies for a particular illness are excluded from coverage. 
 
2.  Injection Method Not Indicated 
 







Medication given by injection (parenterally) is not covered if standard medical practice 
indicates that the administration of the medication by mouth (orally) is effective and is an 
accepted or preferred method of administration.  For example, the accepted standard of 
medical practice for the treatment of certain diseases is to initiate therapy with parenteral 
penicillin and to complete therapy with oral penicillin.  A/B MACs (B) exclude the entire 
charge for penicillin injections given after the initiation of therapy if oral penicillin is 
indicated unless there are special medical circumstances that justify additional injections. 
 
3.  Excessive Medications 
 
Medications administered for treatment of a disease and which exceed the frequency or 
duration of injections indicated by accepted standards of medical practice are not 
covered.  For example, the accepted standard of medical practice in the maintenance 
treatment of pernicious anemia is one vitamin B-12 injection per month.  A/B MACs (B) 
exclude the entire charge for injections given in excess of this frequency unless there are 
special medical circumstances that justify additional injections. 
 
A/B MACs (B) will supplement the guidelines as necessary with guidelines concerning 
appropriate use of specific injections in other situations.  They will use the guidelines to 
screen out questionable cases for special review, further development, or denial when the 
injection billed for would not be reasonable and necessary.  They will coordinate any 
type of drug treatment review with the Quality Improvement Organization (QIO). 
 
If a medication is determined not to be reasonable and necessary for diagnosis or 
treatment of an illness or injury according to these guidelines, the A/B MAC (B) or DME 
MAC excludes the entire charge (i.e., for both the drug and its administration).  Also, 
A/B MACs (B) exclude from payment any charges for other services (such as office 
visits) which were primarily for the purpose of administering a noncovered injection (i.e., 
an injection that is not reasonable and necessary for the diagnosis or treatment of an 
illness or injury). 
 
50.4.4 - Payment for Antigens and Immunizations 
(Rev. 1, 10-01-03) 
 
50.4.4.1 - Antigens 
(Rev. 186, Issued: 04-16-14, Effective: 01-01 01, Implementation: 05-12-14) 
 
Payment may be made for a reasonable supply of antigens that have been prepared for a 
particular patient if: (1) the antigens are prepared by a physician who is a doctor of 
medicine or osteopathy, and (2) the physician who prepared the antigens has examined 
the patient and has determined a plan of treatment and a dosage regimen. 
 
Antigens must be administered in accordance with the plan of treatment and by a doctor 
of medicine or osteopathy or by a properly instructed person (who could be the patient) 
under the supervision of the doctor.  The associations of allergists that CMS consulted 
advised that a reasonable supply of antigens is considered to be not more than a 12-month 







supply of antigens that has been prepared for a particular patient at any one time.  The 
purpose of the reasonable supply limitation is to assure that the antigens retain their 
potency and effectiveness over the period in which they are to be administered to the 
patient.  (See §§20.2 and 50.2.) 
 
50.4.4.2 - Immunizations 
(Rev. 202, Issued: 12-31-14, Effective: 09-19-14, Implementation: 02-02-15) 
 
Vaccinations or inoculations are excluded as immunizations unless they are directly 
related to the treatment of an injury or direct exposure to a disease or condition, such as 
anti-rabies treatment, tetanus antitoxin or booster vaccine, botulin antitoxin, antivenin 
sera, or immune globulin.  In the absence of injury or direct exposure, preventive 
immunization (vaccination or inoculation) against such diseases as smallpox, polio, 
diphtheria, etc., is not covered.  However, pneumococcal, hepatitis B, and influenza virus 
vaccines are exceptions to this rule. (See items A, B, and C below.)  In cases where a 
vaccination or inoculation is excluded from coverage, related charges are also not 
covered. 
 
A.  Pneumococcal Pneumonia Vaccinations 
 
1. Background and History of Coverage: 
 
Section 1861(s)(10)(A) of the Social Security Act and regulations at 42 CFR 410.57 
authorize Medicare coverage under Part B for pneumococcal vaccine and its 
administration. 
 
For services furnished on or after May 1, 1981 through September 18, 2014, the 
Medicare Part B program covered pneumococcal pneumonia vaccine and its 
administration when furnished in compliance with any applicable State law by any 
provider of services or any entity or individual with a supplier number.  Coverage 
included an initial vaccine administered only to persons at high risk of serious 
pneumococcal disease (including all people 65 and older; immunocompetent adults at 
increased risk of pneumococcal disease or its complications because of chronic illness; 
and individuals with compromised immune systems), with revaccination administered 
only to persons at highest risk of serious pneumococcal infection and those likely to have 
a rapid decline in pneumococcal antibody levels, provided that at least 5 years had passed 
since the previous dose of pneumococcal vaccine. 
 
Those administering the vaccine did not require the patient to present an immunization 
record prior to administering the pneumococcal vaccine, nor were they compelled to 
review the patient’s complete medical record if it was not available, relying on the 
patient’s verbal history to determine prior vaccination status. 
 
Effective July 1, 2000, Medicare no longer required for coverage purposes that a doctor 
of medicine or osteopathy order the vaccine.  Therefore, a beneficiary could receive the 
vaccine upon request without a physician’s order and without physician supervision.  







 
2. Coverage Requirements:  
 
Effective for claims with dates of service on and after September 19, 2014, an initial 
pneumococcal vaccine may be administered to all Medicare beneficiaries who have never 
received a pneumococcal vaccination under Medicare Part B.  A different, second 
pneumococcal vaccine may be administered 1 year after the first vaccine was 
administered (i.e., 11 full months have passed following the month in which the last 
pneumococcal vaccine was administered). 
 
Those administering the vaccine should not require the patient to present an 
immunization record prior to administering the pneumococcal vaccine, nor should they 
feel compelled to review the patient’s complete medical record if it is not available.  
Instead, provided that the patient is competent, it is acceptable to rely on the patient’s 
verbal history to determine prior vaccination status. 
 
Medicare does not require for coverage purposes that a doctor of medicine or osteopathy 
order the vaccine. Therefore, the beneficiary may receive the vaccine upon request 
without a physician’s order and without physician supervision. 
 
B.  Hepatitis B Vaccine 
 
Effective for services furnished on or after September 1, 1984, P.L. 98-369 provides 
coverage under Part B for hepatitis B vaccine and its administration, furnished to a 
Medicare beneficiary who is at high or intermediate risk of contracting hepatitis B.  High-
risk groups currently identified include (see exception below):  
 


• ESRD patients;  
 


• Hemophiliacs who receive Factor VIII or IX concentrates;  
 


• Clients of institutions for the mentally retarded;  
 


• Persons who live in the same household as a Hepatitis B Virus (HBV) carrier;  
 


• Homosexual men;  
 


• Illicit injectable drug abusers; and  
 


• Persons diagnosed with diabetes mellitus.  
 
Intermediate risk groups currently identified include:  
 


• Staff in institutions for the mentally retarded; and  
 


• Workers in health care professions who have frequent contact with blood or 
blood-derived body fluids during routine work.  







 
EXCEPTION:  Persons in both of the above-listed groups in paragraph B, would not be 
considered at high or intermediate risk of contracting hepatitis B, however, if there were 
laboratory evidence positive for antibodies to hepatitis B.  (ESRD patients are routinely 
tested for hepatitis B antibodies as part of their continuing monitoring and therapy.) 
 
For Medicare program purposes, the vaccine may be administered upon the order of a 
doctor of medicine or osteopathy, by a doctor of medicine or osteopathy, or by home 
health agencies, skilled nursing facilities, ESRD facilities, hospital outpatient 
departments, and persons recognized under the incident to physicians’ services provision 
of law. 
 
A charge separate from the ESRD composite rate will be recognized and paid for 
administration of the vaccine to ESRD patients. 
 
C.  Influenza Virus Vaccine 
 
Effective for services furnished on or after May 1, 1993, the Medicare Part B program 
covers influenza virus vaccine and its administration when furnished in compliance with 
any applicable State law by any provider of services or any entity or individual with a 
supplier number.  Typically, these vaccines are administered once a flu season.  Medicare 
does not require, for coverage purposes, that a doctor of medicine or osteopathy order the 
vaccine.  Therefore, the beneficiary may receive the vaccine upon request without a 
physician’s order and without physician supervision. 
 
50.4.5 - Off-Label Use of Drugs and Biologicals in an Anti-Cancer 
Chemotherapeutic Regimen 
(Rev. 212, Issued: 11-06-15, Effective: 08-12-15, Implementation: 02-10-16) 
 
A. Overview 
 
Effective January 1, 1994, off-label, medically accepted indications of Food and Drug 
Administration-(FDA) approved drugs and biologicals used in an anti-cancer 
chemotherapeutic regimen are identified under the conditions described below.  A regimen is 
a combination of anti-cancer agents clinically recognized for the treatment of a specific type 
of cancer.  Off-label, medically accepted indications are supported in either one or more of 
the compendia or in peer-reviewed medical literature.  The contractor may maintain its own 
subscriptions to the listed compendia or peer-reviewed publications to determine the 
medically accepted indication of drugs or biologicals used off-label in an anti-cancer 
chemotherapeutic regimen.  Compendia documentation or peer-reviewed literature 
supporting off-label use by the treating physician may also be requested of the physician by 
the contractor. 
 
B. Recent Revisions to the Compendia List  
 
Do not deny coverage based solely on the absence of FDA-approved labeling for the use, if 
the use is supported by any of the following compendia and the use is not listed as 







unsupported, not indicated, not recommended, or equivalent terms, in any of the following 
compendia: 
 
Existing - American Hospital Formulary Service-Drug Information (AHFS-DI)  
 
Effective June 5, 2008 - National Comprehensive Cancer Network (NCCN) Drugs and 
Biologics Compendium  
 
Effective June 10, 2008 - Micromedex DrugDex  
 
Effective July 2, 2008 - Clinical Pharmacology 
 
Effective August 12, 2015 – Lexi-Drugs 
 
The listed compendia employ various rating and recommendation systems that may not be 
readily cross-walked from compendium to compendium.  In general, a use is identified by a 
compendium as medically accepted if the: 


 
1. indication is a Category 1 or 2A in NCCN, or Class I, Class IIa, or Class IIb in 


DrugDex; or,  
 


2. narrative text in AHFS-DI or Clinical Pharmacology is supportive, or 
 


3. indication is listed in Lexi-Drugs as “Use: Off-Label” and rated as “Evidence Level 
A”  


 
A use is not medically accepted by a compendium if the:  
 


1. indication is a Category 3 in NCCN or a Class III in DrugDex; or,  
 


2. narrative text in AHFS or Clinical Pharmacology is “not supportive,” or  
 


3. indication is listed in Lexi-Drugs as “Use: Unsupported” 
 
The complete absence of narrative text on a use is considered neither supportive nor non-
supportive. 
 
C. Use Supported by Clinical Research That Appears in Peer-Reviewed Medical 


Literature 
 
Contractors may also identify off-label uses that are supported by clinical research under the 
conditions identified in this section.  Peer-reviewed medical literature may appear in 
scientific, medical, and pharmaceutical publications in which original manuscripts are 
published, only after having been critically reviewed for scientific accuracy, validity, and 
reliability by unbiased, independent experts prior to publication.  In-house publications of 
entities whose business relates to the manufacture, sale, or distribution of pharmaceutical 
products are excluded from consideration.  Abstracts (including meeting abstracts) are 
excluded from consideration. 
 







In determining whether an off-label use is supported, the contractors will evaluate the 
evidence in published, peer-reviewed medical literature listed below.  When evaluating this 
literature, they will consider (among other things) the following: 
 


• Whether the clinical characteristics of the beneficiary and the cancer are adequately 
represented in the published evidence. 


 
• Whether the administered chemotherapy regimen is adequately represented in the 


published evidence. 
 


• Whether the reported study outcomes represent clinically meaningful outcomes 
experienced by patients. 


 
• Whether the study is appropriate to address the clinical question. The contractor will 


consider:  
 


1. whether the experimental design, in light of the drugs and conditions under 
investigation, is appropriate to address the investigative question.  (For example, 
in some clinical studies, it may be unnecessary or not feasible to use 
randomization, double blind trials, placebos, or crossover.);  


 
2. that non-randomized clinical trials with a significant number of subjects may be a 


basis for supportive clinical evidence for determining accepted uses of drugs; 
and,  


 
3. that case reports are generally considered uncontrolled and anecdotal information 


and do not provide adequate supportive clinical evidence for determining 
accepted uses of drugs.  


 
The contractor will use peer-reviewed medical literature appearing in the regular editions of 
the following publications, not to include supplement editions privately funded by parties 
with a vested interest in the recommendations of the authors: 
 


American Journal of Medicine;  
Annals of Internal Medicine;  
Annals of Oncology;  
Annals of Surgical Oncology;  
Biology of Blood and Marrow Transplantation;  
Blood;  
Bone Marrow Transplantation; 
British Journal of Cancer;  
British Journal of Hematology;  
British Medical Journal;  
Cancer;  
Clinical Cancer Research;  
Drugs;  
European Journal of Cancer (formerly the European Journal of Cancer and Clinical 
Oncology);  







Gynecologic Oncology;  
International Journal of Radiation, Oncology, Biology, and Physics;  
The Journal of the American Medical Association;  
Journal of Clinical Oncology;  
Journal of the National Cancer Institute;  
Journal of the National Comprehensive Cancer Network (NCCN);  
Journal of Urology;  
Lancet;  
Lancet Oncology;  
Leukemia;  
The New England Journal of Medicine; or  
Radiation Oncology 


 
D. Generally 
 
FDA-approved drugs and biologicals may also be considered for use in the determination of 
medically accepted indications for off-label use if determined by the contractor to be 
reasonable and necessary. 
 
If a use is identified as not indicated by the Centers for Medicare and Medicaid Services 
(CMS) or the FDA, or if a use is specifically identified as not indicated in one or more of the 
compendia listed, or if the contractor determines, based on peer-reviewed medical literature, 
that a particular use of a drug is not safe and effective, the off-label usage is not supported 
and, therefore, the drug is not covered. 
 
50.4.5.1 - Process for Amending the List of Compendia for 
Determination of Medically-Accepted Indications for Off-Label Uses of 
Drugs and Biologicals in an Anti-Cancer Chemotherapeutic Regimen 
(Rev. 120, Issued: 01-29-10, Effective: 01-01-10, Implementation: 03-01-10) 
 
A. Background 
 
In the Physician Fee Schedule final rule for calendar year (CY) 2008, the CMS 
established a process for revising the list of compendia, as authorized under section 
1861(t)(2) of the Social Security Act, and also established a definition for 
“compendium.”  At 42 CFR 414.930(a), a compendium is defined “as a comprehensive 
listing of FDA-approved drugs and biologicals or a comprehensive listing of a specific 
subset of drugs and biologicals in a specialty compendium, for example, a compendium 
of anti-cancer treatment.”  A compendium: (1) includes a summary of the pharmacologic 
characteristics of each drug or biological and may include information on dosage, as well 
as recommended or endorsed uses in specific diseases; (2) is indexed by drug or 
biological, and, (3) effective January 1, 2010, pursuant to section 182(b) of the Medicare 
Improvements for Patients and Providers Act (MIPPA), has a publicly transparent 
process for evaluating therapies and for identifying potential conflicts of interests.  See 42 
CFR 414.930(a); 72 FR 66222, 66404, and 74 FR 61901. 
 
B. Desirable Characteristics of Compendia 







 
CMS increased the transparency of the process by incorporating a list of desirable 
compendium characteristics outlined by the Medicare Evidence Development and 
Coverage Advisory Committee (MedCAC) as criteria for decision-making.  The list of 
desirable compendium characteristics was developed by the MedCAC during a public 
session on March 30, 2006.  The goal of this session was to review the evidence and 
advise CMS on the desirable characteristics of compendia for use in the determination of 
medically accepted indications of drugs and biologicals in anti-cancer therapy.  As a 
result of this meeting, the MedCAC generated the following list of desirable 
characteristics: 
 


• Extensive breadth of listings, 
• Quick processing from application for inclusion to listing, 
• Detailed description of the evidence reviewed for every individual listing, 
• Use of pre-specified published criteria for weighing evidence, 
• Use of prescribed published process for making recommendations, 
• Publicly transparent process for evaluating therapies, 
• Explicit "Not Recommended" listing when validated evidence is appropriate, 
• Explicit listing and recommendations regarding therapies, including sequential 


use or combination in relation to other therapies, 
• Explicit "Equivocal" listing when validated evidence is equivocal, and,  
• Process for public identification and notification of potential conflicts of interest 


of the compendias’ parent and sibling organizations, reviewers, and committee 
members, with an established procedure to manage recognized conflicts. 


 
Furthermore, the provisions discussed in section 182(b) of MIPPA bring more uniformity 
in compendia conflict of interest disclosure practices and allow the public the ability to 
monitor how these policies impact compendia off-label recommendations. 
 
C. Process for Changing List of Compendia 
 
CMS will provide an annual 30-day open request period starting January 15 for the public 
to submit requests for additions or deletions to the compendia list contained on the CMS 
Web site at http://www.cms.hhs.gov/CoverageGenInfo/02_compendia.asp. 
 
Complete requests as defined in section 50.4.5.1.D will be posted to the Web site 
annually by March 15 for public notice and comment.  The request will identify the 
requestor and the requested action CMS is being asked to make to the list.  Public 
comments will be accepted for a 30-day period beginning on the day the request is posted 
on the Web site.  In addition to the annual process, CMS may generate a request for 
changes to the list at any time an urgent action is needed to protect the interests of the 
Medicare program and its beneficiaries. 
 
D. Content of Requests 
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For a request to be considered complete, and therefore accepted for review, it must 
include the following information: 
 


• The full name and contact information (including the mailing address, e-mail 
address, and    telephone number) of the requestor. If the requestor is not an 
individual person, the information shall identify the officer or other representative 
who is authorized to act for the requestor on all matters related to the request. 
 


• Full identification of the compendium that is the subject of the request, including 
name, publisher, edition if applicable, date of publication, and any other 
information needed for the accurate and precise identification of the specific 
compendium. 


 
• A complete, written copy of the compendium that is the subject of the request. If 


the complete compendium is available electronically, it may be submitted 
electronically in place of hard copy. If the compendium is available online, the 
requestor may provide CMS with electronic access by furnishing at no cost to the 
Federal Government sufficient accounts for the purposes and duration of the 
review of the application in place of hard copy. 


 
• The specific action that the requestor wishes CMS to take, for example to add or 


delete a specific compendium. 
 


• Detailed, specific documentation that the compendium that is the subject of the 
request does or does not comply with the conditions of this rule. Broad, 
nonspecific claims without supporting documentation cannot be efficiently 
reviewed; therefore, they will not be accepted. 


 
• A publicly transparent process for evaluating therapies, which includes the 


following: (1) internal or external request for listing of a therapy recommendation, 
including criteria used to evaluate the request (the complete application), (2) 
listing of all the evidentiary materials reviewed or considered for inclusion in the 
compendium (3) listing of all individuals who substantively participated in the 
review and development of the request, and (4) minutes and voting records of 
meetings for the review and disposition of the request.  The information from an 
internal or external request for inclusion of a therapy in a compendium are 
available to the public for a period of not less than 5 years, which includes 
availability on the compendium’s Web site for a period of not less than 3 years, 
coincident with the compendium’s publication. 


 
• A publicly transparent process for identifying potential conflicts of interests that 


provides: (1) direct or indirect financial relationships, and (2) ownership or 
investment interests that exist between individuals or the spouse or minor child of 
individuals who have substantively participated in the development or disposition 
of compendia recommendations, and the manufacturer or seller of the drug or 







biological being reviewed by the compendium.  This information shall be 
identified and made timely available in response to a public request for a period of 
not less than 5 years, which includes availability on the compendium’s Web site 
for a period of not less than 3 years, coincident with the compendium’s 
publication. 


 
A request may have only a single compendium as its subject.  This will provide greater 
clarity to the scope of the Agency’s review of a given request. A requestor may submit 
multiple requests, each requesting a different action. 
 
E. Submission of Requests 
 
Requests must be in writing and submitted in one of the following two ways (no 
duplicates please): 
 


1. Electronic requests are encouraged to facilitate administrative efficiency. Each 
solicitation will include the electronic address for submissions. 


 
2. Hard copy requests can be sent to: Centers for Medicare & Medicaid Services, 


Coverage and Analysis Group, Mailstop C1–09–06, 7500 Security Boulevard, Baltimore, 
MD 21244. 
 
Allow sufficient time for hard copies to be received prior to the close of the open request 
period. 
 
F. Review of Requests 
 
CMS will consider a compendium’s attainment of the desirable characteristics specified 
in 50.4.5.1.B when reviewing requests.  CMS may consider additional, reasonable factors 
in making a determination.  For example, CMS may consider factors that are likely to 
impact the compendium’s suitability for this use, such as a change in the compendium’s 
ownership or affiliation, and the standards applicable to the evidence considered by the 
compendium.  CMS may consider that broad accessibility by the general public to the 
information contained in the compendium may assist beneficiaries, their treating 
physicians, or both, in choosing among treatment options.  CMS will also consider a 
compendium’s grading of evidence used in making recommendations regarding off-label 
uses, and the process by which the compendium grades the evidence. CMS may, at its 
discretion, combine and consider multiple requests that refer to the same compendium, 
even if those requests are for different actions.  This facilitates administrative efficiency 
in the review of requests. 
 
G. Publishing Review Results 
 
CMS will publish decisions on the CMS Web site within 90 days after the close of the 
public comment period. 
 







(This instruction was last reviewed by CMS in December 2009.) 
 
50.4.6 - Less Than Effective Drug 
(Rev. 1, 10-01-03) 
B3-2049.4.C.5 
 
This is a drug that has been determined by the Food and Drug Administration (FDA) to 
lack substantial evidence of effectiveness for all labeled indications.  Also, a drug that has 
been the subject of a Notice of an Opportunity for a Hearing (NOOH) published in the 
“Federal Register” before being withdrawn from the market, and for which the Secretary 
has not determined there is a compelling justification for its medical need, is considered 
less than effective.  This includes any other drug product that is identical, similar, or 
related.  Payment may not be made for a less than effective drug. 
 
Because the FDA has not yet completed its identification of drug products that are still on 
the market, existing FDA efficacy decisions must be applied to all similar products once 
they are identified. 
 
50.4.7 - Denial of Medicare Payment for Compounded Drugs Produced 
in Violation of Federal Food, Drug, and Cosmetic Act 
(Rev. 1, 10-01-03) 
B3-2049.4.C.6 
 
The Food and Drug Administration (FDA) has found that, from time to time, firms 
established as retail pharmacies engage in mass production of compounded drugs, beyond 
the normal scope of pharmaceutical practice, in violation of the Federal Food, Drug, and 
Cosmetic Act (FFDCA).  By compounding drugs on a large scale, a company may be 
operating as a drug manufacturer within the meaning of the FFDCA, without complying 
with requirements of that law.  Such companies may be manufacturing drugs, which are 
subject to the new drug application (NDA) requirements of the FFDCA, but for which 
FDA has not approved an NDA or which are misbranded or adulterated.  If the FDA has 
not approved the manufacturing and processing procedures used by these facilities, the 
FDA has no assurance that the drugs these companies are producing are safe and 
effective.  The safety and effectiveness issues pertain to such factors as chemical 
stability, purity, strength, bioequivalency, and biovailability. 
 
Section 1862(a)(1)(A) of the Act requires that drugs must be reasonable and necessary in 
order to by covered under Medicare.  This means, in the case of drugs, the FDA must 
approve them for marketing.  Section 50.4.1 instructs A/B MACs (A) and (B)to deny 
coverage for drugs that have not received final marketing approval by the FDA, unless 
instructed otherwise by CMS.  The Medicare Benefit Policy Manual, Chapter 16, 
“General Exclusions from Coverage,” §180, instructs A/B MACs (B) to deny coverage of 
services related to the use of noncovered drugs as well.  Hence, if DME or a prosthetic 
device is used to administer a noncovered drug, coverage is denied for both the 
nonapproved drug and the DME or prosthetic device. 
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In those cases in which the FDA has determined that a company is producing 
compounded drugs in violation of the FFDCA, Medicare does not pay for the drugs 
because they do not meet the FDA approval requirements of the Medicare program.  In 
addition, Medicare does not pay for the DME or prosthetic device used to administer 
such a drug if FDA determines that a required NDA has not been approved or that the 
drug is misbranded or adulterated. 
 
The CMS will notify the A/B MAC (B) when the FDA has determined that compounded 
drugs are being produced in violation of the FFDCA.  The A/B MAC (B) does not stop 
Medicare payment for such a drug unless it is notified that it is appropriate to do so 
through a subsequent instruction.  In addition, if the A/B MAC (B) or Regional Offices 
(ROs) become aware that other companies are possibly operating in violation of the 
FFDCA, the A/B MAC (B) or RO notifies: 
 


Centers for Medicare & Medicaid Services 
Center for Medicare Management 
7500 Security Blvd. 
Baltimore, MD 21244-1850 


 
50.4.8 - Process for Amending the List of Compendia for Determination 
of Medically-Accepted Indications for Off-Label Uses of Drugs and 
Biologicals in an Anti-Cancer Chemotherapeutic Regimen 
 
50.5 - Self-Administered Drugs and Biologicals 
(Rev. 1, 10-01-03) 
B3-2049.5 
 
Medicare Part B does not cover drugs that are usually self-administered by the patient 
unless the statute provides for such coverage.  The statute explicitly provides coverage, 
for blood clotting factors, drugs used in immunosuppressive therapy, erythropoietin for 
dialysis patients, certain oral anti-cancer drugs and anti-emetics used in certain situations. 
 
50.5.1 - Immunosuppressive Drugs 
(Rev. 1, 10-01-03) 
A3-3112.4.B.3, HO-230.4.B.3, AB-01-10 
 
Until January 1, 1995, immunosuppressive drugs were covered under Part B for a period 
of one year following discharge from a hospital for a Medicare covered organ transplant.  
The CMS interpreted the 1-year period after the date of the transplant procedure to mean 
365 days from the day on which an inpatient is discharged from the hospital.  
Beneficiaries are eligible to receive additional Part B coverage within 18 months after 
the discharge date for drugs furnished in 1995; within 24 months for drugs furnished in 
1996; within 30 months for drugs furnished in 1997; and within 36 months for drugs 
furnished after 1997. 
 







For immunosuppressive drugs furnished on or after December 21, 2000, this time limit 
for coverage is eliminated. 
 
Covered drugs include those immunosuppressive drugs that have been specifically 
labeled as such and approved for marketing by the FDA.  (This is an exception to the 
standing drug policy which permits coverage of FDA approved drugs for nonlabeled 
uses, where such uses are found to be reasonable and necessary in an individual case.) 
 
Covered drugs also include those prescription drugs, such as prednisone, that are used in 
conjunction with immunosuppressive drugs as part of a therapeutic regimen reflected in 
FDA approved labeling for immunosuppressive drugs.  Therefore, antibiotics, 
hypertensives, and other drugs that are not directly related to rejection are not covered. 
 
The FDA has identified and approved for marketing the following specifically labeled 
immunosuppressive drugs.  They are: 
 


Sandimmune (cyclosporine), Sandoz Pharmaceutical; 
Imuran (azathioprine), Burroughs Wellcome; 
Atgam (antithymocyte globulin), Upjohn; 
Orthoclone OKT3 (Muromonab-CD3), Ortho Pharmaceutical; 
Prograf (tacrolimus), Fujisawa USA, Inc; 
Celicept (mycophenolate mefetil, Roche Laboratories; 
Daclizumab (Zenapax); 
Cyclophosphamide (Cytoxan); 
Prednisone; and 
Prednosolone. 
 


The CMS expects contractors to keep informed of FDA additions to the list of the 
immunosuppressive drugs. 
 
50.5.2 - Erythropoietin (EPO) 
(Rev. 1, 10-01-03) 
A3-3112.4.B.4, HO-230.4.B.4 
 
The statute provides that EPO is covered for the treatment of anemia for patients with 
chronic renal failure who are on dialysis.  Coverage is available regardless of whether the 
drug is administered by the patient or the patient’s caregiver.  EPO is a biologically 
engineered protein which stimulates the bone marrow to make new red blood cells. 
 
NOTE:  Non-ESRD patients who are receiving EPO to treat anemia induced by other 
conditions such as chemotherapy or the drug zidovudine (commonly called AZT) must 
meet the coverage requirements in §50. 
 







EPO is covered for the treatment of anemia for patients with chronic renal failure who are 
on dialysis when: 
 


• It is administered in the renal dialysis facility; or 
 
• It is self-administered in the home by any dialysis patient (or patient caregiver) 


who is determined competent to use the drug and meets the other conditions 
detailed below. 


 
NOTE:  Payment may not be made for EPO under the incident to provision when EPO is 
administered in the renal dialysis facility. 
 
Also, in the office setting, reimbursement will be made for the administration charge only 
for non-ESRD patients receiving EPO. 
 
50.5.2.1 - Requirements for Medicare Coverage for EPO 
(Rev. 1, 10-01-03) 
B3-2049.5 
 
Medicare covers EPO and items related to its administration for dialysis patients who use 
EPO in the home when the following conditions are met: 
 
A.  Patient Care Plan 
 
A dialysis patient who uses EPO in the home must have a current care plan (a copy of 
which must be maintained by the designated backup facility for Method II patients) for 
monitoring home use of EPO that includes the following: 
 


1. Review of diet and fluid intake for aberrations as indicated by hyperkalemia and 
elevated blood pressure secondary to volume overload; 


 
2. Review of medications to ensure adequate provision of supplemental iron; 
 
3. Ongoing evaluations of hematocrit and iron stores; 
 
4. Reevaluation of the dialysis prescription taking into account the patient’s 


increased appetite and red blood cell volume; 
 
5. Method for physician and facility (including backup facility for Method II 


patients) follow-up on blood tests and a mechanism (such as a patient log) for 
keeping the physician informed of the results; 


 
6. Training of the patient to identify the signs and symptoms of hypotension and 


hypertension; and 
 
7. The decrease or discontinuance of EPO if hypertension is uncontrollable. 







 
B.  Patient Selection 
 
The dialysis facility, or the physician responsible for all dialysis-related services 
furnished to the patient, must make a comprehensive assessment that includes the 
following: 
 
1. Preselection Monitoring  
 
The patient’s hematocrit (or hemoglobin), serum iron, transferrin saturation, serum 
ferritin, and blood pressure must be measured. 
 
2 Conditions the Patient Must Meet 
 
The assessment must find that the patient meets the following conditions: 
 


a. Is a dialysis patient; 
 
b. Has a hematocrit (or comparable hemoglobin level) that is as follows: 
 


• For a patient who is initiating EPO treatment, no higher than 30 
percent unless there is medical documentation showing the need 
for EPO despite a hematocrit (or comparable hemoglobin level) 
higher than 30 percent.  Patients with severe angina, severe 
pulmonary distress, or severe hypotension may require EPO to 
prevent adverse symptoms even if they have higher hematocrit or 
hemoglobin levels. 


 
• For a patient who has been receiving EPO from the facility or the 


physician, between 30 and 36 percent. 
 


c. Is under the care of: 
 


• A physician who is responsible for all dialysis-related services and 
who prescribes the EPO and follows the drug labeling instructions 
when monitoring the EPO home therapy; and 


 
• A renal dialysis facility that establishes the plan of care and 


monitors the progress of the home EPO therapy. 
 


3. The assessment must find that the patient or a caregiver meets the following 
conditions: 
 


• Is trained by the facility to inject EPO and is capable of carrying out the 
procedure; 


 







• Is capable of reading and understanding the drug labeling; and 
 
• Is trained in, and capable of observing, aseptic techniques. 
 


4. Care and Storage of Drug 
 
The assessment must find that EPO can be stored in the patient’s residence under 
refrigeration and that the patient is aware of the potential hazard of a child’s having 
access to the drug and syringes. 
 
C.  Responsibilities of Physician or Dialysis Facility 
 
The patient’s physician or dialysis facility must: 
 


• Develop a protocol that follows the drug label instructions; 
 
• Make the protocol available to the patient to ensure safe and effective home use of 


EPO; 
 
• Through the amounts prescribed, ensure that the drug on hand at any time does 


not exceed a 2-month supply; 
 
• Maintain adequate records to allow quality assurance for review by the Network 


and State Survey Agencies. For Method II patients, current records must be 
provided to and maintained by the designated backup facility; and 


 
• The dialysis facility must submit claims for EPO, if the facility provides it. 
 


See the Medicare Claims Processing Manual, Chapter 11, “End Stage Renal Disease,” for 
instructions for billing and processing claims for EPO under Method 1 and Method 2.  
Note that hematocrit readings are required on claims.  It is expected that the ESRD 
facility or hospital outpatient department will maintain the following information in each 
patient’s medical record to permit the review of the medical necessity of EPO. 
 


1. Diagnostic coding; 
2. Most recent creatinine prior to initiation of EPO therapy; 
3. Date of most recent creatinine prior to initiation of EPO therapy; 
4. Most recent hematocrit (HCT) prior to initiation of EPO therapy; 
5. Date of most recent hematocrit (HCT) prior to initiation of EPO therapy; 
6. Dosage in units/kg; 
7. Weight in kgs; and 
8. Number of units administered. 
 







50.5.2.2 - Medicare Coverage of Epoetin Alfa (Procrit) for Preoperative 
Use 
(Rev. 1, 10-01-03) 
PM-AB-99-59, Dated 8/1/99 
 
This instruction pertains exclusively to the preoperative surgical indication of the drug 
Procrit, in which it is administered to specific patients prior to surgery to reduce risk of 
transfusion.  It does not affect Medicare policies related to other Food and Drug 
Administration (FDA) approved uses of Procrit.  It is not a national coverage decision. 
 
Procrit as Preventive Service 
 
The A/B MAC (B) may determine that Procrit is covered for individuals who: 
 


1. Are undergoing hip or knee surgery 
 
2. Have an anemia with a hemoglobin between 10 and 13 mg/dL; 
 
3. Are not a candidate for autologous blood transfusion; 
 
4. Are expected to lose more than 2 units of blood; and 
 
5. Have had a workup so that their anemia appears to be that of chronic disease. 
 


The preoperative use of Procrit may be afforded to these individuals when A/B MACs 
(B), exercising their discretion, determine that this treatment is reasonable and necessary.  
In other cases, Procrit is considered a preventive service and therefore not covered. 
 
50.5.3 - Oral Anti-Cancer Drugs 
(Rev. 1, 10-01-03) 
A3-3112.4.B.5, HO-230.4.B.5 
 
Effective January 1, 1994, Medicare Part B coverage is extended to include oral anti-
cancer drugs that are prescribed as anti-cancer chemotherapeutic agents providing they 
have the same active ingredients and are used for the same indications as anti-cancer 
chemotherapeutic agents which would be covered if they were not self-administered and 
they were furnished incident to a physician’s service as drugs and biologicals. 
 
For an oral anti-cancer drug to be covered under Part B, it must: 
 


• Be prescribed by a physician or other practitioner licensed under State law to 
prescribe such drugs as anti-cancer chemotherapeutic agents; 


 
• Be a drug or biological that has been approved by the Food and Drug 


Administration (FDA); 
 







• Have the same active ingredients as a non-self-administrable anti-cancer 
chemotherapeutic drug or biological that is covered when furnished incident to a 
physician’s service.  The oral anti-cancer drug and the non-self-administrable 
drug must have the same chemical/generic name as indicated by the FDA’s 
“Approved Drug Products” (Orange Book), “Physician’s Desk Reference” (PDR), 
or an authoritative drug compendium; 


 
• Be used for the same indications, including unlabeled uses, as the non-self-


administrable version of the drug; and 
 
• Be reasonable and necessary for the individual patient. 
 


50.5.4 - Oral Anti-Nausea (Anti-Emetic) Drugs 
(Rev. 185, Issued: 04-15-14, Effective: 05-29-13, Implementation: 07-07-14) 
 
Effective January 1, 1998, Medicare also covers self-administered anti-emetics, which 
are necessary for the administration and absorption of the anti-neoplastic 
chemotherapeutic agents when a high likelihood of vomiting exists.  The anti-emetic drug 
is covered as a necessary means for administration of the anti-neoplastic 
chemotherapeutic agents.  Oral drugs prescribed for use with the primary drug, which 
enhance the anti-neoplastic effect of the primary drug or permit the patient to tolerate the 
primary anti-neoplastic drug in higher doses for longer periods, are not covered.  Self-
administered anti-emetics to reduce the side effects of nausea and vomiting brought on by 
the primary drug are not included beyond the administration necessary to achieve drug 
absorption. 
 
Section 1861(s)(2) of the Social Security Act extends coverage to oral anti-emetic drugs 
that are used as full replacement for intravenous dosage forms of a cancer regimen under 
the following conditions: 
 


• Coverage is provided only for oral drugs approved by the Food and Drug 
Administration (FDA) for use as anti-emetics; 


 
• The oral anti-emetic must either be administered by the treating physician or in 


accordance with a written order from the physician as part of a cancer 
chemotherapy regimen; 


 
• Oral anti-emetic drugs administered with a particular chemotherapy treatment 


must be initiated within 2 hours of the administration of the chemotherapeutic 
agent and may be continued for a period not to exceed 48 hours from that time; 


 
• The oral anti-emetic drugs provided must be used as a full therapeutic 


replacement for the intravenous anti-emetic drugs that would have otherwise been 
administered at the time of the chemotherapy treatment. 


 







Only drugs pursuant to a physician’s order at the time of the chemotherapy treatment 
qualify for this benefit.  The dispensed number of dosage units may not exceed a loading 
dose administered within two hours of the treatment, plus a supply of additional dosage 
units not to exceed 48 hours of therapy. 
 
Oral drugs that are not approved by the FDA for use as anti-emetics and which are used 
by treating physicians adjunctively in a manner incidental to cancer chemotherapy are not 
covered by this benefit and are not reimbursable within the scope of this benefit. 
 
It is recognized that a limited number of patients will fail on oral anti-emetic drugs. 
Intravenous anti-emetics may be covered (subject to the rules of medical necessity) when 
furnished to patients who fail on oral anti-emetic therapy. 
 
More than one oral anti emetic drug may be prescribed and may be covered for 
concurrent use if needed to fully replace the intravenous drugs that otherwise would be 
given.  See the Medicare National Coverage Determinations Manual, Publication 100-03, 
Chapter 1, Section 110.18, for detailed coverage criteria. 
 
50.5.5 - Hemophilia Clotting Factors 
(Rev. 1, 10-01-03) 
A3-3112.4.B.2, HO-230.4.B.2 
 
Section 1861(s)(2)(I) of the Act provides Medicare coverage of blood clotting factors for 
hemophilia patients competent to use such factors to control bleeding without medical 
supervision, and items related to the administration of such factors.  Hemophilia, a blood 
disorder characterized by prolonged coagulation time, is caused by deficiency of a factor 
in plasma necessary for blood to clot.  For purposes of Medicare Part B coverage, 
hemophilia encompasses the following conditions: 
 


• Factor VIII deficiency (classic hemophilia); 
 
• Factor IX deficiency (also termed plasma thromboplastin component (PTC) or 


Christmas factor deficiency); and  
 
• Von Willebrand’s disease. 
 


Claims for blood clotting factors for hemophilia patients with these diagnoses may be 
covered if the patient is competent to use such factors without medical supervision. 
 
The amount of clotting factors determined to be necessary to have on hand and thus 
covered under this provision is based on the historical utilization pattern or profile 
developed by the contractor for each patient.  It is expected that the treating source, e.g., a 
family physician or comprehensive hemophilia diagnostic and treatment center, have 
such information.  From this data, the contractor is able to anticipate and make reasonable 
projections concerning the quantity of clotting factors the patient will need over a specific 
period of time.  Unanticipated occurrences involving extraordinary events, such as 
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automobile accidents or inpatient hospital stays, will change this base line data and 
should be appropriately considered.  In addition, changes in a patient’s medical needs 
over a period of time require adjustments in the profile. 
 
50.6 – Coverage of Intravenous Immune Globulin for Treatment of 
Primary Immune Deficiency Diseases in the Home 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
Beginning for dates of service on or after January 1, 2004, The Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003 provides coverage of intravenous 
immune globulin (IVIG) for the treatment of primary immune deficiency diseases in the 
home (ICD-9 diagnosis codes 279.04, 279.05, 279.06, 279.12, and 279.2 or ICD-10-CM 
codes D80.0, D80.5, D81.0, D81.1, D81.2, D81.6, D81.7, D81.89, D81.9, D82.0, D83.0, 
D83.2, D83.8, or D83.9 if only an unspecified diagnosis is necessary).  The Act defines 
“intravenous immune globulin” as an approved pooled plasma derivative for the 
treatment of primary immune deficiency disease.  It is covered under this benefit when 
the patient has a diagnosed primary immune deficiency disease, it is administered in the 
home of a patient with a diagnosed primary immune deficiency disease, and the physician 
determines that administration of the derivative in the patient’s home is medically 
appropriate.  The benefit does not include coverage for items or services related to the 
administration of the derivative.  For coverage of IVIG under this benefit, it is not 
necessary for the derivative to be administered through a piece of durable medical 
equipment. 
 
60 - Services and Supplies Furnished Incident To a Physician’s/NPP’s 
Professional Service 
(Rev. 1, 10-01-03) 
B3-2050 
 
A - Noninstitutional Setting 
 
For purposes of this section a noninstitutional setting means all settings other than a 
hospital or skilled nursing facility 
 
Medicare pays for services and supplies (including drug and biologicals which are not 
usually self-administered) that are furnished incident to a physician’s or other 
practitioner’s services, are commonly included in the physician’s or practitioner’s bills, 
and for which payment is not made under a separate benefit category listed in §1861(s) of 
the Act. A/B MACs (A) and (B) must not apply incident to requirements to services 
having their own benefit category. Rather, these services should meet the requirements of 
their own benefit category. For example, diagnostic tests are covered under §1861(s)(3) 
of the Act and are subject to their own coverage requirements. Depending on the 
particular tests, the supervision requirement for diagnostic tests or other services may be 
more or less stringent than supervision requirements for services and supplies furnished 
incident to physician’s or other practitioner’s services. Diagnostic tests need not also 
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meet the incident to requirement in this section. Likewise, pneumococcal, influenza, and 
hepatitis B vaccines are covered under §1861(s)(10) of the Act and need not also meet 
incident to requirements. (Physician assistants, nurse practitioners, clinical nurse 
specialists, certified nurse midwives, clinical psychologists, clinical social workers, 
physical therapists and occupational therapists all have their own benefit categories and 
may provide services without direct physician supervision and bill directly for these 
services. When their services are provided as auxiliary personnel (see under direct 
physician supervision, they may be covered as incident to services, in which case the 
incident to requirements would apply. 
 
For purposes of this section, physician means physician or other practitioner (physician, 
physician assistant, nurse practitioner, clinical nurse specialist, nurse midwife,  and 
clinical psychologist) authorized by the Act to receive payment for services incident to 
his or her own services. 
 
To be covered incident to the services of a physician or other practitioner, services and 
supplies must be: 
 


• An integral, although incidental, part of the physician’s professional service (see 
§60.1);  


 
• Commonly rendered without charge or included in the physician’s bill (see 


§60.1A); 
 
• Of a type that are commonly furnished in physician’s offices or clinics (see 


§60.1A); 
 
• Furnished by the physician or by auxiliary personnel under the physician’s direct 


supervision (see §60.1B). 
 


B - Institutional Setting 
 
Hospital services incident to physician’s or other practitioner’s services rendered to 
outpatients (including drugs and biologicals which are not usually self-administered by 
the patient), and partial hospitalization services incident to such services may also be 
covered. 
 
The hospital’s A/B MAC (A) makes payment for these services under Part B to a 
hospital. 
 
60.1 - Incident To Physician’s Professional Services 
(Rev. 1, 10-01-03) 
B3-2050.1 
 







Incident to a physician’s professional services means that the services or supplies are 
furnished as an integral, although incidental, part of the physician’s personal professional 
services in the course of diagnosis or treatment of an injury or illness. 
 
A - Commonly Furnished in Physicians’ Offices 
 
Services and supplies commonly furnished in physicians’ offices are covered under the 
incident to provision.  Where supplies are clearly of a type a physician is not expected to 
have on hand in his/her office or where services are of a type not considered medically 
appropriate to provide in the office setting, they would not be covered under the incident 
to provision. 
 
Supplies usually furnished by the physician in the course of performing his/her services, 
e.g., gauze, ointments, bandages, and oxygen, are also covered.  Charges for such 
services and supplies must be included in the physicians’ bills.  (See §50 regarding 
coverage of drugs and biologicals under this provision.)  To be covered, supplies, 
including drugs and biologicals, must represent an expense to the physician or legal entity 
billing fir he services or supplies.  For example, where a patient purchases a drug and the 
physician administers it, the cost of the drug is not covered.  However, the administration 
of the drug, regardless of the source, is a service that represents an expense to the 
physician. Therefore, administration of the drug is payable if the drug would have been 
covered if the physician purchased it. 
 
B - Direct Personal Supervision 
 
Coverage of services and supplies incident to the professional services of a physician in 
private practice is limited to situations in which there is direct physician supervision of 
auxiliary personnel. 
 
Auxiliary personnel means any individual who is acting under the supervision of a 
physician, regardless of whether the individual is an employee, leased employee, or 
independent contractor of the physician, or of the legal entity that employs or contracts 
with the physician. Likewise, the supervising physician may be an employee, leased 
employee or independent contractor of the legal entity billing and receiving payment for 
the services or supplies. 
 
However, the physician personally furnishing the services or supplies or supervising the 
auxiliary personnel furnishing the services or supplies must have a relationship with the 
legal entity billing and receiving payment for the services or supplies that satisfies the 
requirements for valid reassignment. As with the physician’s personal professional 
services, the patient’s financial liability for the incident to services or supplies is to the 
physician or other legal entity billing and receiving payment for the services or supplies. 
Therefore, the incident to services or supplies must represent an expense incurred by the 
physician or legal entity billing for the services or supplies. 
 







Thus, where a physician supervises auxiliary personnel to assist him/her in rendering 
services to patients and includes the charges for their services in his/her own bills, the 
services of such personnel are considered incident to the physician’s service if there is a 
physician’s service rendered to which the services of such personnel are an incidental 
part and there is direct supervision by the physician. 
 
This does not mean, however, that to be considered incident to, each occasion of service 
by auxiliary personnel (or the furnishing of a supply) need also always be the occasion of 
the actual rendition of a personal professional service by the physician. Such a service or 
supply could be considered to be incident to when furnished during a course of treatment 
where the physician performs an initial service and subsequent services of a frequency 
which reflect his/her active participation in and management of the course of treatment. 
(However, the direct supervision requirement must still be met with respect to every 
nonphysician service.) 
 
Direct supervision in the office setting does not mean that the physician must be present 
in the same room with his or her aide. However, the physician must be present in the 
office suite and immediately available to provide assistance and direction throughout the 
time the aide is performing services. 
 
If auxiliary personnel perform services outside the office setting, e.g., in a patient’s home 
or in an institution (other than hospital or SNF), their services are covered incident to a 
physician’s service only if there is direct supervision by the physician. For example, if a 
nurse accompanied the physician on house calls and administered an injection, the 
nurse’s services are covered. If the same nurse made the calls alone and administered the 
injection, the services are not covered (even when billed by the physician) since the 
physician is not providing direct supervision. Services provided by auxiliary personnel in 
an institution (e.g., nursing, or convalescent home) present a special problem in 
determining whether direct physician supervision exists. The availability of the physician 
by telephone and the presence of the physician somewhere in the institution does not 
constitute direct supervision. (See §70.3 of the Medicare National Coverage 
Determinations Manual for instructions used if a physician maintains an office in an 
institution.) For hospital patients and for SNF patients who are in a Medicare covered 
stay, there is no Medicare Part B coverage of the services of physician-employed 
auxiliary personnel as services incident to physicians’ services under §1861(s)(2)(A) of 
the Act. Such services can be covered only under the hospital or SNF benefit and 
payment for such services can be made to only the hospital or SNF by a A/B MAC 
(A).  (See §80 concerning physician supervision of technicians performing diagnostic x-
ray procedures in a physician’s office.) 
 
60.2 - Services of Nonphysician Personnel Furnished Incident To 
Physician’s Services 
(Rev. 1, 10-01-03) 
B3-2050.2 
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In addition to coverage being available for the services of such auxiliary personnel as 
nurses, technicians, and therapists when furnished incident to the professional services of 
a physician (as discussed in §60.1), a physician may also have the services of certain 
nonphysician practitioners covered as services incident to a physician’s professional 
services.  These nonphysician practitioners, who are being licensed by the States under 
various programs to assist or act in the place of the physician, include, for example, 
certified nurse midwives, clinical psychologists, clinical social workers, physician 
assistants, nurse practitioners, and clinical nurse specialists.  (See §§150 through 200 for 
coverage instructions for various allied health/nonphysician practitioners’ services.) 
 
Services performed by these nonphysician practitioners incident to a physician’s 
professional services include not only services ordinarily rendered by a physician’s office 
staff person (e.g., medical services such as taking blood pressures and temperatures, 
giving injections, and changing dressings) but also services ordinarily performed by the 
physician such as minor surgery, setting casts or simple fractures, reading x-rays, and 
other activities that involve evaluation or treatment of a patient’s condition. 
 
Nonetheless, in order for services of a nonphysician practitioner to be covered as incident 
to the services of a physician, the services must meet all of the requirements for coverage 
specified in §§60 through 60.1.  For example, the services must be an integral, although 
incidental, part of the physician’s personal professional services, and they must be 
performed under the physician’s direct supervision. 
 
A nonphysician practitioner such as a physician assistant or a nurse practitioner may be 
licensed under State law to perform a specific medical procedure and may be able 
(see §§190 or 200, respectively) to perform the procedure without physician supervision 
and have the service separately covered and paid for by Medicare as a physician 
assistant’s or nurse practitioner’s service.  However, in order to have that same service 
covered as incident to the services of a physician, it must be performed under the direct 
supervision of the physician as an integral part of the physician’s personal in-office 
service.  As explained in §60.1, this does not mean that each occasion of an incidental 
service performed by a nonphysician practitioner must always be the occasion of a 
service actually rendered by the physician.  It does mean that there must have been a 
direct, personal, professional service furnished by the physician to initiate the course of 
treatment of which the service being performed by the nonphysician practitioner is an 
incidental part, and there must be subsequent services by the physician of a frequency 
that reflects the physician’s continuing active participation in and management of the 
course of treatment.  In addition, the physician must be physically present in the same 
office suite and be immediately available to render assistance if that becomes necessary. 
 
Note also that a physician might render a physician’s service that can be covered even 
though another service furnished by a nonphysician practitioner as incident to the 
physician’s service might not be covered.  For example, an office visit during which the 
physician diagnoses a medical problem and establishes a course of treatment could be 
covered even if, during the same visit, a nonphysician practitioner performs a noncovered 
service such as acupuncture. 







 
60.3 - Incident To Physician’s Services in Clinic 
(Rev. 1, 10-01-03) 
B3-2050.3 
 
Services and supplies incident to a physician’s service in a physician directed clinic or 
group association are generally the same as those described above. 
 
A physician directed clinic is one where: 
 


1.  A physician (or a number of physicians) is present to perform medical (rather than 
administrative) services at all times the clinic is open; 


 
2.  Each patient is under the care of a clinic physician; and 
 
3.  The nonphysician services are under medical supervision. 
 


In highly organized clinics, particularly those that are departmentalized, direct physician 
supervision may be the responsibility of several physicians as opposed to an individual 
attending physician.  In this situation, medical management of all services provided in the 
clinic is assured.  The physician ordering a particular service need not be the physician 
who is supervising the service.  Therefore, services performed by auxiliary personnel and 
other aides are covered even though they are performed in another department of the 
clinic. 
 
Supplies provided by the clinic during the course of treatment are also covered.  When 
the auxiliary personnel perform services outside the clinic premises, the services are 
covered only if performed under the direct supervision of a clinic physician.  If the clinic 
refers a patient for auxiliary services performed by personnel who are not supervised by 
clinic physicians, such services are not incident to a physician’s service. 
 
60.4 - Services Incident to a Physician’s Service to Homebound Patients 
Under General Physician Supervision 
(Rev. 1, 10-01-03) 
B3-2051 
 
A.  When Covered 
 
In some medically underserved areas there are only a few physicians available to provide 
services over broad geographic areas or to a large patient population.  The lack of 
medical personnel (and, in many instances, a home health agency servicing the area) 
significantly reduces the availability of certain medical services to homebound patients.  
Some physicians and physician-directed clinics, therefore, call upon nurses and other 
paramedical personnel to provide these services under general (rather than direct) 
supervision.  In some areas, such practice has tended to become the accepted method of 
delivery of these services. 







 
The Senate Finance Committee Report accompanying the 1972 Amendments to the Act 
recommended that the direct supervision requirement of the “incident to” provision be 
modified to provide coverage for services provided in this manner. 
 
Accordingly, to permit coverage of certain of these services, the direct supervision 
criterion in §60.2 above is not applicable to individual or intermittent services outlined in 
this section when they are performed by personnel meeting any pertinent State 
requirements (e.g., a nurse, technician, or physician extender) and where the criteria 
listed below also are met: 
 


1 The patient is homebound; i.e., confined to his or her home (see §60.4.1 for the 
definition of a “homebound” patient and §110.1 (D) for the definition of patient’s 
“place of residence.” 


 
2 The service is an integral part of the physician’s service to the patient (the patient 


must be one the physician is treating), and is performed under general physician 
supervision by employees of the physician or clinic.  General supervision means 
that the physician need not be physically present at the patient’s place of 
residence when the service is performed; however, the service must be performed 
under his or her overall supervision and control. 


 
The physician orders the service(s) to be performed, and contact is maintained 
between the nurse or other employee and the physician, e.g., the employee 
contacts the physician directly if additional instructions are needed, and the 
physician must retain professional responsibility for the service.  All other 
“incident to” requirements must be met (see §§60-60.4). 
 


3 The services are included in the physician’s/clinic’s bill, and the physician or 
clinic has incurred an expense for them (see §60.2). 


 
4 The services of the paramedical are required for the patient’s care; that is, they are 


reasonable and necessary as defined in the Medicare Benefit Policy Manual, 
Chapter 16, “General Exclusions from Coverage,” §20. 


 
5 When the service can be furnished by an HHA in the local area, it cannot be 


covered when furnished by a physician/clinic to a homebound patient under this 
provision, except as described in §60.4.C. 


 
B.  Covered Services 
 
Where the requirements in §60.4.A are met, the direct supervision requirement in §60.2 is 
not applicable to the following services: 
 


1. Injections; 
 







2. Venipuncture; 
 
3. EKGs; 
 
4. Therapeutic exercises; 
 
5. Insertion and sterile irrigation of a catheter; 
 
6. Changing of catheters and collection of catheterized specimen for urinalysis and 


culture; 
 
7. Dressing changes, e.g., the most common chronic conditions that may need 


dressing changes are decubitus care and gangrene; 
 
8. Replacement and/or insertion of nasogastric tubes; 
 
9. Removal of fecal impaction, including enemas; 
 
10. Sputum collection for gram stain and culture, and possible acid-fast and/or fungal 


stain and culture; 
 
11. Paraffin bath therapy for hands and/or feet in rheumatoid arthritis or 


osteoarthritis; 
 
12. Teaching and training the patient for: 
 


a. The care of colostomy and ileostomy; 
 
b. The care of permanent tracheostomy; 
 
c. Testing urine and care of the feet (diabetic patients only); and 
 
d. Blood pressure monitoring. 
 


Teaching and training services (also referred to as educational services) can be covered 
only where they provide knowledge essential for the chronically ill patient’s participation 
in his or her own treatment and only where they can be reasonably related to such 
treatment or diagnosis.  Educational services that provide more elaborate instruction than 
is necessary to achieve the required level of patient education are not covered.  After 
essential information has been provided, the patient should be relied upon to obtain 
additional information on his or her own. 
 
C.  Relation to Home Health Benefits 
 
This coverage should not be considered as an alternative to home health benefits where 
there is a participating home health agency in the area which could provide the needed 







services on a timely basis.  For example, two of the three services initially included under 
this coverage - injections and venipuncture - are skilled nursing services that could be 
covered as home health services (EKG is not a covered Home Health Agency (HHA) 
service) if the patient is eligible for home health benefits and there is a home health 
agency available.  Thus, postpayment review of these claims will include measures to 
assure that physicians and clinics do not provide a substantial number of services under 
this coverage when they could otherwise have been performed by a home health agency. 
 
In these circumstances, the physician or clinic is expected to assist the patient in 
obtaining such skilled services together with the other home health services (such as aide 
services).  However, HHA services are not considered available where the HHA cannot 
respond on a timely basis or where the physician could not have foreseen that intermittent 
services would be needed. 
 
Refer to the Medicare Claims Processing Manual, Chapter 10, “Home Health Agency 
Billing,” for a more in depth discussion of home health services. 
 
60.4.1 - Definition of Homebound Patient Under the Medicare Home 
Health (HH) Benefit 
(Rev. 192, Issued: 08-01-14, Effective: 09-02-14, Implementation: 09-02-14) 
 
This definition applies to homebound for purposes of the Medicare home health benefit.  
 
For a patient to be eligible to receive covered home health services, the law requires that 
a physician certify in all cases that the patient is confined to his/her home.  For purposes 
of the statute, an individual shall be considered “confined to the home” (homebound) if 
the following two criteria are met:  
 
1. Criteria-One: 
 
The patient must either: 
 


- Because of illness or injury, need the aid of supportive devices such as 
crutches, canes, wheelchairs, and walkers; the use of special transportation; or 
the assistance of another person in order to leave their place of residence 
 


OR 
 
- Have a condition such that leaving his or her home is medically 


contraindicated. 
 
If the patient meets one of the Criteria-One conditions, then the patient must ALSO meet 
two additional requirements defined in Criteria-Two below. 
 
2. Criteria-Two: 


 







- There must exist a normal inability to leave home; 
 


AND 
 
- Leaving home must require a considerable and taxing effort. 


 
If the patient does in fact leave the home, the patient may nevertheless be considered 
homebound if the absences from the home are infrequent or for periods of relatively short 
duration, or are attributable to the need to receive health care treatment.  Absences 
attributable to the need to receive health care treatment include, but are not limited to: 
 


• Attendance at adult day centers to receive medical care; 
 
• Ongoing receipt of outpatient kidney dialysis; or 
 
• The receipt of outpatient chemotherapy or radiation therapy. 
 


Any absence of an individual from the home attributable to the need to receive health 
care treatment, including regular absences for the purpose of participating in therapeutic, 
psychosocial, or medical treatment in an adult day-care program that is licensed or 
certified by a State, or accredited to furnish adult day-care services in a state, shall not 
disqualify an individual from being considered to be confined to his home.  Any other 
absence of an individual from the home shall not so disqualify an individual if the 
absence is of an infrequent or of relatively short duration.  For purposes of the preceding 
sentence, any absence for the purpose of attending a religious service shall be deemed to 
be an absence of infrequent or short duration.  It is expected that in most instances, 
absences from the home that occur will be for the purpose of receiving health care 
treatment.  However, occasional absences from the home for nonmedical purposes, e.g., 
an occasional trip to the barber, a walk around the block or a drive, attendance at a family 
reunion, funeral, graduation, or other infrequent or unique event would not necessitate a 
finding that the patient is not homebound if the absences are undertaken on an infrequent 
basis or are of relatively short duration and do not indicate that the patient has the 
capacity to obtain the health care provided outside rather than in the home. 
Some examples of homebound patients that illustrate the factors used to determine 
whether a homebound condition exists would be: 
 


• A patient paralyzed from a stroke who is confined to a wheelchair or requires the 
aid of crutches in order to walk; 


 
• A patient who is blind or senile and requires the assistance of another person in 


leaving his or her place of residence; 
 
• A patient who has lost the use of the upper extremities and, therefore, is unable to 


open doors, use handrails on stairways, etc., requires the assistance of another 
individual to leave his or her place of residence; 


 







• A patient in the late stages of ALS or neurodegenerative disabilities.  In 
determining whether the patient has the general inability to leave the home and 
leaves the home only infrequently or for periods of short duration, it is necessary 
to look at the patient’s condition over a period of time rather than for short 
periods within the home health stay.  For example, a patient may leave the home 
(under the conditions described above, e.g., with severe and taxing effort, with the 
assistance of others) more frequently during a short period when, for example, the 
presence of visiting relatives provides a unique opportunity for such absences, 
than is normally the case.  So long as the patient’s overall condition and 
experience is such that he or she meets these qualifications, he or she should be 
considered confined to the home. 


 
• A patient who has just returned from a hospital stay involving surgery who may 


be suffering from resultant weakness and pain and, therefore, his or her actions 
may be restricted by the physician to certain specified and limited activities such 
as getting out of bed only for a specified period of time, or walking stairs only 
once a day, etc.; 


 
• A patient with arteriosclerotic heart disease of such severity that the beneficiary 


must avoid all stress and physical activity; and 
 
• A patient with a psychiatric illness that is manifested in part by a refusal to leave 


home or is of such a nature that it would not be considered safe for the patient to 
leave home unattended, even if he or she had no physical limitations. 


 
 


The aged person who does not often travel from home because of feebleness and 
insecurity brought on by advanced age would not be considered confined to the home for 
purposes of this reimbursement unless they meet one of the above conditions above. 
 
70 - Sleep Disorder Clinics 
(Rev. 1, 10-01-03) 
B3-2055 
 
Sleep disorder clinics are facilities in which certain conditions are diagnosed through the 
study of sleep.  Such clinics are for diagnosis, therapy, and research.  Sleep disorder 
clinics may provide some diagnostic or therapeutic services, which are covered under 
Medicare.  These clinics may be affiliated either with a hospital or a freestanding facility.  
Whether a clinic is hospital-affiliated or freestanding, coverage for diagnostic services 
under some circumstances is covered under provisions of the law different from those for 
coverage of therapeutic services. 
 
A.  Criteria for Coverage of Diagnostic Tests 
 
All reasonable and necessary diagnostic tests given for the medical conditions listed in 
subsection B are covered when the following criteria are met: 







 
• The clinic is either affiliated with a hospital or is under the direction and control 


of physicians. Diagnostic testing routinely performed in sleep disorder clinics 
may be covered even in the absence of direct supervision by a physician; 


 
• Patients are referred to the sleep disorder clinic by their attending physicians, and 


the clinic maintains a record of the attending physician’s orders; and 
 
• The need for diagnostic testing is confirmed by medical evidence, e.g., physician 


examinations and laboratory tests. 
 


Diagnostic testing that is duplicative of previous testing done by the attending physician 
to the extent the results are still pertinent is not covered because it is not reasonable and 
necessary under §1862(a)(1)(A) of the Act. 
 
B.  Medical Conditions for Which Testing is Covered 
 
Diagnostic testing is covered only if the patient has the symptoms or complaints of one of 
the conditions listed below.  Most of the patients who undergo the diagnostic testing are 
not considered inpatients, although they may come to the facility in the evening for 
testing and then leave after testing is over.  The overnight stay is considered an integral 
part of these tests. 
 
1. Narcolepsy - This term refers to a syndrome that is characterized by abnormal sleep 
tendencies, e.g., excessive daytime sleepiness or disturbed nocturnal sleep.  Related 
diagnostic testing is covered if the patient has inappropriate sleep episodes or attacks 
(e.g., while driving, in the middle of a meal, in the middle of a conversation), amnesiac 
episodes, or continuous disabling drowsiness.  The sleep disorder clinic must submit 
documentation that this condition is severe enough to interfere with the patient’s well 
being and health before Medicare benefits may be provided for diagnostic testing.  
Ordinarily, a diagnosis of narcolepsy can be confirmed by three sleep naps.  If more than 
three sleep naps are claimed, the A/B MAC (B) will require persuasive medical evidence 
justifying the medical necessity for the additional test(s).  It will use HCPCS procedure 
codes 95828 and 95805. 
 
2. Sleep Apnea - This is a potentially lethal condition where the patient stops 
breathing during sleep.  Three types of sleep apnea have been described (central, 
obstructive, and mixed).  The nature of the apnea episodes can be documented by 
appropriate diagnostic testing.  Ordinarily, a single polysomnogram and 
electroencephalogram (EEG) can diagnose sleep apnea.  If more than one such testing 
session is claimed, the A/B MAC (B) will require persuasive medical evidence justifying 
the medical necessity for the additional tests.  It will use HCPCS procedure codes 95807, 
95810, and 95822. 
 
3. Impotence - Diagnostic nocturnal penile tumescence testing may be covered, under 
limited circumstances, to determine whether erectile impotence in men is organic or 
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psychogenic.  Although impotence is not a sleep disorder, the nature of the testing 
requires that it be performed during sleep.  The tests ordinarily are covered only where 
necessary to confirm the treatment to be given (surgical, medical, or psychotherapeutic).  
Ordinarily, a diagnosis may be determined by two nights of diagnostic testing.  If more 
than two nights of testing are claimed, the A/B MAC (B) will require persuasive medical 
evidence justifying the medical necessity for the additional tests.  It will have its medical 
staff review questionable cases to ensure that the tests are reasonable and necessary for 
the individual.  It will use HCPCS procedure code 54250. (See the Medicare National 
Coverage Determinations Manual, Chapter 1, for policy on coverage of diagnosis and 
treatment of impotence.) 
 
4. Parasomnia - Parasomnias are a group of conditions that represent undesirable or 
unpleasant occurrences during sleep.  Behavior during these times can often lead to 
damage to the surroundings and injury to the patient or to others.  Parasomnia may 
include conditions such as sleepwalking, sleep terrors, and rapid eye movement (REM) 
sleep behavior disorders.  In many of these cases, the nature of these conditions may be 
established by careful clinical evaluation.  Suspected seizure disorders as possible cause 
of the parasomnia are appropriately evaluated by standard or prolonged sleep EEG 
studies.  In cases where seizure disorders have been ruled out and in cases that present a 
history of repeated violent or injurious episodes during sleep, polysomnography may be 
useful in providing a diagnostic classification or prognosis.  The A/B MAC (B) must use 
HCPCS procedure codes 95807, 95810, and/or 95822. 
 
C.  Polysomnography for Chronic Insomnia Is Not Covered. 
 
Evidence at the present time is not convincing that polysomnography in a sleep disorder 
clinic for chronic insomnia provides definitive diagnostic data or that such information is 
useful in patient treatment or is associated with improved clinical outcome.  The use of 
polysomnography for diagnosis of patients with chronic insomnia is not covered under 
Medicare because it is not reasonable and necessary under §1862(a)(1)(A) of the Act. 
 
D.  Coverage of Therapeutic Services. 
Sleep disorder clinics may at times render therapeutic as well as diagnostic services.  
Therapeutic services may be covered in a hospital outpatient setting or in a freestanding 
facility provided they meet the pertinent requirements for the particular type of services 
and are reasonable and necessary for the patient, and are performed under the direct 
supervision of a physician. 
 
80 - Requirements for Diagnostic X-Ray, Diagnostic Laboratory, and 
Other Diagnostic Tests 
(Rev. 116, Issued: 12-11-09, Effective: 01-01-10, Implementation: 01-04-10) 
 
This section describes the levels of physician supervision required for furnishing the 
technical component of diagnostic tests for a Medicare beneficiary who is not a hospital 
inpatient.  For hospital outpatient diagnostic services, the supervision levels assigned to 
each CPT or Level II HCPCS code in the Medicare Physician Fee Schedule Relative 
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Value File that is updated quarterly, apply as described below.  For more information, see 
Chapter 6 (Hospital Services Covered Under Part B), §20.4 (Outpatient Diagnostic 
Services). 
 
Section 410.32(b) of the Code of Federal Regulations (CFR) requires that diagnostic tests 
covered under §1861(s)(3) of the Act and payable under the physician fee schedule, with 
certain exceptions listed in the regulation, have to be performed under the supervision of 
an individual meeting the definition of a physician (§1861(r) of the Act) to be considered 
reasonable and necessary and, therefore, covered under Medicare.  The regulation defines 
these levels of physician supervision for diagnostic tests as follows: 
 
General Supervision - means the procedure is furnished under the physician’s overall 
direction and control, but the physician’s presence is not required during the performance 
of the procedure.  Under general supervision, the training of the nonphysician personnel 
who actually performs the diagnostic procedure and the maintenance of the necessary 
equipment and supplies are the continuing responsibility of the physician. 
 
Direct Supervision - in the office setting means the physician must be present in the 
office suite and immediately available to furnish assistance and direction throughout the 
performance of the procedure.  It does not mean that the physician must be present in the 
room when the procedure is performed. 
 
Personal Supervision - means a physician must be in attendance in the room during the 
performance of the procedure. 
 
One of the following numerical levels is assigned to each CPT or HCPCS code in the 
Medicare Physician Fee Schedule Database: 
 
0 Procedure is not a diagnostic test or procedure is a diagnostic test which is not subject 
to the physician supervision policy. 
 
1 Procedure must be performed under the general supervision of a physician. 
 
2 Procedure must be performed under the direct supervision of a physician. 
 
3 Procedure must be performed under the personal supervision of a physician. 
 
4  Physician supervision policy does not apply when procedure is furnished by a 
qualified, independent psychologist or a clinical psychologist or furnished under the 
general supervision of a clinical psychologist; otherwise must be performed under the 
general supervision of a physician. 
 
5 Physician supervision policy does not apply when procedure is furnished by a 
qualified audiologist; otherwise must be performed under the general supervision of a 
physician. 
 







6  Procedure must be performed by a physician or by a physical therapist (PT) who is 
certified by the American Board of Physical Therapy Specialties (ABPTS) as a qualified 
electrophysiologic clinical specialist and is permitted to provide the procedure under 
State law. 
 
6a Supervision standards for level 66 apply; in addition, the PT with ABPTS 
certification may supervise another PT but only the PT with ABPTS certification may 
bill. 
 
7a Supervision standards for level 77 apply; in addition, the PT with ABPTS 
certification may supervise another PT but only the PT with ABPTS certification may 
bill. 
 
9 Concept does not apply. 
 
21 Procedure must be performed by a technician with certification under general 
supervision of a physician; otherwise must be performed under direct supervision of a 
physician. 
 
22 Procedure may be performed by a technician with on-line real-time contact with 
physician. 
 
66 Procedure must be performed by a physician or by a PT with ABPTS certification and 
certification in this specific procedure. 
 
77 Procedure must be performed by a PT with ABPTS certification or by a PT without 
certification under direct supervision of a physician, or by a technician with certification 
under general supervision of a physician. 
 
Nurse practitioners, clinical nurse specialists, and physician assistants are not defined as 
physicians under §1861(r) of the Act.  Therefore, they may not function as supervisory 
physicians under the diagnostic tests benefit (§1861(s)(3) of the Act).  However, when 
these practitioners personally perform diagnostic tests as provided under §1861(s)(2)(K) 
of the Act, §1861(s)(3) does not apply and they may perform diagnostic tests pursuant to 
State scope of practice laws and under the applicable State requirements for physician 
supervision or collaboration. 
 
Because the diagnostic tests benefit set forth in §1861(s)(3) of the Act is separate and 
distinct from the incident to benefit set forth in §1861(s)(2) of the Act, diagnostic tests 
need not meet the incident to requirements.  Diagnostic tests may be furnished under 
situations that meet the incident to requirements but this is not required.  However, A/B 
MACs (B) must not scrutinize claims for diagnostic tests utilizing the incident to 
requirements. 
 
80.1 - Clinical Laboratory Services 
(Rev. 79; Issued:  10-19-07; Effective:  01-01-03; Implementation:  11-19-07) 







 
Section 1833 and 1861 of the Act provides for payment of clinical laboratory services 
under Medicare Part B. Clinical laboratory services involve the biological, 
microbiological, serological, chemical, immunohematological, hematological, 
biophysical, cytological, pathological, or other examination of materials derived from the 
human body for the diagnosis, prevention, or treatment of a disease or assessment of a 
medical condition.  Laboratory services must meet all applicable requirements of the 
Clinical Laboratory Improvement Amendments of 1988 (CLIA), as set forth at 42 CFR 
part 493.  Section 1862(a)(1)(A) of the Act provides that Medicare payment may not be 
made for services that are not reasonable and necessary.  Clinical laboratory services 
must be ordered and used promptly by the physician who is treating the beneficiary as 
described in 42 CFR 410.32(a), or by a qualified nonphysician practitioner, as described 
in 42 CFR 410.32(a)(3). 
 
See section 80.6 of this manual for related physician ordering instructions. 
 
See the Medicare Claims Processing Manual Chapter 16 for related claims processing 
instructions. 
 
80.1.1 - Certification Changes 
(Rev. 1, 10-01-03) 
B3-2070.1.E 
 
Each page of the lists of approved specialties also includes a column “Certification 
Changed” in which the following codes are used: 
 


“C” indicates a change in the laboratory’s approved certification since the preceding 
listing. 
 
“A” discloses an accretion. 
 
“TERM” - Laboratory not approved for payment after the indicated date which 
follows the code. The reason for termination also is given in the following codes: 
 


1. Involuntary termination - no longer meets requirements 
2. Voluntary withdrawal 
3. Laboratory closed, merged with other interests, or organizational change 
4. Ownership change with new ownership participating under different name 
5. Ownership change with new owner not participating 
6. Change in ownership - new provider number assigned 
7. Involuntary termination - failure to abide by agreement 
8. Former “emergency” hospital now fully participating 
 


80.1.2 - A/B MAC (B) Contacts With Independent Clinical Laboratories 
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(Rev. 1, 10-01-03) 
B3-2070.1.F 
 
An important role of the A/B MAC (B) is as a communicant of necessary information to 
independent clinical laboratories.  Experience has shown that the failure to inform 
laboratories of Medicare regulations and claims processing procedures may have an 
adverse effect on prosecution of laboratories suspected of fraudulent activities with 
respect to tests performed by, or billed on behalf of, independent laboratories.  United 
States Attorneys often have to prosecute under a handicap or may simply refuse to 
prosecute cases where there is no evidence that a laboratory has been specifically 
informed of Medicare regulations and claims processing procedures. 
 
A/B MACs (B) must follow the Provider Education and Training (PET) guidelines to 
assure that laboratories are aware of Medicare regulations and the A/B MAC (B’s) policy 
when any changes are made in coverage policy or claims processing procedures.  The 
PET guidelines require A/B MACs (B) to use various methods of communication (such 
as print, Internet, face-to-face instruction).  Newsletters/bulletins that contain program 
and billing information must be produced at least quarterly and posted on the A/B MAC 
(B) Web site where duplicate copies may be obtained. 
 
Some items which should be communicated to laboratories and responsibilities that 
laboratories are required to perform are: 
 


• The requirements to have the same fee schedule for Medicare and private patients; 
 
• To specify whether the tests are manual or automated; 
 
• To document fully the medical necessity for pickup of specimens from a skilled 


nursing facility or a beneficiary’s home, and  
 
• In cases when a laboratory service is referred from one independent laboratory to 


another independent laboratory, to identify the laboratory actually performing the 
test. 


 
Additionally, when A/B MAC (B) professional relations representatives make personal 
contacts with particular laboratories, the representative should prepare and retain reports 
of contact indicating dates, persons present, and issues discussed.  Finally, A/B MACs 
(B) should inform independent laboratories that the Medicare National Coverage 
Determinations Manual as well as other guidelines contained in the manual for 
determining medical necessity are on the Web site.  A/B MACs (B) should also publish 
local guidelines on its Web site; the A/B MAC (B) should not duplicate national 
instructions here.  Timely paper or electronic communications concerning the Internet 
publications to independent laboratories new to the A/B MAC (B)’s service area are 
essential. 
 







80.1.3 - Independent Laboratory Service to a Patient in the Patient’s 
Home or an Institution 
(Rev. 1, 10-01-03) 
B3-2070.1.G 
 
Where it is medically necessary for an independent laboratory to visit a patient to obtain a 
specimen, the service would be covered in the following circumstances: 
 
1.  Patient Confined to Home 
 
If a patient is confined to the home or other place of residence used as his or her home 
(see §60.4.1 for the definition of a “homebound patient”), medical necessity would exist 
(e.g., where a laboratory technician draws a blood specimen).  However, where the 
specimen is a type which would require only the services of a messenger and would not 
require the skills of a laboratory technician, e.g., urine or sputum, a specimen pickup 
service would not be considered medically necessary. 
 
2.  Place of Residence is an Institution 
 
Medical necessity could also exist where the patient’s place of residence is an institution, 
including a skilled nursing facility that does not perform venipunctures.  This would 
apply even though the institution meets the basic definition of a skilled nursing facility 
and would not ordinarily be considered a beneficiary’s home.  (This policy is intended for 
independent laboratories only and does not expand the range of coverage of services to 
homebound patients under the incident to provision.)  A trip by an independent laboratory 
technician to a facility (other than a hospital) for the purpose of performing a 
venipuncture is considered medically necessary only if: 
 


a.  The patient was confined to the facility; and  
 
b.  The facility did not have on duty personnel qualified to perform this service. 
 


When facility personnel actually obtained and prepared the specimens for the 
independent laboratory to pick them up, the laboratory provides this pickup service as a 
service to the facility in the same manner as it does for physicians. 
 
80.2 - Psychological Tests and Neuropsychological Tests 
(Rev. 85, Issued: 02-29-08, Effective: 01-01-06, Implementation: 12-28-06) 
 
Medicare Part B coverage of psychological tests and neuropsychological tests is 
authorized under section 1861(s)(3) of the Social Security Act.  Payment for 
psychological and neuropsychological tests is authorized under section 1842(b)(2)(A) of 
the Social Security Act.  The payment amounts for the new psychological and 
neuropsychological tests (CPT codes 96102, 96103, 96119 and 96120) that are effective 
January 1, 2006, and are billed for tests administered by a technician or a computer 
reflect a site of service payment differential for the facility and non-facility settings.  







Additionally, there is no authorization for payment for diagnostic tests when performed 
on an “incident to” basis. 
 
Under the diagnostic tests provision, all diagnostic tests are assigned a certain level of 
supervision.  Generally, regulations governing the diagnostic tests provision require that 
only physicians can provide the assigned level of supervision for diagnostic tests.  
However, there is a regulatory exception to the supervision requirement for diagnostic 
psychological and neuropsychological tests in terms of who can provide the supervision.  
That is, regulations allow a clinical psychologist (CP) or a physician to perform the 
general supervision assigned to diagnostic psychological and neuropsychological tests. 
 
In addition, nonphysician practitioners such as nurse practitioners (NPs), clinical nurse 
specialists (CNSs) and physician assistants (PAs) who personally perform diagnostic 
psychological and neuropsychological tests are excluded from having to perform these 
tests under the general supervision of a physician or a CP.  Rather, NPs and CNSs must 
perform such tests under the requirements of their respective benefit instead of the 
requirements for diagnostic psychological and neuropsychological tests.  Accordingly, 
NPs and CNSs must perform tests in collaboration (as defined under Medicare law at 
section 1861(aa)(6) of the Act) with a physician.  PAs perform tests under the general 
supervision of a physician as required for services furnished under the PA benefit. 
 
Furthermore, physical therapists (PTs), occupational therapists (OTs) and speech 
language pathologists (SLPs) are authorized to bill three test codes as “sometimes 
therapy” codes.  Specifically, CPT codes 96105, 96110 and 96111 may be performed by 
these therapists.  However, when PTs, OTs and SLPs perform these three tests, they must 
be performed under the general supervision of a physician or a CP. 
 
Who May Bill for Diagnostic Psychological and Neuropsychological Tests 


• CPs - see qualifications under chapter 15, section 160 of the Benefit Policy Manual, 
Pub. 100-02. 


 
• NPs -to the extent authorized under State scope of practice.  See qualifications 


under chapter 15, section 200 of the Benefit Policy Manual, Pub. 100-02. 
 
• CNSs -to the extent authorized under State scope of practice.  See qualifications 


under chapter 15, section 210 of the Benefit Policy Manual, Pub. 100-02. 
 
• PAs - to the extent authorized under State scope of practice.  See qualifications 


under chapter 15, section 190 of the Benefit Policy Manual, Pub. 100-02. 
 
• Independently Practicing Psychologists (IPPs) 
 
• PTs, OTs and SLPs - see qualifications under chapter 15, sections 220-230.6 of the 


Benefit Policy Manual, Pub. 100-02. 
 







Psychological and neuropsychological tests performed by a psychologist (who is not a 
CP) practicing independently of an institution, agency, or physician’s office are covered 
when a physician orders such tests.  An IPP is any psychologist who is licensed or 
certified to practice psychology in the State or jurisdiction where furnishing services or, if 
the jurisdiction does not issue licenses, if provided by any practicing psychologist.  (It is 
CMS’ understanding that all States, the District of Columbia, and Puerto Rico license 
psychologists, but that some trust territories do not.  Examples of psychologists, other 
than CPs, whose psychological and neuropsychological tests are covered under the 
diagnostic tests provision include, but are not limited to, educational psychologists and 
counseling psychologists.) 
 
The A/B MAC (B) must secure from the appropriate State agency a current listing of 
psychologists holding the required credentials to determine whether the tests of a 
particular IPP are covered under Part B in States that have statutory licensure or 
certification.  In States or territories that lack statutory licensing or certification, the A/B 
MAC (B) checks individual qualifications before provider numbers are issued.  Possible 
reference sources are the national directory of membership of the American 
Psychological Association, which provides data about the educational background of 
individuals and indicates which members are board-certified, the records and directories 
of the State or territorial psychological association, and the National Register of Health 
Service Providers.  If qualification is dependent on a doctoral degree from a currently 
accredited program, the A/B MAC (B) verifies the date of accreditation of the school 
involved, since such accreditation is not retroactive.  If the listed reference sources do not 
provide enough information (e.g., the psychologist is not a member of one of these 
sources), the A/B MAC (B) contacts the psychologist personally for the required 
information.  Generally, A/B MACs (B) maintain a continuing list of psychologists 
whose qualifications have been verified. 
 
NOTE:  When diagnostic psychological tests are performed by a psychologist who is not 
practicing independently, but is on the staff of an institution, agency, or clinic, that entity 
bills for the psychological tests. 
 
The A/B MAC (B) considers psychologists as practicing independently when: 
 


• They render services on their own responsibility, free of the administrative and 
professional control of an employer such as a physician, institution or agency; 


 
• The persons they treat are their own patients; and  
 
• They have the right to bill directly, collect and retain the fee for their services. 
 


A psychologist practicing in an office located in an institution may be considered an 
independently practicing psychologist when both of the following conditions exist: 
 







• The office is confined to a separately-identified part of the facility which is used 
solely as the psychologist’s office and cannot be construed as extending 
throughout the entire institution; and 


 
• The psychologist conducts a private practice, i.e., services are rendered to patients 


from outside the institution as well as to institutional patients. 
 


Payment for Diagnostic Psychological and Neuropsychological Tests 
 
Expenses for diagnostic psychological and neuropsychological tests are not subject to the 
outpatient mental health treatment limitation, that is, the payment limitation on treatment 
services for mental, psychoneurotic and personality disorders as authorized under Section 
1833(c) of the Act.  The payment amount for the new psychological and 
neuropsychological tests (CPT codes 96102, 96103, 96119 and 96120) that are billed for 
tests performed by a technician or a computer reflect a site of service payment differential 
for the facility and non-facility settings.  CPs, NPs, CNSs and PAs are required by law to 
accept assigned payment for psychological and neuropsychological tests.  However, 
while IPPs are not required by law to accept assigned payment for these tests, they must 
report the name and address of the physician who ordered the test on the claim form 
when billing for tests. 
 
CPT Codes for Diagnostic Psychological and Neuropsychological Tests 
 
The range of CPT codes used to report psychological and neuropsychological tests is 
96101-96120.  CPT codes 96101, 96102, 96103, 96105, 96110, and 96111 are 
appropriate for use when billing for psychological tests.  CPT codes 96116, 96118, 96119 
and 96120 are appropriate for use when billing for neuropsychological tests. 
 
All of the tests under this CPT code range 96101-96120 are indicated as active codes 
under the physician fee schedule database and are covered if medically necessary. 
 
Payment and Billing Guidelines for Psychological and Neuropsychological Tests 
 
The technician and computer CPT codes for psychological and neuropsychological tests 
include practice expense, malpractice expense and professional work relative value units.  
Accordingly, CPT psychological test code 96101 should not be paid when billed for the 
same tests or services performed under psychological test codes 96102 or 96103.  CPT 
neuropsychological test code 96118 should not be paid when billed for the same tests or 
services performed under neuropsychological test codes 96119 or 96120.  However, CPT 
codes 96101 and 96118 can be paid separately on the rare occasion when billed on the 
same date of service for different and separate tests from 96102, 96103, 96119 and 
96120. 
 
Under the physician fee schedule, there is no payment for services performed by students 
or trainees.  Accordingly, Medicare does not pay for services represented by CPT codes 
96102 and 96119 when performed by a student or a trainee.  However, the presence of a 







student or a trainee while the test is being administered does not prevent a physician, CP, 
IPP, NP, CNS or PA from performing and being paid for the psychological test under 
96102 or the neuropsychological test under 96119. 
 
80.3 - Audiology Services 
(Rev. 132, Issued: 09-03-10, Effective: 09-30-10, Implementation: 09-30-10) 
 
References. 
 


1861(ll)(3) of the Social Security Act for the definition of audiology services. 
 
1861(ll)(4)(B) of the Social Security Act for qualifications of audiologists. 
 
42 CFR 410.32(b) for the physician supervision requirements for diagnostic tests. 
 
Pub. 100-04, chapter 12, section 30.3 for coding and billing information related to 
audiological services and aural rehabilitation. 
 
Pub. 100-02, chapter 15, sections 220 and 230 for the physical therapy and speech-
language pathology policies relative to aural rehabilitation and balance, section 60 for 
services incident to a physician’s service, and section 80.6 for policies relevant to 
ordering for diagnostic tests. 
 
Pub. 100-02, chapter 16, section 100 for hearing aid policies. 
 
A list of audiology services is found at: www.cms.gov/therapyservices. 


 
A.  Benefit. 
 
Hearing and balance assessment services are generally covered as “other diagnostic tests” 
under section 1861(s)(3) of the Social Security Act.  Hearing and balance assessment 
services furnished to an outpatient of a hospital are covered as “diagnostic services” 
under section 1861(s)(2)(C). 
 
As defined in the Social Security Act, section 1861(ll)(3), the term “audiology services” 
specifically means such hearing and balance assessment services furnished by a qualified 
audiologist as the audiologist is legally authorized to perform under State law (or the 
State regulatory mechanism provided by State law), as would otherwise be covered if 
furnished by a physician. 
 
Herein after in this section, hearing and balance assessment services are termed 
“audiology services,” regardless of whether they are furnished by an audiologist, 
physician, nonphysician practitioner (NPP), or hospital. 
 
Because audiology services are diagnostic tests, when furnished by a physician in an 
office or hospital outpatient department, they must be furnished under the appropriate 
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level of supervision of a physician as established in 42 CFR 410.32(b)(1) and 410.28(e).  
However, as specified in 42 CFR 410.32(b)(2)(ii) or (v), respectively, they are excepted 
from physician supervision when they are personally furnished by a qualified audiologist 
or performed by a nurse practitioner or clinical nurse specialist authorized to perform the 
tests under applicable State laws. 
 
Audiological diagnostic testing refers to tests of the audiological and vestibular systems, 
e.g., hearing, balance, auditory processing, tinnitus and diagnostic programming of 
certain prosthetic devices, performed by qualified audiologists. 
 
Audiological diagnostic tests are not covered under the benefit for services incident to a 
physician’s service (described in Pub. 100-02, chapter 15, section 60), because they have 
their own benefit as “other diagnostic tests”.  See Pub. 100-04, chapter 13 for general 
diagnostic test policies. 
 
Audiology services, like all other services, should be reported under the most specific 
HCPCS code that describes the service that was furnished and in accordance with all CPT 
guidance and Medicare national and MAC instructions. 
 
B.  Orders. 
 
Audiology tests are covered as “other diagnostic tests” under section 1861(s)(3) or 
1861(s)(2)(C) of the Act in the physician’s office or hospital outpatient settings, 
respectively, when a physician (or an NPP, as applicable) orders such testing for the 
purpose of obtaining information necessary for the physician’s diagnostic medical 
evaluation or to determine the appropriate medical or surgical treatment of a hearing 
deficit or related medical problem.  See section 80.6 of this chapter for policies regarding 
the ordering of diagnostic tests. 
 
If a beneficiary undergoes diagnostic testing performed by an audiologist without a 
physician order, the tests are not covered even if the audiologist discovers a pathologic 
condition. 
 
When a qualified physician orders a qualified technician (see definition in subsection D 
of this section) to furnish an appropriate audiology service, that order must specify which 
test is to be furnished by the technician under the direct supervision of a physician.  Only 
that test may be provided on that order by the technician. 
 
When the qualified physician or NPP orders diagnostic audiology services furnished by 
an audiologist without naming specific tests, the audiologist may select the appropriate 
battery of tests. 
 
C.  Coverage and Payment for Audiology Services. 
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Diagnostic services furnished by a qualified audiologist meeting the requirements in 
section 80.3.1 of this chapter or physicians and NPPs as described in section 80.6 are 
covered and payable under the MPFS as “other diagnostic tests.” 
 
Services furnished in a hospital outpatient department are covered and payable under the 
hospital Outpatient Prospective Payment System (OPPS) or other payment methodology 
applicable to the provider furnishing the services. 
 
Coverage and, therefore, payment for audiological diagnostic tests is determined by the 
reason the tests were performed, rather than by the diagnosis or the patient’s condition. 
 
Under any Medicare payment system, payment for audiological diagnostic tests is not 
allowed by virtue of their exclusion from coverage in section 1862(a)(7) of the Social 
Security Act when: 
 


• The type and severity of the current hearing, tinnitus or balance status needed to 
determine the appropriate medical or surgical treatment is known to the physician 
before the test; or  


 
• The test was ordered for the specific purpose of fitting or modifying a hearing aid. 


 
Payment of audiological diagnostic tests is allowed for other reasons and is not limited, 
for example, by: 
 


• Any information resulting from the test, for example: 
 


ο Confirmation of a prior diagnosis; 
ο Post-evaluation diagnoses; or 
ο Treatment provided after diagnosis, including hearing aids, or 


 
• The type of evaluation or treatment the physician anticipates before the 


diagnostic test; or 
 


• Timing of reevaluation.  Reevaluation is appropriate at a schedule dictated by 
the ordering physician when the information provided by the diagnostic test is 
required, for example, to determine changes in hearing, to evaluate the 
appropriate medical or surgical treatment or to evaluate the results of 
treatment.  For example, reevaluation may be appropriate, even when the 
evaluation was recent, in cases where the hearing loss, balance, or tinnitus 
may be progressive or fluctuating, the patient or caregiver complains of new 
symptoms, or treatment (such as medication or surgery) may have changed the 
patient’s audiological condition with or without awareness by the patient. 


 
Examples of appropriate reasons for ordering audiological diagnostic tests that could be 
covered include, but are not limited to: 
 







• Evaluation of suspected change in hearing, tinnitus, or balance; 
 
• Evaluation of the cause of disorders of hearing, tinnitus, or balance; 
 
• Determination of the effect of medication, surgery, or other treatment; 
 
• Reevaluation to follow-up changes in hearing, tinnitus, or balance that may be 


caused by established diagnoses that place the patient at probable risk for a 
change in status including, but not limited to:  otosclerosis, atelectatic tympanic 
membrane, tympanosclerosis, cholesteatoma, resolving middle ear infection, 
Meniére’s disease, sudden idiopathic sensorineural hearing loss, autoimmune 
inner ear disease, acoustic neuroma, demyelinating diseases, ototoxicity 
secondary to medications, or genetic vascular and viral conditions; 


 
• Failure of a screening test (although the screening test is not covered); 
 
• Diagnostic analysis of cochlear or brainstem implant and programming; and  
 
• Audiology diagnostic tests before and periodically after implantation of auditory 


prosthetic devices. 
 
If a physician refers a beneficiary to an audiologist for testing related to signs or 
symptoms associated with hearing loss, balance disorder, tinnitus, ear disease, or ear 
injury, the audiologist’s diagnostic testing services should be covered even if the only 
outcome is the prescription of a hearing aid. 
 
D.  Individuals Who Furnish Audiology Tests. 
 
1. Qualified Professionals.  See section 80.3.1 of this chapter for the qualifications of 
audiologists.  See section 80.6 of this chapter for the qualifications of physicians and 
NPPs who may furnish diagnostic tests. 
 
2.  Qualified Technicians or Other Qualified Staff.   References to technicians in this 
section include other qualified clinical staff.  The qualifications for technicians vary 
locally and may also depend on the type of test, the patient, and the level of participation 
of the physician who is directly supervising the test.  Therefore, an individual must meet 
qualifications appropriate to the service furnished as determined by the MAC to whom 
the claim is billed.  If it is necessary to determine whether the individual who furnished 
the labor for appropriate audiology services is qualified, MACs may request verification 
of any relevant education and training that has been completed by the technician, which 
shall be available in the records of the clinic or facility. 
 
Depending on the qualifications determined by the MAC, individuals who are also 
hearing instrument specialists, students of audiology, or other health care professionals 
may furnish the labor for appropriate audiology services under direct physician 







supervision when these services are billed by physicians or hospital outpatient 
departments. 
 
E.  Documentation for Audiology Services. 
 
1.  Documentation for Orders (Reasons for Tests). 
 
The reason for the test should be documented either on the order, on the audiological 
evaluation report, or in the patient’s medical record.  (See subsection C. of this section 
concerning reasons for tests.) 
 
2.  Documenting skilled services.  When the medical record is subject to medical review, 
it is necessary that the record contains sufficient information so that the MAC may 
determine that the service qualifies for payment.  For example, documentation should 
indicate that the test was ordered, that the reason for the test results in coverage, and that 
the test was furnished to the patient by a qualified individual. 
 
Records that support the appropriate provision of an audiological diagnostic test shall be 
made available to the MAC on request. 
 
F.  Audiological Treatment. 
 
There is no provision in the law for Medicare to pay audiologists for therapeutic services.  
For example, vestibular treatment, auditory rehabilitation treatment, auditory processing 
treatment, and canalith repositioning, while they are generally within the scope of 
practice of audiologists, are not those hearing and balance assessment services that are 
defined as audiology services in 1861(ll)(3) of the Social Security Act and, therefore, 
shall not be billed by audiologists to Medicare.  Services for the purpose of hearing aid 
evaluation and fitting are not covered regardless of how they are billed.  Services 
identified as “always” therapy in Pub. 100-04, chapter 5, section 20 may not be billed by 
hospitals, physicians, NPPs, or audiologists when provided by audiologists.  (See also 
Pub. 100-04, chapter 12, section 30.3.) 
 
Treatment related to hearing may be covered under the speech-language pathology 
benefit when the services are provided by speech-language pathologists.  Treatment 
related to balance (e.g., services described by “always therapy” codes 97001-97004, 
97110, 97112, 97116, and 97750) may be covered under the physical therapy or 
occupational therapy benefit when the services are provided by therapists or their 
assistants, where appropriate.  Covered therapy services incident to a physician’s service 
must conform to policies in sections 60, 220, and 230 of this chapter.  Audiological 
treatment provided under the benefits for physical therapy and speech-language 
pathology services may also be personally provided and billed by physicians and NPPs 
when the services are within their scope of practice and consistent with State and local 
laws. 
 







For example, aural rehabilitation and signed communication training may be payable 
according to the benefit for speech-language pathology services or as speech-language 
pathology services incident to a physician’s or NPP’s service.  Treatment for balance 
disorders may be payable according to the benefit for physical therapy services or as a 
physical therapy service incident to the services of a physician or NPP.  See the policies 
in this chapter, sections 220 and 230, for details. 
 
G.  Assignment. 
 
Nonhospital entities billing for the audiologist’s services may accept assignment under 
the usual procedure or, if not accepting assignment, may charge the patient and submit a 
nonassigned claim on their behalf. 
 
H.  Opt Out and Mandatory Claims Submissions. 
 
The opt out law does not define “physician” or “practitioner” to include audiologists; 
therefore, they may not opt out of Medicare and provide services under private contracts.  
See section 40.4 of this chapter for details. 
 
When a physician or supplier furnishes a service that is covered by Medicare, then it is 
subject to the mandatory claim submission provisions of section 1848(g)(4) of the Social 
Security Act.  Therefore, if an audiologist charges or attempts to charge a beneficiary any 
remuneration for a service that is covered by Medicare, then the audiologist must submit 
a claim to Medicare. 
 
I.  Non-Audiology Services Furnished by Audiologists. 
 
Audiologists may be qualified to furnish all or part of some diagnostic tests or treatments 
that are not defined as audiology services under the MPFS, such as non-auditory evoked 
potentials or cerumen removal.  Audiologists may not bill Medicare for services that are 
not audiology services according to Medicare’s definition (see list 
at:  www.cms.gov/therapyservices).  However, the labor for the Technical Component 
(TC) of certain other diagnostic tests or treatment services may qualify to be billed when 
furnished by audiologists under physician supervision when all the appropriate policies 
are followed. 
 
When furnishing services that are not on the Medicare list of audiology services, the 
audiologist may or may not be working within the scope of practice of an audiologist 
according to State law.  The audiologist furnishing the service must have the 
qualifications that are ordinarily required of any person providing that service.  Consult 
the following policies for details: 
 


• Policies for physical therapy, occupational therapy, and speech-language 
pathology services are in sections 220 and 230 of this chapter and in Pub. 100-04, 
chapter 5, sections 10 and 20. 
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• Policies for services furnished incident to physicians’ services in the physician’s 
office are in section 60 of this chapter. 


 
• Policies for therapeutic services furnished incident to physicians’ services in the 


hospital outpatient setting are in chapter 6, section 20.5, of this manual. 
 


• Policies for diagnostic tests in the physician’s office are in section 80 of this 
chapter. 


 
• Policies for diagnostic tests furnished in the hospital outpatient setting are in 


chapter 6, section 20.4, of this manual. 
 
Therapeutic or treatment services that are not audiology services and are not “always” 
therapy (according to the policy in Pub.100-04, chapter 5, section 20) and are furnished 
by audiologists may be billed incident to the services of a physician when all other 
appropriate requirements are met. 
 
In addition, the TC or facility services for diagnostic tests that are not audiology services 
may be billed by physicians or hospital outpatient departments when provided by qualified 
personnel (who may be audiologists), and physicians and hospital outpatient departments 
may bill for these diagnostic tests when provided by those qualified personnel under the 
specified level of physician supervision for the diagnostic test. 
 
80.3.1 - Definition of Qualified Audiologist 
(Rev. 84; Issued:  02-29-08; Effective:  04-01-08; Implementation:  04-07-08) 
 
Audiological tests require the skills of an audiologist and shall be furnished by qualified 
audiologists, or, in States where it is allowed by State and local laws, by a physician or 
non-physician practitioner.  Medicare is not authorized to pay for these services when 
performed by audiological aides, assistants, technicians, or others who do not meet the 
qualifications below.  In cases where it is not clear, the MAC shall determine whether a 
service is an audiological service that requires the skills of an audiologist and whether the 
qualifications for an audiologist have been met. 
 
Section 1861(ll)(3) of the Act, provides that a qualified audiologist is an individual with a 
master’s or doctoral degree in audiology.  Therefore, a Doctor of Audiology (AuD) 4th 
year student with a provisional license from a State does not qualify unless he or she also 
holds a master’s or doctoral degree in audiology.  In addition, a qualified audiologist is an 
individual who: 
 


• Is licensed as an audiologist by the State in which the individual furnishes such 
services, or 


 
• In the case of an individual who furnishes services in a State which does not 


license audiologists has: 
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o Successfully completed 350 clock hours of supervised clinical practicum 
(or is in the process of accumulating such supervised clinical experience), 
and 


 
ο Performed not less than 9 months of supervised full-time audiology 


services after obtaining a master’s or doctoral degree in audiology or a 
related field, and 


 
ο Successfully completed a national examination in audiology approved by 


the Secretary. 
 
If it is necessary to determine whether a particular audiologist is qualified under the 
above definition, the A/B MAC (B) should check references.  A/B MACs (B) in States 
that have statutory licensure or certification should secure from the appropriate State 
agency a current listing of audiologists holding the required credentials.  Additional 
references for determining an audiologist’s professional qualifications are the national 
directory published annually by the American Speech-Language-Hearing Association and 
records and directories, which may be available from the State Licensing Authority. 
 
80.4 - Coverage of Portable X-Ray Services Not Under the Direct 
Supervision of a Physician 
(Rev. 1, 10-01-03) 
B3-2070.4 
 
80.4.1 - Diagnostic X-Ray Tests 
(Rev. 1, 10-01-03) 
B3-2070.4.A 
 
Diagnostic x-ray services furnished by a portable x-ray supplier are covered under Part B 
when furnished in a place or residence used as the patient’s home and in nonparticipating 
institutions.  These services must be performed under the general supervision of a 
physician, the supplier must meet FDA certification requirements, and certain conditions 
relating to health and safety (as prescribed by the Secretary) must be met. 
 
Diagnostic portable x-ray services are also covered under Part B when provided in 
participating SNFs and hospitals, under circumstances in which they cannot be covered 
under hospital insurance, i.e., the services are not furnished by the participating 
institution either directly or under arrangements that provide for the institution to bill for 
the services.  (See §250 for Part B services furnished to inpatients of participating and 
nonparticipating institutions.) 
 
80.4.2 - Applicability of Health and Safety Standards 
(Rev. 1, 10-01-03) 
B3-2070.4.B 
 







The health and safety standards apply to all suppliers of portable x-ray services, except 
physicians who provide immediate personal supervision during the administration of 
diagnostic x-ray services.  Payment is made only for services of approved suppliers who 
have been found to meet the standards.  Notice of the coverage dates for services of 
approved suppliers are given to A/B MACs (B) by the RO. 
 
When the services of a supplier of portable x-ray services no longer meet the conditions 
of coverage, physicians having an interest in the supplier’s certification status must be 
notified.  The notification action regarding suppliers of portable x-ray equipment is the 
same as required for decertification of independent laboratories, and the procedures 
explained in §80.1.3 are followed. 
 
80.4.3 - Scope of Portable X-Ray Benefit 
(Rev. 71, Issued: 05-25-07, Effective: N/A; Implementation: July 2, 2007) 
 
In order to avoid payment for services, which are inadequate or hazardous to the patient, 
the scope of the covered portable x-ray benefit is defined as: 
 


• Skeletal films involving the extremities, pelvis, vertebral column, or skull; 
 
• Chest films which do not involve the use of contrast media (except routine 


screening procedures and tests in connection with routine physical examinations); 
 
• Abdominal films which do not involve the use of contrast media; and 
 
• Diagnostic mammograms if the approved portable x-ray supplier, as defined in 42 


CFR part 486, subpart C, meets the certification requirements of section 354 of 
the Public Health Services Act, as implemented by 21 CFR part 900, subpart B. 


 
80.4.4 - Exclusions From Coverage as Portable X-Ray Services 
(Rev. 1, 10-01-03) 
B3-2070.4.D 
 
Procedures and examinations which are not covered under the portable x-ray provision 
include the following: 
 


• Procedures involving fluoroscopy; 
 
• Procedures involving the use of contrast media; 
 
• Procedures requiring the administration of a substance to the patient or injection 


of a substance into the patient and/or special manipulation of the patient; 
 
• Procedures which require special medical skill or knowledge possessed by a 


doctor of medicine or doctor of osteopathy or which require that medical 
judgment be exercised; 







 
• Procedures requiring special technical competency and/or special equipment or 


materials; 
 
• Routine screening procedures; and 
 
• Procedures which are not of a diagnostic nature. 
 


80.4.5 - Electrocardiograms 
(Rev. 1, 10-01-03) 
B3-2070.4.F 
 
The taking of an electrocardiogram tracing by an approved supplier of portable x-ray 
services may be covered as an “other diagnostic test.”  The health and safety standards 
referred to in §80.4.2 are applicable to such diagnostic EKG services, e.g., the technician 
must meet the personnel qualification requirements in the conditions for coverage of 
portable x-ray services. 
 
80.5 - Bone Mass Measurements (BMMs) 
(Rev.70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
80.5.1 - Background 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
On June 24, 1998, CMS published an Interim Final Rule with Comment Period (IFC) in 
the Federal Register entitled "Medicare Coverage of and Payment for Bone Mass 
Measurements."  This IFC implemented section 4106 of the Balanced Budget Act of 
1997 by establishing conditions for coverage and frequency standards thereby providing 
uniform coverage under Medicare Part B.  It was effective July1, 1998. 
 
On December 1, 2006, CMS published the CY 2007 Physician Fee Schedule final rule.  
This rule implemented several changes effective January 1, 2007, which are reflected 
below. 
 
80.5.2 - Authority 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
Definitions can be found in sections 1861(s)(15) and (rr)(1) of the Social Security Act 
(the Act).  Conditions for coverage and frequency standards can be found in 42 CFR 
410.31.  Denials as not reasonable and necessary can be found at §1862(a)(1)(A) of the 
Act, 42 CFR 410.31(e), and 42 CFR 411.15(k). 
 
80.5.3 - Definition 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 







BMM means a radiologic, radioisotopic, or other procedure that meets all of the 
following conditions: 


 
• Is performed to identify bone mass, detect bone loss, or determine bone 


quality. 
 
• Is performed with either a bone densitometer (other than single-photon or 


dual-photon absorptiometry) or a bone sonometer system that has been cleared 
for marketing for BMM by the Food and Drug Administration (FDA) under 
21 CFR part 807, or approved for marketing under 21 CFR part 814. 


 
• Includes a physician’s interpretation of the results. 


 
80.5.4 - Conditions for Coverage 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
Medicare covers BMM under the following conditions: 
 
1. Is ordered by the physician or qualified nonphysician practitioner who is treating the 


beneficiary following an evaluation of the need for a BMM and determination of the 
appropriate BMM to be used. 


 
A physician or qualified nonphysician practitioner treating the beneficiary for 
purposes of this provision is one who furnishes a consultation or treats a beneficiary 
for a specific medical problem, and who uses the results in the management of the 
patient.  For the purposes of the BMM benefit, qualified nonphysician practitioners 
include physician assistants, nurse practitioners, clinical nurse specialists, and 
certified nurse midwives. 


 
2. Is performed under the appropriate level of physician supervision as defined in 42 


CFR 410.32(b). 
 
3. Is reasonable and necessary for diagnosing and treating the condition of a beneficiary 


who meets the conditions described in §80.5.6. 
 
4. In the case of an individual being monitored to assess the response to or efficacy of an 


FDA-approved osteoporosis drug therapy, is performed with a dual-energy x-ray 
absorptiometry system (axial skeleton). 


 
5. In the case of any individual who meets the conditions of 80.5.6 and who has a 


confirmatory BMM, is performed by a dual-energy x-ray absorptiometry system 
(axial skeleton) if the initial BMM was not performed by a dual-energy x-ray 
absorptiometry system (axial skeleton).  A confirmatory baseline BMM is not 
covered if the initial BMM was performed by a dual-energy x-ray absorptiometry 
system (axial skeleton). 


 







80.5.5 - Frequency Standards 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
Medicare pays for a screening BMM once every 2 years (at least 23 months have passed 
since the month the last covered BMM was performed). 
 
When medically necessary, Medicare may pay for more frequent BMMs.  Examples 
include, but are not limited to, the following medical circumstances: 
 


• Monitoring beneficiaries on long-term glucocorticoid (steroid) therapy of 
more than 3 months. 


 
• Confirming baseline BMMs to permit monitoring of beneficiaries in the 


future. 
 
80.5.6 - Beneficiaries Who May be Covered 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
To be covered, a beneficiary must meet at least one of the five conditions listed below: 
 
1. A woman who has been determined by the physician or qualified nonphysician 


practitioner treating her to be estrogen-deficient and at clinical risk for osteoporosis, 
based on her medical history and other findings. 


 
NOTE: Since not every woman who has been prescribed estrogen replacement 
therapy (ERT) may be receiving an “adequate” dose of the therapy, the fact that a 
woman is receiving ERT should not preclude her treating physician or other qualified 
treating nonphysician practitioner from ordering a bone mass measurement for her.  If 
a BMM is ordered for a woman following a careful evaluation of her medical need, 
however, it is expected that the ordering treating physician (or other qualified treating 
nonphysician practitioner) will document in her medical record why he or she 
believes that the woman is estrogen-deficient and at clinical risk for osteoporosis. 


 
2. An individual with vertebral abnormalities as demonstrated by an x-ray to be 


indicative of osteoporosis, osteopenia, or vertebral fracture. 
 
3. An individual receiving (or expecting to receive) glucocorticoid (steroid) therapy 


equivalent to an average of 5.0 mg of prednisone, or greater, per day, for more than 3 
months. 


 
4. An individual with primary hyperparathyroidism. 


 
5. An individual being monitored to assess the response to or efficacy of an FDA-


approved osteoporosis drug therapy. 
 
80.5.7 - Noncovered BMMs 







(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
The following BMMs are noncovered under Medicare because they are not considered 
reasonable and necessary under section 1862(a)(1)(A) of the Act. 
 


• Single photon absorptiometry (effective January 1, 2007). 
• Dual photon absorptiometry (established in 1983). 


 
80.5.8 - Claims Processing 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
For instructions concerning payment methodology, HCPCS coding, and Medicare 
summary notice and remittance advice messages, see chapter 13, section 140 of Pub. 100-
04, Medicare Claims Processing Manual. 
 
80.5.9 - National Coverage Determinations (NCDs) 
(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementation: 07-02-07) 
 
In addition to these conditions for coverage, CMS may determine through the NCD 
process that additional BMM systems are reasonable and necessary under section 
1862(a)(1) of the Act for monitoring and confirming baseline BMMs. 
 
80.6 - Requirements for Ordering and Following Orders for Diagnostic 
Tests 
(Rev. 80; Issued:  01-11-08; Effective:  01-01-03; Implementation:  11-19-07) 
 
The following sections provide instructions about ordering diagnostic tests and for 
complying with such orders for Medicare payment. 
 
NOTE:  Unless specified, these sections are not applicable in a hospital setting. 
 
80.6.1 - Definitions 
(Rev. 94, Issued: 08-29-08, Effective: 01-01-03, Implementation: 09-30-08) 
 
Diagnostic Test 
 
A “diagnostic test” includes all diagnostic x-ray tests, all diagnostic laboratory tests, and 
other diagnostic tests furnished to a beneficiary. 
 
Treating Physician 
 
A “treating physician” is a physician, as defined in §1861(r) of the Social Security Act 
(the Act), who furnishes a consultation or treats a beneficiary for a specific medical 
problem, and who uses the results of a diagnostic test in the management of the 
beneficiary’s specific medical problem. 
 







A radiologist performing a therapeutic interventional procedure is considered a treating 
physician.  A radiologist performing a diagnostic interventional or diagnostic procedure 
is not considered a treating physician. 
 
Treating Practitioner 
 
A “treating practitioner” is a nurse practitioner, clinical nurse specialist, or physician 
assistant, as defined in §1861(s)(2)(K) of the Act, who furnishes, pursuant to State law, a 
consultation or treats a beneficiary for a specific medical problem, and who uses the 
result of a diagnostic test in the management of the beneficiary’s specific medical 
problem. 
 
Testing Facility 
 
A “testing facility” is a Medicare provider or supplier that furnishes diagnostic tests.  A 
testing facility may include a physician or a group of physicians (e.g., radiologist, 
pathologist), a laboratory, or an independent diagnostic testing facility (IDTF). 
 
Order 
 
An “order” is a communication from the treating physician/practitioner requesting that a 
diagnostic test be performed for a beneficiary.  The order may conditionally request an 
additional diagnostic test for a particular beneficiary if the result of the initial diagnostic 
test ordered yields to a certain value determined by the treating physician/practitioner 
(e.g., if test X is negative, then perform test Y).  An order may be delivered via the 
following forms of communication: 
 


• A written document signed by the treating physician/practitioner, which is hand-
delivered, mailed, or faxed to the testing facility; NOTE:  No signature is 
required on orders for clinical diagnostic tests paid on the basis of the clinical 
laboratory fee schedule, the physician fee schedule, or for physician pathology 
services; 


 
• A telephone call by the treating physician/practitioner or his/her office to the 


testing facility; and 
 
• An electronic mail by the treating physician/practitioner or his/her office to the 


testing facility. 
 
If the order is communicated via telephone, both the treating physician/practitioner or 
his/her office, and the testing facility must document the telephone call in their respective 
copies of the beneficiary’s medical records.  While a physician order is not required to be 
signed, the physician must clearly document, in the medical record, his or her intent that 
the test be performed. 
 







80.6.2 - Interpreting Physician Determines a Different Diagnostic Test is 
Appropriate 
(Rev. 80; Issued:  01-11-08; Effective:  01-01-03; Implementation:  11-19-07) 
 
When an interpreting physician, e.g., radiologist, cardiologist, family practitioner, general 
internist, neurologist, obstetrician, gynecologist, ophthalmologist, thoracic surgeon, 
vascular surgeon, at a testing facility determines that an ordered diagnostic radiology test 
is clinically inappropriate or suboptimal, and that a different diagnostic test should be 
performed (e.g., an MRI should be performed instead of a CT scan because of the clinical 
indication), the interpreting physician/testing facility may not perform the unordered test 
until a new order from the treating physician/practitioner has been received.  Similarly, if 
the result of an ordered diagnostic test is normal and the interpreting physician believes 
that another diagnostic test should be performed (e.g., a renal sonogram was normal and 
based on the clinical indication, the interpreting physician believes an MRI will reveal the 
diagnosis), an order from the treating physician must be received prior to performing the 
unordered diagnostic test. 
 
80.6.3 - Rules for Testing Facility to Furnish Additional Tests 
(Rev. 80; Issued:  01-11-08; Effective:  01-01-03; Implementation:  11-19-07) 
 
If the testing facility cannot reach the treating physician/practitioner to change the order 
or obtain a new order and documents this in the medical record, then the testing facility 
may furnish the additional diagnostic test if all of the following criteria apply: 
 


• The testing center performs the diagnostic test ordered by the treating 
physician/practitioner; 


 
• The interpreting physician at the testing facility determines and documents that, 


because of the abnormal result of the diagnostic test performed, an additional 
diagnostic test is medically necessary; 


 
• Delaying the performance of the additional diagnostic test would have an adverse 


effect on the care of the beneficiary; 
 
• The result of the test is communicated to and is used by the treating 


physician/practitioner in the treatment of the beneficiary; and 
 
• The interpreting physician at the testing facility documents in his/her report why 


additional testing was done. 
 


EXAMPLE: 
 
The last cut of an abdominal CT scan with contrast shows a mass requiring a pelvic CT 
scan to further delineate the mass; (b) a bone scan reveals a lesion on the femur requiring 
plain films to make a diagnosis. 
 







80.6.4 - Rules for Testing Facility Interpreting Physician to Furnish 
Different or Additional Tests 
(Rev. 80; Issued:  01-11-08; Effective:  01-01-03; Implementation:  11-19-07) 
 
The following applies to an interpreting physician of a testing facility who furnishes a 
diagnostic test to a beneficiary who is not a hospital inpatient or outpatient.  The 
interpreting physician must document accordingly in his/her report to the treating 
physician/practitioner. 
 
Test Design 
 
Unless specified in the order, the interpreting physician may determine, without notifying 
the treating physician/practitioner, the parameters of the diagnostic test (e.g., number of 
radiographic views obtained, thickness of tomographic sections acquired, use or non-use 
of contrast media). 
 
Clear Error 
 
The interpreting physician may modify, without notifying the treating 
physician/practitioner, an order with clear and obvious errors that would be apparent to a 
reasonable layperson, such as the patient receiving the test (e.g., x-ray of wrong foot 
ordered). 
 
Patient Condition 
 
The interpreting physician may cancel, without notifying the treating physician/ 
practitioner, an order because the beneficiary’s physical condition at the time of 
diagnostic testing will not permit performance of the test (e.g., a barium enema cannot be 
performed because of residual stool in colon on scout KUB; 170.5PA/LAT of the chest 
cannot be performed because the patient is unable to stand).  When an ordered diagnostic 
test is cancelled, any medically necessary preliminary or scout testing performed is 
payable. 
 
80.6.5 - Surgical/Cytopathology Exception 
(Rev. 80; Issued:  01-11-08; Effective:  01-01-03; Implementation:  11-19-07) 
 
This exception applies to an independent laboratory’s pathologist or a hospital 
pathologist who furnishes a pathology service to a beneficiary who is not a hospital 
inpatient or outpatient, and where the treating physician/practitioner does not specifically 
request additional tests the pathologist may need to perform.  When a surgical or 
cytopathology specimen is sent to the pathology laboratory, it typically comes in a 
labeled container with a requisition form that reveals the patient demographics, the name 
of the physician/practitioner, and a clinical impression and/or brief history.  There is no 
specific order from the surgeon or the treating physician/practitioner for a certain type of 
pathology service.  While the pathologist will generally perform some type of 
examination or interpretation on the cells or tissue, there may be additional tests, such as 







special stains, that the pathologist may need to perform, even though they have not been 
specifically requested by the treating physician/practitioner.  The pathologist may 
perform such additional tests under the following circumstances: 
 


• These services are medically necessary so that a complete and accurate 
diagnosis can be reported to the treating physician/practitioner; 


 
• The results of the tests are communicated to and are used by the treating 


physician/practitioner in the treatment of the beneficiary; and 
 
• The pathologist documents in his/her report why additional testing was done. 


 
EXAMPLE: 
 
A lung biopsy is sent by the surgeon to the pathology department, and the pathologist 
finds a granuloma which is suspicious for tuberculosis.  The pathologist cultures the 
granuloma, sends it to bacteriology, and requests smears for acid fast bacilli 
(tuberculosis).  The pathologist is expected to determine the need for these studies so that 
the surgical pathology examination and interpretation can be completed and the definitive 
diagnosis reported to the treating physician for use in treating the beneficiary. 
 
90 - X-Ray, Radium, and Radioactive Isotope Therapy 
(Rev. 1, 10-01-03) 
B3-2075 
 
These services also include materials and services of technicians. 
 
X-ray, radium, and radioactive isotope therapy furnished in a nonprovider facility require 
direct personal supervision of a physician.  The physician need not be in the same room, 
but must be in the area and immediately available to provide assistance and direction 
throughout the time the procedure is being performed.  This level of physician 
involvement does not represent a physician’s service and cannot be billed as a Part B 
service.  The physician would have to furnish a reasonable and necessary professional 
service as defined in §§30 of this chapter, in order for the physician’s activity to be 
covered. 
 
However, effective for radiation therapy services furnished on or after April 1, 1989, 
radiologists’ weekly treatment management services are covered. 
 
A separate charge for the services of a physicist is not recognized unless such services are 
covered under the “incident to” provision (§60.1 of this chapter) or the services are 
included as part of a technical component service billed by a freestanding radiation 
therapy center.  The incident to provision may also be extended to include all necessary 
and appropriate services supplied by a radiation physicist assisting a radiologist when the 
physicist is in the physician’s employ and working under his or her direct supervision. 
 







100 - Surgical Dressings, Splints, Casts, and Other Devices Used for 
Reductions of Fractures and Dislocations 
(Rev. 1, 10-01-03) 
B3-2079, A3-3110.3, HO-228.3,  
 
Surgical dressings are limited to primary and secondary dressings required for the 
treatment of a wound caused by, or treated by, a surgical procedure that has been 
performed by a physician or other health care professional to the extent permissible under 
State law.  In addition, surgical dressings required after debridement of a wound are also 
covered, irrespective of the type of debridement, as long as the debridement was 
reasonable and necessary and was performed by a health care professional acting within 
the scope of his/her legal authority when performing this function.  Surgical dressings are 
covered for as long as they are medically necessary. 
 
Primary dressings are therapeutic or protective coverings applied directly to wounds or 
lesions either on the skin or caused by an opening to the skin.  Secondary dressing 
materials that serve a therapeutic or protective function and that are needed to secure a 
primary dressing are also covered.  Items such as adhesive tape, roll gauze, bandages, and 
disposable compression material are examples of secondary dressings.  Elastic stockings, 
support hose, foot coverings, leotards, knee supports, surgical leggings, gauntlets, and 
pressure garments for the arms and hands are examples of items that are not ordinarily 
covered as surgical dressings.  Some items, such as transparent film, may be used as a 
primary or secondary dressing. 
 
If a physician, certified nurse midwife, physician assistant, nurse practitioner, or clinical 
nurse specialist applies surgical dressings as part of a professional service that is billed to 
Medicare, the surgical dressings are considered incident to the professional services of 
the health care practitioner.  (See §§60.1, 180, 190, 200, and 210.)  When surgical 
dressings are not covered incident to the services of a health care practitioner and are 
obtained by the patient from a supplier (e.g., a drugstore, physician, or other health care 
practitioner that qualifies as a supplier) on an order from a physician or other health care 
professional authorized under State law or regulation to make such an order, the surgical 
dressings are covered separately under Part B. 
 
Splints and casts, and other devices used for reductions of fractures and dislocations are 
covered under Part B of Medicare.  This includes dental splints. 
 
110 - Durable Medical Equipment - General 
(Rev. 1, 10-01-03) 
B3-2100, A3-3113, HO-235, HHA-220 
 
Expenses incurred by a beneficiary for the rental or purchases of durable medical 
equipment (DME) are reimbursable if the following three requirements are met: 
 


• The equipment meets the definition of DME (§110.1); 
 







• The equipment is necessary and reasonable for the treatment of the patient’s 
illness or injury or to improve the functioning of his or her malformed body 
member (§110.1); and 


 
• The equipment is used in the patient’s home. 
 


The decision whether to rent or purchase an item of equipment generally resides with the 
beneficiary, but the decision on how to pay rests with CMS.  For some DME, program 
payment policy calls for lump sum payments and in others for periodic payment.  Where 
covered DME is furnished to a beneficiary by a supplier of services other than a provider 
of services, the DME MAC makes the reimbursement.  If a provider of services furnishes 
the equipment, the A/B MAC (A) or (HHH) makes the reimbursement.  The payment 
method is identified in the annual fee schedule update furnished by CMS. 
 
The CMS issues quarterly updates to a fee schedule file that contains rates by HCPCS 
code and also identifies the classification of the HCPCS code within the following 
categories. 
 


Category Code Definition 


IN Inexpensive and Other Routinely Purchased Items 


FS Frequently Serviced Items 


CR Capped Rental Items 


OX Oxygen and Oxygen Equipment 


OS Ostomy, Tracheostomy & Urological Items 


SD Surgical Dressings 


PO Prosthetics & Orthotics 


SU Supplies 


TE Transcutaneous Electrical Nerve Stimulators 
 
The A/B MACs (A), (B), and (HHH), and DME MACs, where appropriate, use the CMS 
files to determine payment rules.  See the Medicare Claims Processing Manual, Chapter 
20, “Durable Medical Equipment, Surgical Dressings and Casts, Orthotics and Artificial 
Limbs, and Prosthetic Devices,” for a detailed description of payment rules for each 
classification. 
 
Payment may also be made for repairs, maintenance, and delivery of equipment and for 
expendable and nonreusable items essential to the effective use of the equipment subject 
to the conditions in §110.2. 







 
See the Medicare Benefit Policy Manual, Chapter 11, “End Stage Renal Disease,” for 
hemodialysis equipment and supplies. 
 
110.1 - Definition of Durable Medical Equipment 
(Rev. 228, Issued: 10-13-16, Effective: 10-18-16, Implementation: 10-18-16) 
 
Durable medical equipment is equipment which: 
 


• Can withstand repeated use; 
 
• Is primarily and customarily used to serve a medical purpose; 
 
• Generally is not useful to a person in the absence of an illness or injury; and  
 
• Is appropriate for use in the home. 
 


All requirements of the definition must be met before an item can be considered to be 
durable medical equipment. 
 
The following describes the underlying policies for determining whether an item meets 
the definition of DME and may be covered. 
 
A.  Durability 
 
An item is considered durable if it can withstand repeated use, i.e., the type of item that 
could normally be rented.  Medical supplies of an expendable nature, such as incontinent 
pads, lambs wool pads, catheters, ace bandages, elastic stockings, surgical facemasks, 
irrigating kits, sheets, and bags are not considered “durable” within the meaning of the 
definition.  There are other items that, although durable in nature, may fall into other 
coverage categories such as supplies, braces, prosthetic devices, artificial arms, legs, and 
eyes. 
 
B.  Medical Equipment 
 
Medical equipment is equipment primarily and customarily used for medical purposes 
and is not generally useful in the absence of illness or injury.  In most instances, no 
development will be needed to determine whether a specific item of equipment is medical 
in nature.  However, some cases will require development to determine whether the item 
constitutes medical equipment.  This development would include the advice of local 
medical organizations (hospitals, medical schools, medical societies) and specialists in 
the field of physical medicine and rehabilitation.  If the equipment is new on the market, 
it may be necessary, prior to seeking professional advice, to obtain information from the 
supplier or manufacturer explaining the design, purpose, effectiveness and method of 
using the equipment in the home as well as the results of any tests or clinical studies that 
have been conducted. 







 
1.  Equipment Presumptively Medical 
 
Items such as hospital beds, wheelchairs, hemodialysis equipment, iron lungs, respirators, 
intermittent positive pressure breathing machines, medical regulators, oxygen tents, 
crutches, canes, trapeze bars, walkers, inhalators, nebulizers, commodes, suction 
machines, and traction equipment presumptively constitute medical equipment.  
(Although hemodialysis equipment is covered as a prosthetic device (§120), it also meets 
the definition of DME, and reimbursement for the rental or purchase of such equipment 
for use in the beneficiary’s home will be made only under the provisions for payment 
applicable to DME.  See the Medicare Benefit Policy Manual, Chapter 11, “End Stage 
Renal Disease,” §30.1, for coverage of home use of hemodialysis.)  NOTE: There is a 
wide variety in types of respirators and suction machines.  The DME MACs medical staff 
should determine whether the apparatus specified in the claim is appropriate for home 
use. 
 
2.  Equipment Presumptively Nonmedical 
 
Equipment which is primarily and customarily used for a nonmedical purpose may not be 
considered “medical” equipment for which payment can be made under the medical 
insurance program.  This is true even though the item has some remote medically related 
use.  For example, in the case of a cardiac patient, an air conditioner might possibly be 
used to lower room temperature to reduce fluid loss in the patient and to restore an 
environment conducive to maintenance of the proper fluid balance.  Nevertheless, 
because the primary and customary use of an air conditioner is a nonmedical one, the air 
conditioner cannot be deemed to be medical equipment for which payment can be made. 
 
Other devices and equipment used for environmental control or to enhance the 
environmental setting in which the beneficiary is placed are not considered covered 
DME.  These include, for example, room heaters, humidifiers, dehumidifiers, and electric 
air cleaners.  Equipment which basically serves comfort or convenience functions or is 
primarily for the convenience of a person caring for the patient, such as elevators, 
stairway elevators, and posture chairs, do not constitute medical equipment.  Similarly, 
physical fitness equipment (such as an exercycle), first-aid or precautionary-type 
equipment (such as preset portable oxygen units), self-help devices (such as safety grab 
bars), and training equipment (such as Braille training texts) are considered nonmedical 
in nature. 
 
3.  Special Exception Items 
 
Specified items of equipment may be covered under certain conditions even though they 
do not meet the definition of DME because they are not primarily and customarily used 
to serve a medical purpose and/or are generally useful in the absence of illness or injury.  
These items would be covered when it is clearly established that they serve a therapeutic 
purpose in an individual case and would include: 
 







a. Gel pads and pressure and water mattresses (which generally serve a 
preventive purpose) when prescribed for a patient who had bed sores or 
there is medical evidence indicating that they are highly susceptible to 
such ulceration; and 


 
b. Heat lamps for a medical rather than a soothing or cosmetic purpose, e.g., 


where the need for heat therapy has been established. 
 


In establishing medical necessity for the above items, the evidence must show that the 
item is included in the physician’s course of treatment and a physician is supervising its 
use. 
 
NOTE:  The above items represent special exceptions and no extension of coverage to 
other items should be inferred. 
 
C.  Necessary and Reasonable 
 
Although an item may be classified as DME, it may not be covered in every instance.  
Coverage in a particular case is subject to the requirement that the equipment be 
necessary and reasonable for treatment of an illness or injury, or to improve the 
functioning of a malformed body member.  These considerations will bar payment for 
equipment which cannot reasonably be expected to perform a therapeutic function in an 
individual case or will permit only partial therapeutic function in an individual case or 
will permit only partial payment when the type of equipment furnished substantially 
exceeds that required for the treatment of the illness or injury involved. 
 
See the Medicare Claims Processing Manual, Chapter 1, “General Billing Requirements;” 
§60, regarding the rules for providing advance beneficiary notices (ABNs) that advise 
beneficiaries, before items or services actually are furnished, when Medicare is likely to 
deny payment for them.  ABNs allow beneficiaries to make an informed consumer 
decision about receiving items or services for which they may have to pay out-of-pocket 
and to be more active participants in their own health care treatment decisions. 
 
1.  Necessity for the Equipment 
 
Equipment is necessary when it can be expected to make a meaningful contribution to the 
treatment of the patient’s illness or injury or to the improvement of his or her malformed 
body member.  In most cases the physician’s prescription for the equipment and other 
medical information available to the DME MAC will be sufficient to establish that the 
equipment serves this purpose. 
 
2.  Reasonableness of the Equipment 
 
Even though an item of DME may serve a useful medical purpose, the DME MAC or 
A/B MAC (A) must also consider to what extent, if any, it would be reasonable for the 







Medicare program to pay for the item prescribed.  The following considerations should 
enter into the determination of reasonableness: 
 


1. Would the expense of the item to the program be clearly disproportionate to 
the therapeutic benefits which could ordinarily be derived from use of the 
equipment? 


 
2. Is the item substantially more costly than a medically appropriate and 


realistically feasible alternative pattern of care? 
 
3. Does the item serve essentially the same purpose as equipment already 


available to the beneficiary? 
 


3.  Payment Consistent With What is Necessary and Reasonable 
 
Where a claim is filed for equipment containing features of an aesthetic nature or features 
of a medical nature which are not required by the patient’s condition or where there exists 
a reasonably feasible and medically appropriate alternative pattern of care which is less 
costly than the equipment furnished, the amount payable is based on the rate for the 
equipment or alternative treatment which meets the patient’s medical needs. 
 
The acceptance of an assignment binds the supplier-assignee to accept the payment for 
the medically required equipment or service as the full charge and the supplier-assignee 
cannot charge the beneficiary the differential attributable to the equipment actually 
furnished. 
 
4.  Establishing the Period of Medical Necessity 
 
Generally, the period of time an item of durable medical equipment will be considered to 
be medically necessary is based on the physician’s estimate of the time that his or her 
patient will need the equipment.  See the Medicare Program Integrity Manual, Chapters 5 
and 6, for medical review guidelines. 
 
D.  Definition of a Beneficiary’s Home 
 
For purposes of rental and purchase of DME a beneficiary’s home may be his/her own 
dwelling, an apartment, a relative’s home, a home for the aged, or some other type of 
institution (such as an assisted living facility, or an intermediate care facility for 
individuals with intellectual disabilities (ICF/IID)).  However, an institution may not be 
considered a beneficiary’s home if it: 
 


• Meets at least the basic requirement in the definition of a hospital, i.e., it is 
primarily engaged in providing by or under the supervision of physicians, to 
inpatients, diagnostic and therapeutic services for medical diagnosis, treatment, 
and care of injured, disabled, and sick persons, or rehabilitation services for the 
rehabilitation of injured, disabled, or sick persons; or 







 
• Meets at least the basic requirement in the definition of a skilled nursing facility, 


i.e., it is primarily engaged in providing to inpatients skilled nursing care and 
related services for patients who require medical or nursing care, or rehabilitation 
services for the rehabilitation of injured, disabled, or sick persons. 


 
Thus, if an individual is a patient in an institution or distinct part of an institution which 
provides the services described in the bullets above, the individual is not entitled to have 
separate Part B payment made for rental or purchase of DME.  This is because such an 
institution may not be considered the individual’s home.  The same concept applies even 
if the patient resides in a bed or portion of the institution not certified for Medicare. 
 
If the patient is at home for part of a month and, for part of the same month is in an 
institution that cannot qualify as his or her home, or is outside the U.S., monthly 
payments may be made for the entire month.  Similarly, if DME is returned to the 
provider before the end of a payment month because the beneficiary died in that month or 
because the equipment became unnecessary in that month, payment may be made for the 
entire month. 
 
110.2 - Repairs, Maintenance, Replacement, and Delivery 
(Rev. 203, Issued: 02-13-15, Effective: 07-01-15, Implementation: 07-06-15) 
 
Under the circumstances specified below, payment may be made for repair, maintenance, 
and replacement of medically required DME, including equipment which had been in use 
before the user enrolled in Part B of the program.  However, do not pay for repair, 
maintenance, or replacement of equipment in the frequent and substantial servicing or 
oxygen equipment payment categories.  In addition, payments for repair and maintenance 
may not include payment for parts and labor covered under a manufacturer’s or supplier’s 
warranty. 
 
A.  Repairs 
 
To repair means to fix or mend and to put the equipment back in good condition after 
damage or wear.  Repairs to equipment which a beneficiary owns are covered when 
necessary to make the equipment serviceable.  However, do not pay for repair of 
previously denied equipment or equipment in the frequent and substantial servicing or 
oxygen equipment payment categories.  If the expense for repairs exceeds the estimated 
expense of purchasing or renting another item of equipment for the remaining period of 
medical need, no payment can be made for the amount of the excess.  (See subsection C 
where claims for repairs suggest malicious damage or culpable neglect.) 
 
Since renters of equipment recover from the rental charge the expenses they incur in 
maintaining in working order the equipment they rent out, separately itemized charges for 
repair of rented equipment are not covered.  This includes items in the frequent and 
substantial servicing, oxygen equipment, capped rental, and inexpensive or routinely 
purchased payment categories which are being rented. 







 
A new Certificate of Medical Necessity (CMN) and/or physician’s order is not needed for 
repairs. 
 
For replacement items, see Subsection C below. 
 
B.  Maintenance 
 
Routine periodic servicing, such as testing, cleaning, regulating, and checking of the 
beneficiary’s equipment, is not covered.  The owner is expected to perform such routine 
maintenance rather than a retailer or some other person who charges the beneficiary.  
Normally, purchasers of DME are given operating manuals which describe the type of 
servicing an owner may perform to properly maintain the equipment.  It is reasonable to 
expect that beneficiaries will perform this maintenance.  Thus, hiring a third party to do 
such work is for the convenience of the beneficiary and is not covered.  However, more 
extensive maintenance which, based on the manufacturers’ recommendations, is to be 
performed by authorized technicians, is covered as repairs for medically necessary 
equipment which a beneficiary owns.  This might include, for example, breaking down 
sealed components and performing tests which require specialized testing equipment not 
available to the beneficiary.  Do not pay for maintenance of purchased items that require 
frequent and substantial servicing or oxygen equipment. 
 
Since renters of equipment recover from the rental charge the expenses they incur in 
maintaining in working order the equipment they rent out, separately itemized charges for 
maintenance of rented equipment are generally not covered.  Payment may not be made 
for maintenance of rented equipment other than the maintenance and servicing fee 
established for capped rental items.  For capped rental items which have reached the 13-
month rental cap, contractors pay claims for maintenance and servicing fees after 6 
months have passed from the end of the final paid rental month or from the end of the 
period the item is no longer covered under the supplier’s or manufacturer’s warranty, 
whichever is later.  See the Medicare Claims Processing Manual, Chapter 20, “Durable 
Medical Equipment, Prosthetics and Orthotics, and Supplies (DMEPOS),” for additional 
instruction and an example. 
 
A new CMN and/or physician’s order is not needed for covered maintenance. 
 
In cases where one or more monthly rental payments have been made in accordance 
with 42 CFR 414.229 for a capped rental DME item, medical necessity for the equipment 
has been established.  In cases where one or more rental payments have been made for an 
item classified as capped rental DME, and the supplier transfers title to the equipment 
prior to the end of a 13 month period of continuous use per 42 CFR 414.230, Medicare 
payment can be made for reasonable and necessary maintenance and servicing of the 
beneficiary-owned DME.  Under the regulations at 42 CFR 414.210(e)(1), reasonable and 
necessary charges for maintenance and servicing are those made for parts and labor not 
otherwise covered under a manufacturer’s or supplier’s warranty.  Charges for routine 
maintenance and servicing would not be covered.  Charges for maintenance and servicing 
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that exceed the purchase price of the equipment (i.e., the capped rental monthly fee 
multiplied by 10) would not be reasonable and necessary and should be denied. 
 
C.  Replacement 
 
Replacement refers to the provision of an identical or nearly identical item.  Situations 
involving the provision of a different item because of a change in medical condition are 
not addressed in this section. 
 
Equipment which the beneficiary owns or is a capped rental item may be replaced in 
cases of loss or irreparable damage.  Irreparable damage refers to a specific accident or to 
a natural disaster (e.g., fire, flood).  A physician’s order and/or new Certificate of 
Medical Necessity (CMN), when required, is needed to reaffirm the medical necessity of 
the item. 
 
Irreparable wear refers to deterioration sustained from day-to-day usage over time and a 
specific event cannot be identified.  Replacement of equipment due to irreparable wear 
takes into consideration the reasonable useful lifetime of the equipment.  If the item of 
equipment has been in continuous use by the patient on either a rental or purchase basis 
for the equipment’s useful lifetime, the beneficiary may elect to obtain a new piece of 
equipment.  Replacement may be reimbursed when a new physician order and/or new 
CMN, when required, is needed to reaffirm the medical necessity of the item. 
 
The reasonable useful lifetime of durable medical equipment is determined through 
program instructions.  In the absence of program instructions, A/B MACS (B) may 
determine the reasonable useful lifetime of equipment, but in no case can it be less than 5 
years.  Computation of the useful lifetime is based on when the equipment is delivered to 
the beneficiary, not the age of the equipment.  Replacement due to wear is not covered 
during the reasonable useful lifetime of the equipment.  During the reasonable useful 
lifetime, Medicare does cover repair up to the cost of replacement (but not actual 
replacement) for medically necessary equipment owned by the beneficiary. (See 
subsection A.) 
 
Charges for the replacement of oxygen equipment, items that require frequent and 
substantial servicing or inexpensive or routinely purchased items which are being rented 
are not covered. 
 
Cases suggesting malicious damage, culpable neglect, or wrongful disposition of 
equipment should be investigated and denied where the DME MACs determines that it is 
unreasonable to make program payment under the circumstances.  DME MACs refer 
such cases to the program integrity specialist in the RO. 
 
D.  Delivery 
 
Payment for delivery of DME whether rented or purchased is generally included in the 
fee schedule allowance for the item.  See Pub. 100-04, Medicare Claims Processing 







Manual, Chapter 20, “Durable Medical Equipment, Prosthetics and Orthotics, and 
Supplies (DMEPOS),” for the rules that apply to making reimbursement for exceptional 
cases. 
 
110.3 - Coverage of Supplies and Accessories 
(Rev. 1, 10-01-03) 
B3-2100.5, A3-3113.4, HO-235.4, HHA-220.5 
 
Payment may be made for supplies, e.g., oxygen, that are necessary for the effective use 
of durable medical equipment.  Such supplies include those drugs and biologicals which 
must be put directly into the equipment in order to achieve the therapeutic benefit of the 
durable medical equipment or to assure the proper functioning of the equipment, e.g., 
tumor chemotherapy agents used with an infusion pump or heparin used with a home 
dialysis system.  However, the coverage of such drugs or biologicals does not preclude 
the need for a determination that the drug or biological itself is reasonable and necessary 
for treatment of the illness or injury or to improve the functioning of a malformed body 
member. 
 
In the case of prescription drugs, other than oxygen, used in conjunction with durable 
medical equipment, prosthetic, orthotics, and supplies (DMEPOS) or prosthetic devices, 
the entity that dispenses the drug must furnish it directly to the patient for whom a 
prescription is written.  The entity that dispenses the drugs must have a Medicare supplier 
number, must possess a current license to dispense prescription drugs in the State in 
which the drug is dispensed, and must bill and receive payment in its own name.  A 
supplier that is not the entity that dispenses the drugs cannot purchase the drugs used in 
conjunction with DME for resale to the beneficiary.  Reimbursement may be made for 
replacement of essential accessories such as hoses, tubes, mouthpieces, etc., for necessary 
DME, only if the beneficiary owns or is purchasing the equipment. 
 
110.4 - Miscellaneous Issues Included in the Coverage of Equipment 
(Rev. 1, 10-01-03) 
B3-2100.6, A3-3113.5, HO-235.5, HHA-220.6 
 
Payment can be made for the purchase of DME even though rental payments may have 
been made for prior months.  This could occur where, because of a change in his/her 
condition, the beneficiary feels that it would be to his/her advantage to purchase the 
equipment rather than to continue to rent it. 
 
A beneficiary may sell or otherwise dispose of equipment for which they have no further 
use, for example, because of recovery from the illness or injury that gave rise to the need 
for the equipment. (There is no authority for the program to repossess the equipment.)  If 
after such disposal there is again medical need for similar equipment, payment can be 
made for the rental or purchase of that equipment. 
 
However, where an arrangement is motivated solely by a desire to create artificial 
expenses to be met by the program and to realize a profit thereby, such expenses would 







not be covered under the program.  The resolution of questions involving the disposition 
and subsequent acquisition of durable medical equipment must be made on a case-by-
case basis. 
 
Cases where it appears that there has been an attempt to create an artificial expense and 
realize a profit thereby should be developed and when appropriate denied.  After 
adjudication the DME MAC would refer such cases to the program integrity specialist in 
the RO. 
 
When payments stop because the beneficiary’s condition has changed and the equipment 
is no longer medically necessary, the beneficiary is responsible for the remaining 
noncovered charges.  Similarly, when payments stop because the beneficiary dies, the 
beneficiary’s estate is responsible for the remaining noncovered charges. 
 
Contractors do not get involved in issues relating to ownership or title of property. 
 
110.5 - Incurred Expense Dates for Durable Medical Equipment 
(Rev. 1, 10-01-03) 
A3-3113.7.B, HO-235.7.B, B3-3011 
 
The date of service on the claim must be the date that the beneficiary or authorized 
representative received the DMEPOS item.  If the date of delivery is not specified on the 
bill, the contractor should assume, in the absence of evidence to the contrary, that the date 
of purchase was the date of delivery. 
 
For mail order DMEPOS items, the date of service on the claim must be the shipping 
date. 
 
The date of service on the claim must be the date that the DMEPOS item(s) was received 
by the nursing facility if the supplier delivered it or the shipping date if the supplier 
utilized a delivery/shipping service. 
 
An exception to the preceding statements concerning the date of service on the claim 
occurs when items are provided in anticipation of discharge from a hospital or nursing 
facility.  If a DMEPOS item is delivered to a patient in a hospital up to two days prior to 
discharge to home and it is for the benefit of the patient for purposes of fitting or training 
of the patient on its use, the supplier should bill the date of service on the claim as the 
date of discharge to home and should use POS=12. 
 
See the Medicare Program Integrity Manual, Chapter 5, “Items and Services Having 
Special DME Review Considerations,” for additional information pertaining to the date 
of service on the claim.  Also see the Medicare Claims Processing Manual, Chapter 20, 
“Durable Medical Equipment, Surgical dressings and Casts, Orthotics and Artificial 
Limbs, and Prosthetic Devices,” for additional DME billing and claims processing 
information. 
 







110.6 - Determining Months for Which Periodic Payments May Be 
Made for Equipment Used in an Institution 
(Rev. 1, 10-01-03) 
A3-3113.7.D, HO-235.7.C 
 
If a patient uses equipment subject to the monthly payment rule in an institution, which 
does not qualify as his or her home, the used months during which the beneficiary was 
institutionalized are not covered. 
 
110.7 - No Payment for Purchased Equipment Delivered Outside the 
United States or Before Beneficiary’s Coverage Began 
(Rev. 1, 10-01-03) 
A3-3113.7.C 
 
In the case of equipment subject to the lump sum payment rules, the beneficiary must 
have been in the United States and must have had Medicare coverage at the time the item 
was delivered.  Therefore, where an item of durable medical equipment paid for as a 
lump sum was delivered to an individual outside the United States or before his or her 
coverage period began, the entire expense of the item would be excluded from coverage.  
Payment cannot be made in such cases even though the individual later uses the item 
inside the United States or after his or her coverage begins. 
 
If the individual is outside the U.S. for more than 30 days and then returns to the U.S., the 
DME MAC determines medical necessity as in an initial case before resuming payments. 
 
120 - Prosthetic Devices 
(Rev. 1, 10-01-03) 
B3-2130, A3-3110.4, HO-228.4, A3-3111, HO-229 
 
A.  General 
 
Prosthetic devices (other than dental) which replace all or part of an internal body organ 
(including contiguous tissue), or replace all or part of the function of a permanently 
inoperative or malfunctioning internal body organ are covered when furnished on a 
physician’s order.  This does not require a determination that there is no possibility that 
the patient’s condition may improve sometime in the future.  If the medical record, 
including the judgment of the attending physician, indicates the condition is of long and 
indefinite duration, the test of permanence is considered met.  (Such a device may also be 
covered under §60.l as a supply when furnished incident to a physician’s service.) 
 
Examples of prosthetic devices include artificial limbs, parenteral and enteral (PEN) 
nutrition, cardiac pacemakers, prosthetic lenses (see subsection B), breast prostheses 
(including a surgical brassiere) for postmastectomy patients, maxillofacial devices, and 
devices which replace all or part of the ear or nose.  A urinary collection and retention 
system with or without a tube is a prosthetic device replacing bladder function in case of 
permanent urinary incontinence.  The foley catheter is also considered a prosthetic device 







when ordered for a patient with permanent urinary incontinence.  However, chucks, 
diapers, rubber sheets, etc., are supplies that are not covered under this provision.  
Although hemodialysis equipment is a prosthetic device, payment for the rental or 
purchase of such equipment in the home is made only for use under the provisions for 
payment applicable to durable medical equipment. 
 
An exception is that if payment cannot be made on an inpatient’s behalf under Part A, 
hemodialysis equipment, supplies, and services required by such patient could be covered 
under Part B as a prosthetic device, which replaces the function of a kidney.  See the 
Medicare Benefit Policy Manual, Chapter 11, “End Stage Renal Disease,” for payment 
for hemodialysis equipment used in the home. See the Medicare Benefit Policy Manual, 
Chapter 1, “Inpatient Hospital Services,” §10, for additional instructions on 
hospitalization for renal dialysis. 
 
NOTE:  Medicare does not cover a prosthetic device dispensed to a patient prior to the 
time at which the patient undergoes the procedure that makes necessary the use of the 
device.  For example, the A/B MAC (B) does not make a separate Part B payment for an 
intraocular lens (IOL) or pacemaker that a physician, during an office visit prior to the 
actual surgery, dispenses to the patient for his or her use.  Dispensing a prosthetic device 
in this manner raises health and safety issues.  Moreover, the need for the device cannot 
be clearly established until the procedure that makes its use possible is successfully 
performed.  Therefore, dispensing a prosthetic device in this manner is not considered 
reasonable and necessary for the treatment of the patient’s condition. 
 
Colostomy (and other ostomy) bags and necessary accouterments required for attachment 
are covered as prosthetic devices.  This coverage also includes irrigation and flushing 
equipment and other items and supplies directly related to ostomy care, whether the 
attachment of a bag is required. 
 
Accessories and/or supplies which are used directly with an enteral or parenteral device 
to achieve the therapeutic benefit of the prosthesis or to assure the proper functioning of 
the device may also be covered under the prosthetic device benefit subject to the 
additional guidelines in the Medicare National Coverage Determinations Manual. 
 
Covered items include catheters, filters, extension tubing, infusion bottles, pumps (either 
food or infusion), intravenous (I.V.) pole, needles, syringes, dressings, tape, Heparin 
Sodium (parenteral only), volumetric monitors (parenteral only), and parenteral and 
enteral nutrient solutions.  Baby food and other regular grocery products that can be 
blenderized and used with the enteral system are not covered.  Note that some of these 
items, e.g., a food pump and an I.V. pole, qualify as DME.  Although coverage of the 
enteral and parenteral nutritional therapy systems is provided on the basis of the 
prosthetic device benefit, the payment rules relating to lump sum or monthly payment for 
DME apply to such items. 
 
The coverage of prosthetic devices includes replacement of and repairs to such devices as 
explained in subsection D. 







 
Finally, the Benefits Improvement and Protection Act of 2000 amended §1834(h)(1) of 
the Act by adding a provision (1834 (h)(1)(G)(i)) that requires Medicare payment to be 
made for the replacement of prosthetic devices which are artificial limbs, or for the 
replacement of any part of such devices, without regard to continuous use or useful 
lifetime restrictions if an ordering physician determines that the replacement device, or 
replacement part of such a device, is necessary. 
 
Payment may be made for the replacement of a prosthetic device that is an artificial limb, 
or replacement part of a device if the ordering physician determines that the replacement 
device or part is necessary because of any of the following: 
 


1. A change in the physiological condition of the patient; 
 
2. An irreparable change in the condition of the device, or in a part of the device; or 
 
3. The condition of the device, or the part of the device, requires repairs and the cost 


of such repairs would be more than 60 percent of the cost of a replacement device, 
or, as the case may be, of the part being replaced. 


 
This provision is effective for items replaced on or after April 1, 2001.  It supersedes any 
rule that that provided a 5-year or other replacement rule with regard to prosthetic 
devices. 
 
B.  Prosthetic Lenses 
 
The term “internal body organ” includes the lens of an eye.  Prostheses replacing the lens 
of an eye include post-surgical lenses customarily used during convalescence from eye 
surgery in which the lens of the eye was removed.  In addition, permanent lenses are also 
covered when required by an individual lacking the organic lens of the eye because of 
surgical removal or congenital absence.  Prosthetic lenses obtained on or after the 
beneficiary’s date of entitlement to supplementary medical insurance benefits may be 
covered even though the surgical removal of the crystalline lens occurred before 
entitlement. 
 
1.  Prosthetic Cataract Lenses 
 
One of the following prosthetic lenses or combinations of prosthetic lenses furnished by a 
physician (see §30.4 for coverage of prosthetic lenses prescribed by a doctor of 
optometry) may be covered when determined to be reasonable and necessary to restore 
essentially the vision provided by the crystalline lens of the eye: 
 


• Prosthetic bifocal lenses in frames; 
 
• Prosthetic lenses in frames for far vision, and prosthetic lenses in frames for 


near vision; or 
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• When a prosthetic contact lens(es) for far vision is prescribed (including cases 


of binocular and monocular aphakia), make payment for the contact lens(es) 
and prosthetic lenses in frames for near vision to be worn at the same time as 
the contact lens(es), and prosthetic lenses in frames to be worn when the 
contacts have been removed. 


 
Lenses which have ultraviolet absorbing or reflecting properties may be covered, in lieu 
of payment for regular (untinted) lenses, if it has been determined that such lenses are 
medically reasonable and necessary for the individual patient. 
 
Medicare does not cover cataract sunglasses obtained in addition to the regular (untinted) 
prosthetic lenses since the sunglasses duplicate the restoration of vision function 
performed by the regular prosthetic lenses. 
 
2.  Payment for Intraocular Lenses (IOLs) Furnished in Ambulatory Surgical 
Centers (ASCs) 
 
Effective for services furnished on or after March 12, 1990, payment for intraocular 
lenses (IOLs) inserted during or subsequent to cataract surgery in a Medicare certified 
ASC is included with the payment for facility services that are furnished in connection 
with the covered surgery. 
 
Refer to the Medicare Claims Processing Manual, Chapter 14, “Ambulatory Surgical 
Centers,” for more information. 
 
3.  Limitation on Coverage of Conventional Lenses 
 
One pair of conventional eyeglasses or conventional contact lenses furnished after each 
cataract surgery with insertion of an IOL is covered. 
 
C.  Dentures 
 
Dentures are excluded from coverage.  However, when a denture or a portion of the 
denture is an integral part (built-in) of a covered prosthesis (e.g., an obturator to fill an 
opening in the palate), it is covered as part of that prosthesis. 
 
D.  Supplies, Repairs, Adjustments, and Replacement 
 
Supplies are covered that are necessary for the effective use of a prosthetic device (e.g., 
the batteries needed to operate an artificial larynx).  Adjustment of prosthetic devices 
required by wear or by a change in the patient’s condition is covered when ordered by a 
physician.  General provisions relating to the repair and replacement of durable medical 
equipment in §110.2 for the repair and replacement of prosthetic devices are applicable. 
(See the Medicare Benefit Policy Manual, Chapter 16, “General Exclusions from 
Coverage,” §40.4, for payment for devices replaced under a warranty.)  Replacement of 







conventional eyeglasses or contact lenses furnished in accordance with §120.B.3 is not 
covered. 
 
Necessary supplies, adjustments, repairs, and replacements are covered even when the 
device had been in use before the user enrolled in Part B of the program, so long as the 
device continues to be medically required. 
 
130 - Leg, Arm, Back, and Neck Braces, Trusses, and Artificial Legs, 
Arms, and Eyes 
(Rev. 1, 10-01-03) 
B3-2133, A3-3110.5, HO-228.5, AB-01-06 dated 1/18/01 
 
These appliances are covered under Part B when furnished incident to physicians’ 
services or on a physician’s order.  A brace includes rigid and semi-rigid devices which 
are used for the purpose of supporting a weak or deformed body member or restricting or 
eliminating motion in a diseased or injured part of the body.  Elastic stockings, garter 
belts, and similar devices do not come within the scope of the definition of a brace.  Back 
braces include, but are not limited to, special corsets, e.g., sacroiliac, sacrolumbar, 
dorsolumbar corsets, and belts.  A terminal device (e.g., hand or hook) is covered under 
this provision whether an artificial limb is required by the patient. Stump stockings and 
harnesses (including replacements) are also covered when these appliances are essential 
to the effective use of the artificial limb. 
 
Adjustments to an artificial limb or other appliance required by wear or by a change in 
the patient’s condition are covered when ordered by a physician. 
 
Adjustments, repairs and replacements are covered even when the item had been in use 
before the user enrolled in Part B of the program so long as the device continues to be 
medically required. 
 
140 - Therapeutic Shoes for Individuals with Diabetes 
(Rev. 241, Issued: 02-02-18, Effective: 04-01-18, Implementation: 04-02-18) 
 
Coverage of therapeutic shoes (depth or custom-molded) along with inserts for 
individuals with diabetes is available as of May 1, 1993.  These diabetic shoes are 
covered if the requirements as specified in this section concerning certification and 
prescription are fulfilled.  In addition, this benefit provides for a pair of diabetic shoes 
even if only one foot suffers from diabetic foot disease.  Each shoe is equally equipped so 
that the affected limb, as well as the remaining limb, is protected.  Claims for therapeutic 
shoes for diabetics are processed by the Durable Medical Equipment Medicare 
Administrative Contractors (DME MACs). 
 







Therapeutic shoes for diabetics are not DME and are not considered DME nor orthotics, 
but a separate category of coverage under Medicare Part B. 
(See §1861(s)(12) and §1833(o) of the Act.) 
 


A.  Definitions 
 
The following items may be covered under the diabetic shoe benefit: 
 


1.  Custom-Molded Shoes 
 
Custom-molded shoes are shoes that: 
 


• Are constructed over a positive model of the patient’s foot; 
 
• Are made from leather or other suitable material of equal quality; 
 
• Have removable inserts that can be altered or replaced as the patient’s 


condition warrants; and 
 
• Have some form of shoe closure. 
 


2.  Depth Shoes 
 
Depth shoes are shoes that: 
 


• Have a full length, heel-to-toe filler that, when removed, provides a minimum 
of 3/16 inch of additional depth used to accommodate custom-molded or 
customized inserts; 


 
• Are made from leather or other suitable material of equal quality; 
 
• Have some form of shoe closure; and 
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• Are available in full and half sizes with a minimum of three widths so that the 
sole is graded to the size and width of the upper portions of the shoes 
according to the American standard last sizing schedule or its equivalent. (The 
American standard last sizing schedule is the numerical shoe sizing system 
used for shoes sold in the United States.) 


 


3.  Inserts 
 
Inserts are total contact, multiple density, removable inlays that are directly molded to 
the patient’s foot or a model of the patient’s foot or directly carved from a patient-
specific, rectified electronic model and that are made of a suitable material with 
regard to the patient’s condition. 
 


B.  Coverage 
 


1.  Limitations 
 
For each individual, coverage of the footwear and inserts is limited to one of the 
following within one calendar year: 
 


• No more than one pair of custom-molded shoes (including inserts provided 
with such shoes) and two additional pairs of inserts; or 


 
• No more than one pair of depth shoes and three pairs of inserts (not including 


the noncustomized removable inserts provided with such shoes). 
 


2.  Coverage of Diabetic Shoes and Brace 
 
Orthopedic shoes, as stated in the Medicare Claims Processing Manual, Chapter 20, 
“Durable Medical Equipment, Surgical Dressings and Casts, Orthotics and Artificial 
Limbs, and Prosthetic Devices,” generally are not covered.  This exclusion does not 
apply to orthopedic shoes that are an integral part of a leg brace.  In situations in 
which an individual qualifies for both diabetic shoes and a leg brace, these items are 
covered separately.  Thus, the diabetic shoes may be covered if the requirements for 
this section are met, while the brace may be covered if the requirements of §130 are 
met. 
 
 
 







3.  Substitution of Modifications for Inserts 
 
An individual may substitute modification(s) of custom-molded or depth shoes 
instead of obtaining a pair(s) of inserts in any combination.  Payment for the 
modification(s) may not exceed the limit set for the inserts for which the individual is 
entitled.  The following is a list of the most common shoe modifications available, but 
it is not meant as an exhaustive list of the modifications available for diabetic shoes: 
 


• Rigid Rocker Bottoms - These are exterior elevations with apex positions for 
51 percent to 75 percent distance measured from the back end of the heel.  
The apex is a narrowed or pointed end of an anatomical structure.  The apex 
must be positioned behind the metatarsal heads and tapered off sharply to the 
front tip of the sole.  Apex height helps to eliminate pressure at the metatarsal 
heads. Rigidity is ensured by the steel in the shoe.  The heel of the shoe tapers 
off in the back in order to cause the heel to strike in the middle of the heel; 


 
• Roller Bottoms (Sole or Bar) - These are the same as rocker bottoms, but the 


heel is tapered from the apex to the front tip of the sole; 
 
• Metatarsal Bars - An exterior bar is placed behind the metatarsal heads in 


order to remove pressure from the metatarsal heads.  The bars are of various 
shapes, heights, and construction depending on the exact purpose; 


 
• Wedges (Posting) - Wedges are either of hind foot, fore foot, or both and may 


be in the middle or to the side.  The function is to shift or transfer weight 
bearing upon standing or during ambulation to the opposite side for added 
support, stabilization, equalized weight distribution, or balance; and 


 
• Offset Heels - This is a heel flanged at its base either in the middle, to the 


side, or a combination, that is then extended upward to the shoe in order to 
stabilize extreme positions of the hind foot. 


 
Other modifications to diabetic shoes include, but are not limited to flared heels, 
Velcro closures, and inserts for missing toes. 
 


4.  Separate Inserts 
 
Inserts may be covered and dispensed independently of diabetic shoes if the supplier 
of the shoes verifies in writing that the patient has appropriate footwear into which 







the insert can be placed.  This footwear must meet the definitions found above for 
depth shoes and custom-molded shoes. 
 


C.  Certification 
 
The need for diabetic shoes must be certified by a physician who is a doctor of medicine 
or a doctor of osteopathy and who is responsible for diagnosing and treating the patient’s 
diabetic systemic condition through a comprehensive plan of care.  This managing 
physician must: 
 


• Document in the patient’s medical record that the patient has diabetes; 
 
• Certify that the patient is being treated under a comprehensive plan of care for 


diabetes, and that the patient needs diabetic shoes; and 
 
• Document in the patient’s record that the patient has one or more of the following 


conditions: 
 


o Peripheral neuropathy with evidence of callus formation; 
 
o History of pre-ulcerative calluses; 
 
o History of previous ulceration; 
 
o Foot deformity; 
 
o Previous amputation of the foot or part of the foot; or 
 
o Poor circulation. 
 


D.  Prescription 
 
Following certification by the physician managing the patient’s systemic diabetic 
condition, a podiatrist or other qualified physician who is knowledgeable in the fitting of 
diabetic shoes and inserts may prescribe the particular type of footwear necessary. 







 


E.  Furnishing Footwear 
 
The footwear must be fitted and furnished by a podiatrist or other qualified individual 
such as a pedorthist, an orthotist, or a prosthetist.  The certifying physician may not 
furnish the diabetic shoes unless the certifying physician is the only qualified individual 
in the area.  It is left to the discretion of each A/B MAC (B) to determine the meaning of 
“in the area.” 
 
150 - Dental Services 
(Rev. 1, 10-01-03) 
B3-2136 
 
As indicated under the general exclusions from coverage, items and services in 
connection with the care, treatment, filling, removal, or replacement of teeth or structures 
directly supporting the teeth are not covered.  “Structures directly supporting the teeth” 
means the periodontium, which includes the gingivae, dentogingival junction, periodontal 
membrane, cementum of the teeth, and alveolar process. 
 
In addition to the following, see Pub 100-01, the Medicare General Information, 
Eligibility, and Entitlement Manual, Chapter 5, Definitions and Pub 3, the Medicare 
National Coverage Determinations Manual for specific services which may be covered 
when furnished by a dentist.  If an otherwise noncovered procedure or service is 
performed by a dentist as incident to and as an integral part of a covered procedure or 
service performed by the dentist, the total service performed by the dentist on such an 
occasion is covered. 
 
EXAMPLE 1: 
 
The reconstruction of a ridge performed primarily to prepare the mouth for dentures is a 
noncovered procedure.  However, when the reconstruction of a ridge is performed as a 
result of and at the same time as the surgical removal of a tumor (for other than dental 
purposes), the totality of surgical procedures is a covered service. 
 
EXAMPLE 2: 
 
Medicare makes payment for the wiring of teeth when this is done in connection with the 
reduction of a jaw fracture. 
 
The extraction of teeth to prepare the jaw for radiation treatment of neoplastic disease is 
also covered.  This is an exception to the requirement that to be covered, a noncovered 
procedure or service performed by a dentist must be an incident to and an integral part of 
a covered procedure or service performed by the dentist.  Ordinarily, the dentist extracts 
the patient’s teeth, but another physician, e.g., a radiologist, administers the radiation 
treatments. 







 
When an excluded service is the primary procedure involved, it is not covered, regardless 
of its complexity or difficulty. For example, the extraction of an impacted tooth is not 
covered.  Similarly, an alveoplasty (the surgical improvement of the shape and condition 
of the alveolar process) and a frenectomy are excluded from coverage when either of 
these procedures is performed in connection with an excluded service, e.g., the 
preparation of the mouth for dentures.  In a like manner, the removal of a torus palatinus 
(a bony protuberance of the hard palate) may be a covered service.  However, with rare 
exception, this surgery is performed in connection with an excluded service, i.e., the 
preparation of the mouth for dentures.  Under such circumstances, Medicare does not pay 
for this procedure. 
 
Dental splints used to treat a dental condition are excluded from coverage 
under 1862(a)(12) of the Act.  On the other hand, if the treatment is determined to be a 
covered medical condition (i.e., dislocated upper/lower jaw joints), then the splint can be 
covered. 
 
Whether such services as the administration of anesthesia, diagnostic x-rays, and other 
related procedures are covered depends upon whether the primary procedure being 
performed by the dentist is itself covered.  Thus, an x-ray taken in connection with the 
reduction of a fracture of the jaw or facial bone is covered.  However, a single x-ray or x-
ray survey taken in connection with the care or treatment of teeth or the periodontium is 
not covered. 
 
Medicare makes payment for a covered dental procedure no matter where the service is 
performed.  The hospitalization or nonhospitalization of a patient has no direct bearing on 
the coverage or exclusion of a given dental procedure. 
 
Payment may also be made for services and supplies furnished incident to covered dental 
services.  For example, the services of a dental technician or nurse who is under the direct 
supervision of the dentist or physician are covered if the services are included in the 
dentist’s or physician’s bill. 
 
150.1 - Treatment of Temporomandibular Joint (TMJ) Syndrome 
(Rev. 1, 10-01-03) 
PASS memo Read.014 
 
There are a wide variety of conditions that can be characterized as TMJ, and an equally 
wide variety of methods for treating these conditions.  Many of the procedures fall within 
the Medicare program’s statutory exclusion that prohibits payment for items and services 
that have not been demonstrated to be reasonable and necessary for the diagnosis and 
treatment of illness or injury (§1862(a)(1) of the Act).  Other services and appliances 
used to treat TMJ fall within the Medicare program’s statutory exclusion at 1862(a)(12), 
which prohibits payment “for services in connection with the care, treatment, filling, 
removal, or replacement of teeth or structures directly supporting teeth....” For these 
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reasons, a diagnosis of TMJ on a claim is insufficient.  The actual condition or symptom 
must be determined. 
 
160 - Clinical Psychologist Services 
(Rev. 51, Issued: 06-23-06, Effective: 01-01-05, Implementation: 09-21-06) 
 
A.  Clinical Psychologist (CP) Defined 
 
To qualify as a clinical psychologist (CP), a practitioner must meet the following 
requirements: 
 
Hold a doctoral degree in psychology; 
 
Be licensed or certified, on the basis of the doctoral degree in psychology, by the State in 
which he or she practices, at the independent practice level of psychology to furnish 
diagnostic, assessment, preventive, and therapeutic services directly to individuals. 
 
B.  Qualified Clinical Psychologist Services Defined 
 
Effective July 1, 1990, the diagnostic and therapeutic services of CPs and services and 
supplies furnished incident to such services are covered as the services furnished by a 
physician or as incident to physician’s services are covered.  However, the CP must be 
legally authorized to perform the services under applicable licensure laws of the State in 
which they are furnished. 
 
C.  Types of Clinical Psychologist Services That May Be Covered 
 
Diagnostic and therapeutic services that the CP is legally authorized to perform in 
accordance with State law and/or regulation.  A/B MACs (B) pay all qualified CPs based 
on the physician fee schedule for the diagnostic and therapeutic services.  (Psychological 
tests by practitioners who do not meet the requirements for a CP may be covered under 
the provisions for diagnostic tests as described in §80.2. 
 
Services and supplies furnished incident to a CP’s services are covered if the 
requirements that apply to services incident to a physician’s services, as described in §60 
are met.  These services must be: 
 


• Mental health services that are commonly furnished in CPs’ offices; 
 
• An integral, although incidental, part of professional services performed by the 


CP; 
 
• Performed under the direct personal supervision of the CP; i.e., the CP must be 


physically present and immediately available; 
 
• Furnished without charge or included in the CP’s bill; and 







 
• Performed by an employee of the CP (or an employee of the legal entity that 


employs the supervising CP) under the common law control test of the Act, as set 
forth in 20 CFR 404.1007 and §RS 2101.020 of the Retirement and Survivors 
Insurance part of the Social Security Program Operations Manual System. 


 
• Diagnostic psychological testing services when furnished under the general 


supervision of a CP. 
 


A/B MACs (B) are required to familiarize themselves with appropriate State laws and/or 
regulations governing a CP’s scope of practice. 
 
D.  Noncovered Services 
 
The services of CPs are not covered if the service is otherwise excluded from Medicare 
coverage even though a clinical psychologist is authorized by State law to perform them.  
For example, §1862(a)(1)(A) of the Act excludes from coverage services that are not 
“reasonable and necessary for the diagnosis or treatment of an illness or injury or to 
improve the functioning of a malformed body member.”  Therefore, even though the 
services are authorized by State law, the services of a CP that are determined to be not 
reasonable and necessary are not covered.  Additionally, any therapeutic services that are 
billed by CPs under CPT psychotherapy codes that include medical evaluation and 
management services are not covered. 
 
E.  Requirement for Consultation 
 
When applying for a Medicare provider number, a CP must submit to the A/B MAC (B) 
a signed Medicare provider/supplier enrollment form that indicates an agreement to the 
effect that, contingent upon the patient’s consent, the CP will attempt to consult with the 
patient’s attending or primary care physician in accordance with accepted professional 
ethical norms, taking into consideration patient confidentiality. 
 
If the patient assents to the consultation, the CP must attempt to consult with the patient’s 
physician within a reasonable time after receiving the consent.  If the CP’s attempts to 
consult directly with the physician are not successful, the CP must notify the physician 
within a reasonable time that he or she is furnishing services to the patient.  Additionally, 
the CP must document, in the patient’s medical record, the date the patient consented or 
declined consent to consultations, the date of consultation, or, if attempts to consult did 
not succeed, that date and manner of notification to the physician. 
 
The only exception to the consultation requirement for CPs is in cases where the patient’s 
primary care or attending physician refers the patient to the CP. Also, neither a CP nor a 
primary care nor attending physician may bill Medicare or the patient for this required 
consultation. 
 
F.  Outpatient Mental Health Services Limitation 



http://www.cms.hhs.gov/regulations/

http://www.cms.hhs.gov/regulations/





 
All covered therapeutic services furnished by qualified CPs are subject to the outpatient 
mental health services limitation in Pub 100-01, Medicare General Information, 
Eligibility, and Entitlement Manual, Chapter 3, “Deductibles, Coinsurance Amounts, and 
Payment Limitations,” §30, (i.e., only 62 1/2 percent of expenses for these services are 
considered incurred expenses for Medicare purposes).  The limitation does not apply to 
diagnostic services. 
 
G.  Assignment Requirement 
Assignment is required. 
 
170 - Clinical Social Worker (CSW) Services 
(Rev. 1, 10-01-03) 
B3-2152 
 
See the Medicare Claims Processing Manual Chapter 12, Physician/Nonphysician 
Practitioners, §150, “Clinical Social Worker Services,” for payment requirements. 
 
A.  Clinical Social Worker Defined 
 
Section 1861(hh) of the Act defines a “clinical social worker” as an individual who: 
 


• Possesses a master’s or doctor’s degree in social work; 
 
• Has performed at least two years of supervised clinical social work; and 
 
• Is licensed or certified as a clinical social worker by the State in which the 


services are performed; or 
 
• In the case of an individual in a State that does not provide for licensure or 


certification, has completed at least 2 years or 3,000 hours of post master’s degree 
supervised clinical social work practice under the supervision of a master’s level 
social worker in an appropriate setting such as a hospital, SNF, or clinic. 


 
B.  Clinical Social Worker Services Defined 
 
Section 1861(hh)(2) of the Act defines “clinical social worker services” as those services 
that the CSW is legally authorized to perform under State law (or the State regulatory 
mechanism provided by State law) of the State in which such services are performed for 
the diagnosis and treatment of mental illnesses.  Services furnished to an inpatient of a 
hospital or an inpatient of a SNF that the SNF is required to provide as a requirement for 
participation are not included.  The services that are covered are those that are otherwise 
covered if furnished by a physician or as incident to a physician’s professional service. 
 
C.  Covered Services 
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Coverage is limited to the services a CSW is legally authorized to perform in accordance 
with State law (or State regulatory mechanism established by State law).  The services of 
a CSW may be covered under Part B if they are: 
 


• The type of services that are otherwise covered if furnished by a physician, or as 
incident to a physician’s service. (See §30 for a description of physicians’ 
services and §70 of Pub 100-1, the Medicare General Information, Eligibility, and 
Entitlement Manual, Chapter 5, for the definition of a physician.); 


 
• Performed by a person who meets the definition of a CSW (See subsection A.); 


and 
 
• Not otherwise excluded from coverage. 
 


A/B MACs (B) should become familiar with the State law or regulatory mechanism 
governing a CSW’s scope of practice in their service area. 
 
D.  Noncovered Services 
 
Services of a CSW are not covered when furnished to inpatients of a hospital or to 
inpatients of a SNF if the services furnished in the SNF are those that the SNF is required 
to furnish as a condition of participation in Medicare.  In addition, CSW services are not 
covered if they are otherwise excluded from Medicare coverage even though a CSW is 
authorized by State law to perform them.  For example, the Medicare law excludes from 
coverage services that are not “reasonable and necessary for the diagnosis or treatment of 
an illness or injury or to improve the functioning of a malformed body member.” 
 
E.  Outpatient Mental Health Services Limitation 
 
All covered therapeutic services furnished by qualified CSWs are subject to the 
outpatient psychiatric services limitation in Pub 100-01, Medicare General Information, 
Eligibility, and Entitlement Manual, Chapter 3, “Deductibles, Coinsurance Amounts, and 
Payment Limitations,” §30, (i.e., only 62 1/2 percent of expenses for these services are 
considered incurred expenses for Medicare purposes).  The limitation does not apply to 
diagnostic services. 
 
F.  Assignment Requirement 
 
Assignment is required. 
 
180 - Nurse-Midwife (CNM) Services 
(Rev. 1, 10-01-03) 
B3-2154 
 
A.  General 
 







Effective on or after July 1, 1988, the services provided by a certified nurse-midwife or 
incident to the certified nurse-midwife’s services are covered.  Payment is made under 
assignment only. 
 
See the Medicare Claims Processing Manual, Chapter 12, “Physician and Nonphysician 
Practitioners,” §130, for payment methodology for nurse midwife services. 
 
B.  Certified Nurse-Midwife Defined 
 
A certified nurse-midwife is a registered nurse who has successfully completed a 
program of study and clinical experience in nurse-midwifery, meeting guidelines 
prescribed by the Secretary, or who has been certified by an organization recognized by 
the Secretary.  The Secretary has recognized certification by the American College of 
Nurse-Midwives and State qualifying requirements in those States that specify a program 
of education and clinical experience for nurse-midwives for these purposes.  A nurse-
midwife must: 
 


• Be currently licensed to practice in the State as a registered professional nurse; 
and 


 
• Meet one of the following requirements: 
 


1. Be legally authorized under State law or regulations to practice as a nurse-
midwife and have completed a program of study and clinical experience 
for nurse-midwives, as specified by the State; or 


 
2. If the State does not specify a program of study and clinical experience 


that nurse-midwives must complete to practice in that State, the nurse-
midwife must: 


 
a. Be currently certified as a nurse-midwife by the American College 


of Nurse-Midwives; 
 
b. Have satisfactorily completed a formal education program (of at 


least one academic year) that, upon completion, qualifies the nurse 
to take the certification examination offered by the American 
College of Nurse-Midwives; or 


 
c. Have successfully completed a formal education program for 


preparing registered nurses to furnish gynecological and obstetrical 
care to women during pregnancy, delivery, and the postpartum 
period, and care to normal newborns, and have practiced as a 
nurse-midwife for a total of 12 months during any 18-month period 
from August 8, 1976, to July 16, 1982. 


 
C.  Covered Services 







 
1.  General - Effective January 1, 1988, through December 31, 1993, the coverage of 
nurse-midwife services was restricted to the maternity cycle.  The maternity cycle is a 
period that includes pregnancy, labor, and the immediate postpartum period. 
 
Beginning with services furnished on or after January 1, 1994, coverage is no longer 
limited to the maternity cycle.  Coverage is available for services furnished by a nurse-
midwife that he or she is legally authorized to perform in the State in which the services 
are furnished and that would otherwise be covered if furnished by a physician, including 
obstetrical and gynecological services. 
 
2.  Incident To - Services and supplies furnished incident to a nurse midwife’s service 
are covered if they would have been covered when furnished incident to the services of a 
doctor of medicine or osteopathy, as described in §60. 
 
D.  Noncovered Services 
 
The services of nurse-midwives are not covered if they are otherwise excluded from 
Medicare coverage even though a nurse-midwife is authorized by State law to perform 
them.  For example, the Medicare program excludes from coverage routine physical 
checkups and services that are not reasonable and necessary for the diagnosis or 
treatment of an illness or injury or to improve the functioning of a malformed body 
member. 
 
Coverage of service to the newborn continues only to the point that the newborn is or 
would normally be treated medically as a separate individual.  Items and services 
furnished the newborn from that point are not covered on the basis of the mother’s 
eligibility. 
 
E.  Relationship With Physician 
 
Most States have licensure and other requirements applicable to nurse-midwives.  For 
example, some require that the nurse-midwife have an arrangement with a physician for 
the referral of the patient in the event a problem develops that requires medical attention.  
Others may require that the nurse-midwife function under the general supervision of a 
physician.  Although these and similar State requirements must be met in order for the 
nurse-midwife to provide Medicare covered care, they have no effect on the nurse-
midwife’s right to personally bill for and receive direct Medicare payment.  That is, 
billing does not have to flow through a physician or facility. 
 
See §60.2 for coverage of services performed by nurse-midwives incident to the service 
of physicians. 
 
F.  Place of Service 
 







There is no restriction on place of service.  Therefore, nurse-midwife services are covered 
if provided in the nurse-midwife’s office, in the patient’s home, or in a hospital or other 
facility, such as a clinic or birthing center owned or operated by a nurse-midwife. 
 
G.  Assignment Requirement 
 
Assignment is required. 
 
190 - Physician Assistant (PA) Services 
(Rev. 1, 10-01-03) 
B3-2156 
 
Effective for services rendered on or after January 1, 1998, any individual who is 
participating under the Medicare program as a physician assistant for the first time may 
have his or her professional services covered if he or she meets the qualifications listed 
below and he or she is legally authorized to furnish PA services in the State where the 
services are performed.  PAs who were issued billing provider numbers prior to 
January 1, 1998 may continue to furnish services under the PA benefit. 
 
See the Medicare Claims Processing Manual, Chapter 12, “Physician and Nonphysician 
Practitioners,” §110, for payment methodology for PA services.  Payment is made under 
assignment only. 
 
A.  Qualifications for PAs 
 
To furnish covered PA services, the PA must meet the conditions as follows: 
 


1.  Have graduated from a physician assistant educational program that is accredited 
by the Accreditation Review Commission on Education for the Physician Assistant 
(its predecessor agencies, the Commission on Accreditation of Allied Health 
Education Programs (CAAHEP) and the Committee on Allied Health Education and 
Accreditation (CAHEA); or 
 
2.  Have passed the national certification examination that is administered by the 
National Commission on Certification of Physician Assistants (NCCPA); and  
 
3.  Be licensed by the State to practice as a physician assistant. 
 


B.  Covered Services 
 
Coverage is limited to the services a PA is legally authorized to perform in accordance 
with State law (or State regulatory mechanism provided by State law). 
 
1.  General 
 







The services of a PA may be covered under Part B, if all of the following requirements 
are met: 
 


• They are the type that are considered physician’s services if furnished by a 
doctor of medicine or osteopathy (MD/DO); 


 
• They are performed by a person who meets all the PA qualifications, 
 
• They are performed under the general supervision of an MD/DO; 
 
• The PA is legally authorized to perform the services in the state in which they 


are performed; and 
 
• They are not otherwise precluded from coverage because of one of the 


statutory exclusions. 
 


2.  Incident To 
 
If covered PA services are furnished, services and supplies furnished incident to the PA’s 
services may also be covered if they would have been covered when furnished incident to 
the services of an MD/DO, as described in §60. 
 
3.  Types of PA Services That May Be Covered 
 
State law or regulation governing a PA’s scope of practice in the State in which the 
services are performed applies.  A/B MACs (B) should consider developing lists of 
covered services.  Also, if authorized under the scope of their State license, PAs may 
furnish services billed under all levels of CPT evaluation and management codes, and 
diagnostic tests if furnished under the general supervision of a physician. 
 
Examples of the types of services that PAs may provide include services that traditionally 
have been reserved to physicians, such as physical examinations, minor surgery, setting 
casts for simple fractures, interpreting x-rays, and other activities that involve an 
independent evaluation or treatment of the patient’s condition. 
 
See §60.2 for coverage of services performed by PAs incident to the services of 
physicians. 
 
4.  Services Otherwise Excluded From Coverage 
 
The PA services may not be covered if they are otherwise excluded from coverage even 
though a PA may be authorized by State law to perform them.  For example, the 
Medicare law excludes from coverage routine foot care, routine physical checkups, and 
services that are not reasonable and necessary for the diagnosis or treatment of an illness 
or injury or to improve the functioning of a malformed body member.  Therefore, these 







services are precluded from coverage even though they may be within a PA’s scope of 
practice under State law. 
 
C.  Physician Supervision 
 
The PA’s physician supervisor (or a physician designated by the supervising physician or 
employer as provided under State law or regulations) is primarily responsible for the 
overall direction and management of the PA’s professional activities and for assuring that 
the services provided are medically appropriate for the patient.  The physician supervisor 
(or physician designee) need not be physically present with the PA when a service is 
being furnished to a patient and may be contacted by telephone, if necessary, unless State 
law or regulations require otherwise. 
 
D.  Employment Relationship 
 
Payment for the services of a PA may be made only to the actual qualified employer of 
the PA that is eligible to enroll in the Medicare program under existing Medicare 
provider/supplier categories.  If the employer of the PA is a professional corporation or 
other duly qualified legal entity (such as a limited liability company or a limited liability 
partnership), properly formed, authorized and licensed under State laws and regulations, 
that permits PA ownership in such corporation nor entity as a stockholder or member, 
that corporation or entity as the employer may bill for PA services even if a PA is a 
stockholder or officer of the entity, as long as the entity is entitled to enroll as a “provider 
of services” or a supplier of services in the Medicare program.  Physician Assistants may 
not otherwise organize or incorporate and bill for their services directly to the Medicare 
program, including as, but not limited to sole proprietorships or general partnerships.  
Accordingly, a qualified employer is not a group of PAs that incorporate to bill for their 
services.  Leasing agencies and staffing companies do not qualify under the Medicare 
program as “providers of services” or suppliers of services. 
 
200 - Nurse Practitioner (NP) Services 
(Rev. 75, Issued: 08-17-07, Effective: 11-19-07, Implementation: 11-19-07) 
 
Effective for services rendered after January 1, 1998, any individual who is participating 
under the Medicare program as a nurse practitioner (NP) for the first time ever, may have 
his or her professional services covered if he or she meets the qualifications listed below, 
and he or she is legally authorized to furnish NP services in the State where the services 
are performed.  NPs who were issued billing provider numbers prior to January 1, 1998, 
may continue to furnish services under the NP benefit. 
 
Payment for NP services is effective on the date of service, that is, on or after January 1, 
1998, and payment is made on an assignment-related basis only. 
 
A.  Qualifications for NPs 
 
In order to furnish covered NP services, an NP must meet the conditions as follows: 







 
• Be a registered professional nurse who is authorized by the State in which the 


services are furnished to practice as a nurse practitioner in accordance with State 
law; and be certified as a nurse practitioner by a recognized national certifying 
body that has established standards for nurse practitioners; or 


 
• Be a registered professional nurse who is authorized by the State in which the 


services are furnished to practice as a nurse practitioner by December 31, 2000. 
 


The following organizations are recognized national certifying bodies for NPs at the 
advanced practice level: 
 


• American Academy of Nurse Practitioners; 
• American Nurses Credentialing Center; 
• National Certification Corporation for Obstetric, Gynecologic and Neonatal 


Nursing Specialties; 
• Pediatric Nursing Certification Board (previously named the National 


Certification Board of Pediatric Nurse Practitioners and Nurses); 
• Oncology Nurses Certification Corporation; 
• AACN Certification Corporation; and  
• National Board on Certification of Hospice and Palliative Nurses. 


 
The NPs applying for a Medicare billing number for the first time on or after January 1, 
2001, must meet the requirements as follows: 
 


• Be a registered professional nurse who is authorized by the State in which the 
services are furnished to practice as a nurse practitioner in accordance with State 
law; and 


 
• Be certified as a nurse practitioner by a recognized national certifying body that 


has established standards for nurse practitioners. 
 


The NPs applying for a Medicare billing number for the first time on or after January 1, 
2003, must meet the requirements as follows: 
 


• Be a registered professional nurse who is authorized by the State in which the 
services are furnished to practice as a nurse practitioner in accordance with State 
law; 


 
• Be certified as a nurse practitioner by a recognized national certifying body that 


has established standards for nurse practitioners; and  
 
• Possess a master’s degree in nursing. 
 


B.  Covered Services 







 
Coverage is limited to the services an NP is legally authorized to perform in accordance 
with State law (or State regulatory mechanism established by State law). 
 
1.  General 
 
The services of an NP may be covered under Part B if all of the following conditions are 
met: 


• They are the type that are considered physician’s services if furnished by a doctor 
of medicine or osteopathy (MD/DO); 


 
• They are performed by a person who meets the definition of an NP (see 


subsection A); 
 


• The NP is legally authorized to perform the services in the State in which they are 
performed; 


 
• They are performed in collaboration with an MD/DO (see subsection D); and 
 
• They are not otherwise precluded from coverage because of one of the statutory 


exclusions. (See subsection C.2.) 
 


2.  Incident To 
 
If covered NP services are furnished, services and supplies furnished incident to the 
services of the NP may also be covered if they would have been covered when furnished 
incident to the services of an MD/DO as described in §60. 
 
C.  Application of Coverage Rules 
 
1.  Types of NP Services That May Be Covered 
 
State law or regulation governing an NP’s scope of practice in the State in which the 
services are performed applies.  Consider developing a list of covered services based on 
the State scope of practice.  Examples of the types of services that NP’s may furnish 
include services that traditionally have been reserved to physicians, such as physical 
examinations, minor surgery, setting casts for simple fractures, interpreting x-rays, and 
other activities that involve an independent evaluation or treatment of the patient’s 
condition.  Also, if authorized under the scope of their State license, NPs may furnish 
services billed under all levels of evaluation and management codes and diagnostic tests 
if furnished in collaboration with a physician. 
 
See §60.2 for coverage of services performed by NPs incident to the services of 
physicians. 
 
2.  Services Otherwise Excluded From Coverage 







 
The NP services may not be covered if they are otherwise excluded from coverage even 
though an NP may be authorized by State law to perform them.  For example, the 
Medicare law excludes from coverage routine foot care, routine physical checkups, and 
services that are not reasonable and necessary for the diagnosis or treatment of an illness 
or injury or to improve the functioning of a malformed body member.  Therefore, these 
services are precluded from coverage even though they may be within an NP’s scope of 
practice under State law. 
 
D.  Collaboration 
 
Collaboration is a process in which an NP works with one or more physicians (MD/DO) 
to deliver health care services, with medical direction and appropriate supervision as 
required by the law of the State in which the services are furnished.  In the absence of 
State law governing collaboration, collaboration is to be evidenced by NPs documenting 
their scope of practice and indicating the relationships that they have with physicians to 
deal with issues outside their scope of practice. 
 
The collaborating physician does not need to be present with the NP when the services 
are furnished or to make an independent evaluation of each patient who is seen by the 
NP. 
 
E.  Direct Billing and Payment 
 
Direct billing and payment for NP services may be made to the NP. 
 
F.  Assignment 
 
Assignment is mandatory. 
 
210 - Clinical Nurse Specialist (CNS) Services 
(Rev. 75, Issued: 08-17-07, Effective: 11-19-07, Implementation: 11-19-07) 
 
Effective for services rendered after January 1, 1998, any individual who is participating 
under the Medicare program as a clinical nurse specialist (CNS) for the first time ever, 
may have his or her professional services covered if he or she meets the qualifications 
listed below and he or she is legally authorized to furnish CNS services in the State where 
the services are performed.  CNSs who were issued billing provider numbers prior to 
January 1, 1998, may continue to furnish services under the CNS benefit. 
 
Payment for CNS services is effective on the date of service, that is, on or after January 1, 
1998, and payment is made on an assignment-related basis only. 
 
A.  Qualifications for CNSs 
 
In order to furnish covered CNS services, a CNS must meet the conditions as follows: 







 
1. Be a registered nurse who is currently licensed to practice in the State where he or 


she practices and be authorized to furnish the services of a clinical nurse specialist 
in accordance with State law; 


 
2. Have a master’s degree in a defined clinical area of nursing from an accredited 


educational institution; and 
 
3. Be certified as a clinical nurse specialist by a recognized national certifying body 


that has established standards for CNSs. 
 


The following organizations are recognized national certifying bodies for CNSs at the 
advanced practice level: 


 
• American Academy of Nurse Practitioners; 
• American Nurses Credentialing Center; 
• National Certification Corporation for Obstetric, Gynecologic and Neonatal 


Nursing Specialties; 
• Pediatric Nursing Certification Board (previously named the National 


Certification Board of Pediatric Nurse Practitioners and Nurses); 
• Oncology Nurses Certification Corporation;  
• AACN Certification Corporation; and 
• National Board on Certification of Hospice and Palliative Nurses. 
 


B.  Covered Services 
 
Coverage is limited to the services a CNS is legally authorized to perform in accordance 
with State law (or State regulatory mechanism provided by State law). 
 
1.  General 
 
The services of a CNS may be covered under Part B if all of the following conditions are 
met: 
 


• They are the types of services that are considered as physician’s services if 
furnished by an MD/DO; 


 
• They are furnished by a person who meets the CNS qualifications (see 


subsection A); 
 
• The CNS is legally authorized to furnish the services in the State in which 


they are performed; 
 
• They are furnished in collaboration with an MD/DO as required by State law 


(see subsection C); and 







 
• They are not otherwise excluded from coverage because of one of the 


statutory exclusions. (See subsection C.) 
 


2.  Types of CNS Services that May be Covered 
 
State law or regulations governing a CNS’ scope of practice in the State in which the 
services are furnished applies.  A/B MACs (B) must develop a list of covered services 
based on the State scope of practice. 
 
Examples of the types of services that a CNS may furnish include services that 
traditionally have been reserved for physicians, such as physical examinations, minor 
surgery, setting casts for simple fractures, interpreting x-rays, and other activities that 
involve an independent evaluation or treatment of the patient’s condition.  Also, if 
authorized under the scope of his or her State license, a CNS may furnish services billed 
under all levels of evaluation and management codes and diagnostic tests if furnished in 
collaboration with a physician. 
 
3.  Incident To 
 
If covered CNS services are furnished, services and supplies furnished incident to the 
services of the CNS may also be covered if they would have been covered when 
furnished incident to the services of an MD/DO as described in §60. 
 
C.  Application of Coverage Rules 
 
1.  Types of CNS Services 
 
Examples of the types of services that CNS may provide are services that traditionally 
have been reserved for physicians, such as physical examinations, minor surgery, setting 
casts for simple fractures, interpreting x-rays, and other activities that involve an 
independent evaluation or treatment of the patient’s condition.  State law or regulation 
governing a CNS’ scope of practice for his or her service area applies. 
 
2.  Services Otherwise Excluded From Coverage 
 
A CNS’ services are not covered if they are otherwise excluded from coverage even 
though a CNS may be authorized by State law to perform them.  For example, the 
Medicare law excludes from coverage routine foot care and routine physical checkups 
and services that are not reasonable and necessary for diagnosis or treatment of an illness 
or injury or to improve the function of a malformed body member.  Therefore, these 
services are precluded from coverage even though they may be within a CNS’ scope of 
practice under State law. 
 
See §60.2 for coverage of services performed by a CNS incident to the services of 
physicians. 







 
D.  Collaboration 
 
Collaboration is a process in which a CNS works with one or more physicians (MD/DO) 
to deliver health care services within the scope of the CNS’ professional expertise with 
medical direction and appropriate supervision as required by the law of the State in which 
the services are furnished.  In the absence of State law governing collaboration, 
collaboration is to be evidenced by the CNS documenting his or her scope of practice and 
indicating the relationships that the CNS has with physicians to deal with issues outside 
the CNS’ scope of practice. 
 
The collaborating physician does not need to be present with the CNS when the services 
are furnished or to make an independent evaluation of each patient who is seen by the 
CNS. 
 
E.  Direct Billing and Payment 
 
A CNS may bill directly and receive direct payment for their services. 
 
F.  Assignment Requirement 
 
Assignment is required for the service to be covered. 
 
220 - Coverage of Outpatient Rehabilitation Therapy Services (Physical 
Therapy, Occupational Therapy, and Speech-Language Pathology 
Services) Under Medical Insurance 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
A comprehensive knowledge of the policies that apply to therapy services cannot be 
obtained through manuals alone.  The most definitive policies are Local Coverage 
Determinations found at the Medicare Coverage Database www.cms.hhs.gov/mcd.  A list 
of Medicare contractors is found at the CMS Web site.  Specific questions about all 
Medicare policies should be addressed to the contractors through the contact information 
supplied on their Web sites.  General Medicare questions may be addressed to the 
Medicare regional offices http://www.cms.hhs.gov/RegionalOffices/. 
 
A.  Definitions 
 
The following defines terms used in this section and §230: 
 
ACTIVE PARTICIPATION of the clinician in treatment means that the clinician 
personally furnishes in its entirety at least 1 billable service on at least 1 day of treatment. 
 
ASSESSMENT is separate from evaluation, and is included in services or procedures, (it 
is not separately payable).  The term assessment as used in Medicare manuals related to 



http://www.cms.hhs.gov/mcd

http://www.cms.hhs.gov/RegionalOffices/





therapy services is distinguished from language in Current Procedural Terminology 
(CPT) codes that specify assessment, e.g., 97755, Assistive Technology Assessment, 
which may be payable).  Assessments shall be provided only by clinicians, because 
assessment requires professional skill to gather data by observation and patient inquiry 
and may include limited objective testing and measurement to make clinical judgments 
regarding the patient's condition(s).  Assessment determines, e.g., changes in the patient's 
status since the last visit/treatment day and whether the planned procedure or service 
should be modified.  Based on these assessment data, the professional may make 
judgments about progress toward goals and/or determine that a more complete evaluation 
or re-evaluation (see definitions below) is indicated.  Routine weekly assessments of 
expected progression in accordance with the plan are not payable as re-evaluations. 
 
CERTIFICATION is the physician’s/nonphysician practitioner’s (NPP) approval of the 
plan of care. Certification requires a dated signature on the plan of care or some other 
document that indicates approval of the plan of care. 
 
The CLINICIAN is a term used in this manual and in Pub 100-04, chapter 5, section 10 
or section 20, to refer to only a physician, nonphysician practitioner or a therapist (but not 
to an assistant, aide or any other personnel) providing a service within their scope of 
practice and consistent with state and local law.  Clinicians make clinical judgments and 
are responsible for all services they are permitted to supervise.  Services that require the 
skills of a therapist, may be appropriately furnished by clinicians, that is, by or under the 
supervision of qualified physicians/NPPs when their scope of practice, state and local 
laws allow it and their personal professional training is judged by Medicare contractors as 
sufficient to provide to the beneficiary skills equivalent to a therapist for that service. 
 
COMPLEXITIES are complicating factors that may influence treatment, e.g., they may 
influence the type, frequency, intensity and/or duration of treatment.  Complexities may 
be represented by diagnoses (ICD codes), by patient factors such as age, severity, acuity, 
multiple conditions, and motivation, or by the patient’s social circumstances such as the 
support of a significant other or the availability of transportation to therapy. 
 
A DATE may be in any form (written, stamped or electronic).  The date may be added to 
the record in any manner and at any time, as long as the dates are accurate.  If they are 
different, refer to both the date a service was performed and the date the entry to the 
record was made.  For example, if a physician certifies a plan and fails to date it, staff 
may add “Received Date” in writing or with a stamp.  The received date is valid for 
certification/re-certification purposes.  Also, if the physician faxes the referral, 
certification, or re-certification and forgets to date it, the date that prints out on the fax is 
valid.  If services provided on one date are documented on another date, both dates 
should be documented. 
 
The EPISODE of Outpatient Therapy – For the purposes of therapy policy, an outpatient 
therapy episode is defined as the period of time, in calendar days, from the first day the 
patient is under the care of the clinician (e.g., for evaluation or treatment) for the current 







condition(s) being treated by one therapy discipline (PT, or OT, or SLP) until the last 
date of service for that discipline in that setting. 
 
During the episode, the beneficiary may be treated for more than one condition; including 
conditions with an onset after the episode has begun.  For example, a beneficiary 
receiving PT for a hip fracture who, after the initial treatment session, develops low back 
pain would also be treated under a PT plan of care for rehabilitation of low back pain.  
That plan may be modified from the initial plan, or it may be a separate plan specific to 
the low back pain, but treatment for both conditions concurrently would be considered 
the same episode of PT treatment.  If that same patient developed a swallowing problem 
during intubation for the hip surgery, the first day of treatment by the SLP would be a 
new episode of SLP care. 
 
EVALUATION is a separately payable comprehensive service provided by a clinician, as 
defined above, that requires professional skills to make clinical judgments about 
conditions for which services are indicated based on objective measurements and 
subjective evaluations of patient performance and functional abilities.  Evaluation is 
warranted e.g., for a new diagnosis or when a condition is treated in a new setting.  These 
evaluative judgments are essential to development of the plan of care, including goals and 
the selection of interventions. 
 
FUNCTIONAL REPORTING, which is required on claims for all outpatient therapy 
services pursuant to 42CFR410.59, 410.60, and 410.62, uses nonpayable G-codes and 
related modifiers to convey information about the patient’s functional status at specified 
points during therapy.  (See Pub 100-04, chapter 5, section 10.6) 
 
RE-EVALUATION provides additional objective information not included in other 
documentation.  Re-evaluation is separately payable and is periodically indicated during 
an episode of care when the professional assessment of a clinician indicates a significant 
improvement, or decline, or change in the patient's condition or functional status that was 
not anticipated in the plan of care.  Although some state regulations and state practice 
acts require re-evaluation at specific times, for Medicare payment, reevaluations must 
also meet Medicare coverage guidelines.  The decision to provide a reevaluation shall be 
made by a clinician. 
 
INTERVAL of certified treatment (certification interval) consists of 90 calendar days or 
less, based on an individual’s needs.  A physician/NPP may certify a plan of care for an 
interval length that is less than 90 days.  There may be more than one certification 
interval in an episode of care.  The certification interval is not the same as a Progress 
Report period. 
 
MAINTENANCE PROGRAM (MP) means a program established by a therapist that 
consists of activities and/or mechanisms that will assist a beneficiary in maximizing or 
maintaining the progress he or she has made during therapy or to prevent or slow further 
deterioration due to a disease or illness. 
 







NONPHYSICIAN PRACTITIONERS (NPP) means physician assistants, clinical nurse 
specialists, and nurse practitioners, who may, if state and local laws permit it, and when 
appropriate rules are followed, provide, certify or supervise therapy services. 
 
PHYSICIAN with respect to outpatient rehabilitation therapy services means a doctor of 
medicine, osteopathy (including an osteopathic practitioner), podiatric medicine, or 
optometry (for low vision rehabilitation only).  Chiropractors and doctors of dental 
surgery or dental medicine are not considered physicians for therapy services and may 
neither refer patients for rehabilitation therapy services nor establish therapy plans of 
care. 
 
PATIENT, client, resident, and beneficiary are terms used interchangeably to indicate 
enrolled recipients of Medicare covered services. 
 
PROVIDERS of services are defined in §1861(u) of the Act, 42CFR400.202 and 
42CFR485 Subpart H as participating hospitals, critical access hospitals (CAH), skilled 
nursing facilities (SNF), comprehensive outpatient rehabilitation facilities (CORF), home 
health agencies (HHA), hospices, participating clinics, rehabilitation agencies or 
outpatient rehabilitation facilities (ORF).  Providers are also defined as public health 
agencies with agreements only to furnish outpatient therapy services, or community 
mental health centers with agreements only to furnish partial hospitalization services.  To 
qualify as providers of services, these providers must meet certain conditions enumerated 
in the law and enter into an agreement with the Secretary in which they agree not to 
charge any beneficiary for covered services for which the program will pay and to refund 
any erroneous collections made.  Note that the word PROVIDER in sections 220 and 230 
is not used to mean a person who provides a service, but is used as in the statute to mean 
a facility or agency such as rehabilitation agency or home health agency. 
 
QUALIFIED PROFESSIONAL means a physical therapist, occupational therapist, 
speech-language pathologist, physician, nurse practitioner, clinical nurse specialist, or 
physician’s assistant, who is licensed or certified by the state to furnish therapy services, 
and who also may appropriately furnish therapy services under Medicare policies.  
Qualified professional may also include a physical therapist assistant (PTA) or an 
occupational therapy assistant (OTA) when furnishing services under the supervision of a 
qualified therapist, who is working within the state scope of practice in the state in which 
the services are furnished.  Assistants are limited in the services they may furnish (see 
section 230.1 and 230.2) and may not supervise other therapy caregivers. 
 
QUALIFIED PERSONNEL means staff (auxiliary personnel) who have been educated 
and trained as therapists and qualify to furnish therapy services only under direct 
supervision incident to a physician or NPP.  See §230.5 of this chapter.  Qualified 
personnel may or may not be licensed as therapists but meet all of the requirements for 
therapists with the exception of licensure. 
 







SIGNATURE means a legible identifier of any type acceptable according to policies in 
Pub. 100-08, Medicare Program Integrity Manual, chapter 3, §3.3.2.4 concerning 
signatures. 
 
SUPERVISION LEVELS for outpatient rehabilitation therapy services are the same as 
those for diagnostic tests defined in 42CFR410.32.  Depending on the setting, the levels 
include personal supervision (in the room), direct supervision (in the office suite), and 
general supervision (physician/NPP is available but not necessarily on the premises). 
 
SUPPLIERS of therapy services include individual practitioners such as physicians, 
NPPs, physical therapists and occupational therapists who have Medicare provider 
numbers.  Regulatory references on physical therapists in private practice (PTPPs) and 
occupational therapists in private practice (OTPPs) are at 42CFR410.60 (C)(1), 485.701-
729, and 486.150-163. 
 
THERAPIST refers only to qualified physical therapists, occupational therapists and 
speech-language pathologists, as defined in §230.  Qualifications that define therapists 
are in §§230.1, 230.2, and 230.3.  Skills of a therapist are defined by the scope of practice 
for therapists in the state). 
 
THERAPY (or outpatient rehabilitation services) includes only outpatient physical 
therapy (PT), occupational therapy (OT) and speech-language pathology (SLP) services 
paid using the Medicare Physician Fee Schedule or the same services when provided in 
hospitals that are exempt from the hospital Outpatient Prospective Payment System and 
paid on a reasonable cost basis, including critical access hospitals. 
 
Therapy services referred to in this chapter are those skilled services furnished according 
to the standards and conditions in CMS manuals, (e.g., in this chapter and in Pub. 100-04, 
Medicare Claims Processing Manual, chapter 5), within their scope of practice by 
qualified professionals or qualified personnel, as defined in this section, represented by 
procedures found in the American Medical Association’s “Current Procedural 
Terminology (CPT).”  A list of CPT (HCPCS) codes is provided in Pub. 100-04, chapter 
5, §20, and in Local Coverage Determinations developed by contractors. 
 
TREATMENT DAY means a single calendar day on which treatment, evaluation and/or 
reevaluation is provided.  There could be multiple visits, treatment sessions/encounters 
on a treatment day. 
 
VISITS OR TREATMENT SESSIONS begin at the time the patient enters the treatment 
area (of a building, office, or clinic) and continue until all services (e.g., activities, 
procedures, services) have been completed for that session and the patient leaves that area 
to participate in a non-therapy activity.  It is likely that not all minutes in the 
visits/treatment sessions are billable (e.g., rest periods).  There may be two treatment 
sessions in a day, for example, in the morning and afternoon.  When there are two visits/ 
treatment sessions in a day, plans of care indicate treatment amount of twice a day. 
 







B.  References 
 
Paper Manuals.  The following manuals, now outdated, were resources for the Internet 
Only Manuals: 
 


• Part A Medicare Intermediary Manual, (Pub. 13) 
• Part B Medicare Carrier Manual, (Pub. 14) 
• Hospital Manual, (Pub. 10) 
• Outpatient Physical Therapy/CORF Manual, (Pub. 9) 


 
Regulation and Statute.  The information in this section is based in part on the following 
current references: 
 


• 42CFR refers to Title 42, Code of Federal Regulation (CFR). 
• The Act refers to the Social Security Act. 


 
Internet Only Manuals.  Current Policies that concern providers and suppliers of therapy 
services are located in many places throughout CMS Manuals.  Sites that may be of 
interest include: 
 


• Pub.100-01 GENERAL INFORMATION, ELIGIBILITY, AND 
ENTITLEMENT 


 
o Chapter 1- General Overview 
 


10.1 - Hospital Insurance (Part A) for Inpatient Hospital, Hospice, Home 
Health and SNF Services - A Brief Description 
10.2 - Home Health Services 
10.3 - Supplementary Medical Insurance (Part B) - A Brief Description 
20.2 - Discrimination Prohibited 


 
• Pub. 100-02, MEDICARE BENEFIT POLICY MANUAL 


 
o Ch 6 - Hospital Services Covered Under Part B 


 
10 - Medical and Other Health Services Furnished to Inpatients of 
Participating Hospitals 
20 - Outpatient Hospital Services 
20.2 - Outpatient Defined 
20.4.1 - Diagnostic Services Defined 
70 - Outpatient Hospital Psychiatric Services 
 


o Ch 8 - Coverage of Extended Care (SNF) Services Under Hospital Insurance 
 


30.4. - Direct Skilled Rehabilitation Services to Patients 
40 - Physician Certification and Recertification for Extended Care Services 







50.3 - Physical Therapy, Speech-Language Pathology, and Occupational 
Therapy Furnished by the Skilled Nursing Facility or by Others Under 
Arrangements with the Facility and Under Its Supervision 
70.3 - Inpatient Physical Therapy, Occupational Therapy, and Speech 
Pathology Services 
 


o Ch 12 - Comprehensive Outpatient Rehabilitation Facility (CORF) Coverage 
 


10 - Comprehensive Outpatient Rehabilitation Facility (CORF) Services Provided by 
Medicare 
20 - Required and Optional CORF Services 


20.1 - Required Services 
20.2 - Optional CORF Services 


30 - Rules for Provision of Services 
30.1 - Rules for Payment of CORF Services 


40 - Specific CORF Services 
40.1 - Physicians’ Services 
40.2 - Physical Therapy Services 
40.3 - Occupational Therapy Services 
40.4 – Speech Language Pathology Services 


 
• Pub. 100-03 MEDICARE NATIONAL COVERAGE DETERMINATIONS 


MANUAL 
 


o Part 1 
 


20.10 - Cardiac Rehabilitation Programs 
30.1 - Biofeedback Therapy 
30.1.1 - Biofeedback Therapy for the Treatment of Urinary Incontinence 
50.1 – Speech Generating Devices 
50.2 - Electronic Speech Aids 
50.4 - Tracheostomy Speaking Valve 
 


o Part 2 
 


150.2 - Osteogenic Stimulator 
160.7 - Electrical Nerve Stimulators 
160.12 - Neuromuscular Electrical Stimulation (NMES) 
160.13 - Supplies Used in the Delivery of Transcutaneous Electrical Nerve 
Stimulation (TENS) and Neuromuscular Electrical Stimulation (NMES) 
160.17 - L-Dopa 
 


o Part 3 
 


170.1 - Institutional and Home Care Patient Education Programs 







170.2 - Melodic Intonation Therapy 
170.3 - Speech Pathology Services for the Treatment of Dysphagia 
180 – Nutrition 
 


o Part 4 
 


230.8 - Non-implantable Pelvic Flood Electrical Stimulator 
240.7 - Postural Drainage Procedures and Pulmonary Exercises 
270.1 -Electrical Stimulation (ES) and Electromagnetic Therapy for the 
Treatment of Wounds 
270.4 - Treatment of Decubitus Ulcers 
280.3 - Mobility Assisted Equipment (MAE) 
280.4 - Seat Lift 
280.13 - Transcutaneous Electrical Nerve Stimulators (TENS) 
290.1 - Home Health Visits to A Blind Diabetic 


 
• Pub. 100-08 PROGRAM INTEGRITY MANUAL 


 
o Chapter 3 - Verifying Potential Errors and Taking Corrective Actions 
 


3.4.1.1 - Linking LCD and NCD ID Numbers to Edits 
 
o Chapter 13 - Local Coverage Determinations  
 
13.5.1 - Reasonable and Necessary Provisions in LCDs 
 


Specific policies may differ by setting.  Other policies concerning therapy services are 
found in other manuals.  When a therapy service policy is specific to a setting, it takes 
precedence over these general outpatient policies.  For special rules on: 
 


• CORFs - See chapter 12 of this manual and also Pub. 100-04, chapter 5; 
• SNF - See chapter 8 of this manual and also Pub. 100-04, chapter 6, for SNF 


claims/billing; 
• HHA - See chapter 7 of this manual, and Pub. 100-04, chapter 10; 
• GROUP THERAPY AND STUDENTS - See Pub. 100-02, chapter 15, §230; 
• ARRANGEMENTS - Pub. 100-01, chapter 5, §10.3; 
• COVERAGE is described in the Medicare Program Integrity Manual, Pub. 100-


08, chapter 13, §13.5.1; and 
• THERAPY CAPS - See Pub. 100-04, chapter 5, §10.2, for a complete description 


of this financial limitation. 
 
C.  General 
 
Therapy services are a covered benefit in §§1861(g), 1861(p), and 1861(ll) of the Act.  
Therapy services may also be provided incident to the services of a physician/NPP under 
§§1861(s)(2) and 1862(a)(20) of the Act. 







 
Covered therapy services are furnished by providers, by others under arrangements with 
and under the supervision of providers, or furnished by suppliers (e.g., physicians, NPP, 
enrolled therapists), who meet the requirements in Medicare manuals for therapy 
services. 
 
Where a prospective payment system (PPS) applies, therapy services are paid when 
services conform to the requirements of that PPS.  Reimbursement for therapy provided 
to Part A inpatients of hospitals or residents of SNFs in covered stays is included in the 
respective PPS rates. 
 
Payment for therapy provided by an HHA under a plan of treatment is included in the 
home health PPS rate.  Therapy may be billed by an HHA on bill type 34x if there are no 
home health services billed under a home health plan of care at the same time (e.g., the 
patient is not homebound), and there is a valid therapy plan of treatment. 
 
In addition to the requirements described in this chapter, the services must be furnished in 
accordance with health and safety requirements set forth in regulations at 42CFR484, and 
42CFR485. 
 
When therapy services may be furnished appropriately in a community pool by a 
clinician in a physical therapist or occupational therapist private practice, physician 
office, outpatient hospital, or outpatient SNF, the practice/office or provider shall rent or 
lease the pool, or a specific portion of the pool.  The use of that part of the pool during 
specified times shall be restricted to the patients of that practice or provider.  The written 
agreement to rent or lease the pool shall be available for review on request.  When part of 
the pool is rented or leased, the agreement shall describe the part of the pool that is used 
exclusively by the patients of that practice/office or provider and the times that exclusive 
use applies.  Other providers, including rehabilitation agencies (previously referred to as 
OPTs and ORFs) and CORFs, are subject to the requirements outlined in the respective 
State Operations Manual regarding rented or leased community pools. 
 
220.1 - Conditions of Coverage and Payment for Outpatient Physical 
Therapy, Occupational Therapy, or Speech-Language Pathology 
Services 
(Rev. 165, Issued: 12-21-12, Effective: 01-01-13, Implementation: 01-07-13) 
 
Reference:  42CFR424.24 
 
Refer to §230.4 for physical therapist/occupational therapist in private practice rules. 
 
Coverage rules for specific services are in Pub. 100-03, Medicare National Coverage 
Determinations Manual. 
 
Other payment rules are found in Pub. 100-04, Medicare Claims Processing Manual, 
chapter 5. 
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Since the outpatient therapy benefit under Part B provides coverage only of therapy 
services, payment can be made only for those services that constitute therapy.  In cases 
where there is doubt about whether a service is therapy, the contractor’s local coverage 
determination (LCD) shall prevail. 
 
In order for a service to be covered, it must have a benefit category in the statute, it must 
not be excluded and it must be reasonable and necessary.  Therapy services are a benefit 
under §1861 of the Act.  Consult Pub. 100-08, chapter 13, §13.5.1 for full descriptions of 
a reasonable and necessary service. 
 
Outpatient therapy services furnished to a beneficiary by a provider or supplier are 
payable only when furnished in accordance with certain conditions.  The following 
conditions apply. 
 


• Services are or were required because the individual needed therapy services (see 
42CFR424.24(c),§220.1.3); 


 
• A plan for furnishing such services has been established by a physician/NPP or by 


the therapist providing such services and is periodically reviewed by a 
physician/NPP* (see 42CFR424.24(c), §220.1.2); 


 
• Services are or were furnished while the individual is or was under the care of a 


physician* (see 42CFR424.24(c), §220.1.1); 
 
• In certifying an outpatient plan of care for therapy a physician/NPP is certifying 


that the above three conditions are met (42 CFR 424.24(c)).  Certification is 
required for coverage and payment of a therapy claim. 
 


• Claims submitted for outpatient (and CORF) PT, OT, and SLP services must 
contain the National Provider (NPI) of the certifying physician identified for a PT, 
OT, and SLP plan of care.  This requirement is effective for claims with dates of 
service on or after October 1, 2012.  (See Pub. 100-04, Medicare Claims 
Processing Manual, chapter 5, section 10.3.) 


 
•  Claims submitted for outpatient (and CORF) PT, OT, and SLP services must 


contain the required functional reporting.  (See 42CFR410.59, 60, and 62), Pub. 
100-04, Medicare Claims Processing Manual, chapter 5, section 10.6.) 
 


• The patient functional limitations(s) reported on claims, as part of the functional 
reporting, must be consistent with the functional limitations identified as part of 
the therapy plan of care and expressed as part of the patient’s long term goals*  
(see 42CFR410.61, 42CFR410.105, Pub. 100-04, Medicare Claims Processing 
Manual, chapter 5, section 10.6.) 


 
220.1.1 - Care of a Physician/Nonphysician Practitioner (NPP) 
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(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
Although there is no Medicare requirement for an order, when documented in the medical 
record, an order provides evidence that the patient both needs therapy services and is 
under the care of a physician.  The certification requirements are met when the physician 
certifies the plan of care.  If the signed order includes a plan of care (see essential 
requirements of plan in §220.1.2), no further certification of the plan is required.  
Payment is dependent on the certification of the plan of care rather than the order, but the 
use of an order is prudent to determine that a physician is involved in care and available 
to certify the plan. 
 
(The CORF services benefit does not recognize an NPP for orders and certification.) 
 
220.1.2 - Plans of Care for Outpatient Physical Therapy, Occupational 
Therapy, or Speech-Language Pathology Services 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
Reference: 42CFR 410.61 and 410.105(c) (for CORFs) 
 
A.  Establishing the plan (See §220.1.3 for certifying the plan.) 
 
The services must relate directly and specifically to a written treatment plan as described 
in this chapter.  The plan, (also known as a plan of care or plan of treatment) must be 
established before treatment is begun.  The plan is established when it is developed (e.g., 
written or dictated). 
 
The signature and professional identity (e.g., MD, OTR/L) of the person who established 
the plan, and the date it was established must be recorded with the plan.  Establishing the 
plan, which is described below, is not the same as certifying the plan, which is described 
in §§220.1.1 and 220.1.3 
 
Outpatient therapy services shall be furnished under a plan established by: 
 


• A physician/NPP (consultation with the treating physical therapist, occupational 
therapist, or speech-language pathologist is recommended.  Only a physician may 
establish a plan of care in a CORF; 


 
• The physical therapist who will provide the physical therapy services; 
 
• The occupational therapist who will provide the occupational therapy services; or 
 
• The speech-language pathologist who will provide the speech-language pathology 


services. 
 







The plan may be entered into the patient’s therapy record either by the person who 
established the plan or by the provider’s or supplier’s staff when they make a written 
record of that person’s oral orders before treatment is begun. 
 
Treatment under a Plan.  The evaluation and treatment may occur and are both billable 
either on the same day or at subsequent visits.  It is appropriate that treatment begins 
when a plan is established. 
 
Therapy may be initiated by qualified professionals or qualified personnel based on a 
dictated plan.  Treatment may begin before the plan is committed to writing only if the 
treatment is performed or supervised by the same clinician who establishes the plan.  
Payment for services provided before a plan is established may be denied. 
 
Two Plans.  It is acceptable to treat under two separate plans of care when different 
physician’s/NPP’s refer a patient for different conditions.  It is also acceptable to 
combine the plans of care into one plan covering both conditions if one or the other 
referring physician/NPP is willing to certify the plan for both conditions.  The treatment 
notes continue to require timed code treatment minutes and total treatment time and need 
not be separated by plan.  Progress reports should be combined if it is possible to make 
clear that the goals for each plan are addressed.  Separate progress reports referencing 
each plan of care may also be written, at the discretion of the treating clinician, or at the 
request of the certifying physician/NPP, but shall not be required by contractors. 
 
B.  Contents of Plan (See §220.1.3 for certifying the plan.) 
 
The plan of care shall contain, at minimum, the following information as required by 
regulation (42CFR424.24, 410.61, and 410.105(c) (for CORFs)).  (See §220.3 for further 
documentation requirements): 
 


• Diagnoses; 
 
• Long term treatment goals; and 
 
• Type, amount, duration and frequency of therapy services. 


 
The plan of care shall be consistent with the related evaluation, which may be attached 
and is considered incorporated into the plan.  The plan should strive to provide treatment 
in the most efficient and effective manner, balancing the best achievable outcome with 
the appropriate resources. 
 
Long term treatment goals should be developed for the entire episode of care in the 
current setting.  When the episode is anticipated to be long enough to require more than 
one certification, the long term goals may be specific to the part of the episode that is 
being certified.  Goals should be measurable and pertain to identified functional 
impairments.  Therapists typically also establish short term goals, such as goals for a 
week or month of therapy, to help track progress toward the goal for the episode of care.  







If the expected episode of care is short, for example therapy is expected to be completed 
in 4 to 6 treatment days, the long term and short term goals may be the same.  In other 
instances measurable goals may not be achievable, such as when treatment in a particular 
setting is unexpectedly cut short (such as when care is transferred to another therapy 
provider) or when the beneficiary suffers an exacerbation of his/her existing condition 
terminating the current episode; documentation should state the clinical reasons progress 
cannot be shown.  The functional impairments identified and expressed in the long term 
treatment goals must be consistent with those used in the claims-based functional 
reporting, using nonpayable G-codes and severity modifiers, for services furnished on or 
after January 1, 2013.  (Reference: 42CFR410.61 and 42CFR410.105 (for CORFs). 
 
The type of treatment may be PT, OT, or SLP, or, where appropriate, the type may be a 
description of a specific treatment or intervention.  (For example, where there is a single 
evaluation service, but the type is not specified, the type is assumed to be consistent with 
the therapy discipline (PT, OT, SLP) ordered, or of the therapist who provided the 
evaluation.)  Where a physician/NPP establishes a plan, the plan must specify the type 
(PT, OT, SLP) of therapy planned. 
 
There shall be different plans of care for each type of therapy discipline.  When more 
than one discipline is treating a patient, each must establish a diagnosis, goals, etc. 
independently.  However, the form of the plan and the number of plans incorporated into 
one document are not limited as long as the required information is present and related to 
each discipline separately.  For example, a physical therapist may not provide services 
under an occupational therapist plan of care.  However, both may be treating the patient 
for the same condition at different times in the same day for goals consistent with their 
own scope of practice. 
 
The amount of treatment refers to the number of times in a day the type of treatment will 
be provided.  Where amount is not specified, one treatment session a day is assumed. 
 
The frequency refers to the number of times in a week the type of treatment is provided.  
Where frequency is not specified, one treatment is assumed.  If a scheduled holiday 
occurs on a treatment day that is part of the plan, it is appropriate to omit that treatment 
day unless the clinician who is responsible for writing progress reports determines that a 
brief, temporary pause in the delivery of therapy services would adversely affect the 
patient’s condition. 
 
The duration is the number of weeks, or the number of treatment sessions, for THIS 
PLAN of care.  If the episode of care is anticipated to extend beyond the 90 calendar day 
limit for certification of a plan, it is desirable, although not required, that the clinician 
also estimate the duration of the entire episode of care in this setting. 
 
The frequency or duration of the treatment may not be used alone to determine medical 
necessity, but they should be considered with other factors such as condition, progress, 
and treatment type to provide the most effective and efficient means to achieve the 
patients’ goals.  For example, it may be clinically appropriate, medically necessary, most 







efficient and effective to provide short term intensive treatment or longer term and less 
frequent treatment depending on the individuals’ needs. 
 
It may be appropriate for therapists to taper the frequency of visits as the patient 
progresses toward an independent or caregiver assisted self-management program with 
the intent of improving outcomes and limiting treatment time.  For example, treatment 
may be provided 3 times a week for 2 weeks, then 2 times a week for the next 2 weeks, 
then once a week for the last 2 weeks.  Depending on the individual’s condition, such 
treatment may result in better outcomes, or may result in earlier discharge than routine 
treatment 3 times a week for 4 weeks.  When tapered frequency is planned, the exact 
number of treatments per frequency level is not required to be projected in the plan, 
because the changes should be made based on assessment of daily progress.  Instead, the 
beginning and end frequencies shall be planned.  For example, amount, frequency and 
duration may be documented as “once daily, 3 times a week tapered to once a week over 
6 weeks”.  Changes to the frequency may be made based on the clinicians clinical 
judgment and do not require recertification of the plan unless requested by the 
physician/NPP.  The clinician should consider any comorbidities, tissue healing, the 
ability of the patient and/or caregiver to do more independent self-management as 
treatment progresses, and any other factors related to frequency and duration of 
treatment. 
 
The above policy describes the minimum requirements for payment.  It is anticipated that 
clinicians may choose to make their plans more specific, in accordance with good 
practice.  For example, they may include these optional elements: short term goals, goals 
and duration for the current episode of care, specific treatment interventions, procedures, 
modalities or techniques and the amount of each.  Also, notations in the medical record of 
beginning date for the plan are recommended but not required to assist Medicare 
contractors in determining the dates of services for which the plan was effective. 
 
C.  Changes to the Therapy Plan 
 
Changes are made in writing in the patient’s record and signed by one of the following 
professionals responsible for the patient’s care: 
 


• The physician/NPP; 
 


• The physical therapist (in the case of physical therapy); 
 


• The speech-language pathologist (in the case of speech-language pathology 
services); 


 
• The occupational therapist (in the case of occupational therapy services); or 


 
• The registered professional nurse or physician/NPP on the staff of the facility 


pursuant to the oral orders of the physician/NPP or therapist. 
 







While the physician/NPP may change a plan of treatment established by the therapist 
providing such services, the therapist may not significantly alter a plan of treatment 
established or certified by a physician/NPP without their documented written or verbal 
approval (see §220.1.3(C)).  A change in long-term goals, (for example if a new 
condition was to be treated) would be a significant change.  Physician/NPP certification 
of the significantly modified plan of care shall be obtained within 30 days of the initial 
therapy treatment under the revised plan.  An insignificant alteration in the plan would be 
a change in the frequency or duration due to the patient’s illness, or a modification of 
short-term goals to adjust for improvements made toward the same long-term goals.  If a 
patient has achieved a goal and/or has had no response to a treatment that is part of the 
plan, the therapist may delete a specific intervention from the plan of care prior to 
physician/ NPP approval.  This shall be reported to the physician/NPP responsible for the 
patient’s treatment prior to the next certification. 
 
Procedures (e.g., neuromuscular reeducation) and modalities (e.g., ultrasound) are not 
goals, but are the means by which long and short term goals are obtained.  Changes to 
procedures and modalities do not require physician signature when they represent 
adjustments to the plan that result from a normal progression in the patient’s disease or 
condition or adjustments to the plan due to lack of expected response to the planned 
intervention, when the goals remain unchanged.  Only when the patient’s condition 
changes significantly, making revision of long term goals necessary, is a 
physician’s/NPP’s signature required on the change, (long term goal changes may be 
accompanied by changes to procedures and modalities). 
 
220.1.3 - Certification and Recertification of Need for Treatment and 
Therapy Plans of Care 
(Rev. 88, Issued: 05-07-08, Effective: 01-01-08, Implementation: 06-09-08) 
Reference:  42CFR424.24(c) 
 
See specific certification rules in Pub. 100-01, chapter 4, §20 for hospital services. 
 
A.  Method and Disposition of Certifications 
 
Certification requires a dated signature on the plan of care or some other document that 
indicates approval of the plan of care.  It is not appropriate for a physician/NPP to certify 
a plan of care if the patient was not under the care of some physician/NPP at the time of 
the treatment or if the patient did not need the treatment.  Since delayed certification is 
allowed, the date the certification is signed is important only to determine if it is timely or 
delayed.  The certification must relate to treatment during the interval on the claim.  
Unless there is reason to believe the plan was not signed appropriately, or it is not timely, 
no further evidence that the patient was under the care of a physician/NPP and that the 
patient needed the care is required. 
 
The format of all certifications and recertifications and the method by which they are 
obtained is determined by the individual facility and/or practitioner.  Acceptable 
documentation of certification may be, for example, a physician’s progress note, a 
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physician/NPP order, or a plan of care that is signed and dated by a physician/NPP, and 
indicates the physician/NPP is aware that therapy service is or was in progress and the 
physician/NPP makes no record of disagreement with the plan when there is evidence the 
plan was sent (e.g., to the office) or is available in the record (e.g., of the institution that 
employs the physician/NPP) for the physician/NPP to review.  For example, if during the 
course of treatment under a certified plan of care a physician sends an order for continued 
treatment for 2 more weeks, contractors shall accept the order as certification of 
continued treatment for 2 weeks under the same plan of care.  If the new certification is 
for less treatment than previously planned and certified, this new certification takes the 
place of any previous certification.  At the end of the 2 weeks of treatment (which might 
extend more than 2 calendar weeks from the date the order/certification was signed) 
another certification would be required if further treatment was documented as medically 
necessary. 
 
The certification should be retained in the clinical record and available if requested by the 
contractor. 
 
B.  Initial Certification of Plan 
 
The physician’s/NPP’s certification of the plan (with or without an order) satisfies all of 
the certification requirements noted above in §220.1 for the duration of the plan of care, 
or 90 calendar days from the date of the initial treatment, whichever is less.  The initial 
treatment includes the evaluation that resulted in the plan. 
 
Timing of Initial Certification.  The provider or supplier (e.g., facility, physician/NPP, or 
therapist) should obtain certification as soon as possible after the plan of care is 
established, unless the requirements of delayed certification are met.  “As soon as 
possible” means that the physician/NPP shall certify the initial plan as soon as it is 
obtained, or within 30 days of the initial therapy treatment.  Since payment may be 
denied if a physician does not certify the plan, the therapist should forward the plan to the 
physician as soon as it is established.  Evidence of diligence in providing the plan to the 
physician may be considered by the Medicare contractor during review in the event of a 
delayed certification. 
 
Timely certification of the initial plan is met when physician/NPP certification of the plan 
is documented, by signature or verbal order, and dated in the 30 days following the first 
day of treatment (including evaluation).  If the order to certify is verbal, it must be 
followed within 14 days by a signature to be timely.  A dated notation of the order to 
certify the plan should be made in the patient’s medical record. 
 
Recertification is not required if the duration of the initially certified plan of care is more 
than the duration (length) of the entire episode of treatment. 
 
C.  Review of Plan and Recertification 
Reference:  42CFR424.24(c), 1861(r), 42CFR 410.61(e). 
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The timing of recertification changed on January 1, 2008.  Certifications signed on or 
after January 1, 2008, follow the rules in this section.  Certifications signed on or prior to 
December 31, 2007, follow the rule in effect at that time, which required recertification 
every 30 calendar days. 
 
Payment and coverage conditions require that the plan must be reviewed, as often as 
necessary but at least whenever it is certified or recertified to complete the certification 
requirements.  It is not required that the same physician/NPP who participated initially in 
recommending or planning the patient’s care certify and/or recertify the plans. 
 
Recertifications that document the need for continued or modified therapy should be 
signed whenever the need for a significant modification of the plan becomes evident, or 
at least every 90 days after initiation of treatment under that plan, unless they are delayed. 
 
Physician/NPP Options for Certification.  A physician/NPP may certify or recertify a 
plan for whatever duration of treatment the physician/NPP determines is appropriate, up 
to a maximum of 90 calendar days.  Many episodes of therapy treatment last less than 30 
calendar days.  Therefore, it is expected that the physician/NPP should certify a plan that 
appropriately estimates the duration of care for the individual, even if it is less than 90 
days.  If the therapist writes a plan of care for a duration that is more or less than the 
duration approved by the physician/NPP, then the physician/NPP would document a 
change to the duration of the plan and certify it for the duration the physician/NPP finds 
appropriate (up to 90 days).  Treatment beyond the duration certified by the 
physician/NPP requires that a plan be recertified for the extended duration of treatment.  
It is possible that patients will be discharged by the therapist before the end of the 
estimated treatment duration because some will improve faster than estimated and/or 
some were successfully progressed to an independent home program. 
 
Physicians/NPPs may require that the patient make a physician/NPP visit for an 
examination if, in the professional’s judgment, the visit is needed prior to certifying the 
plan, or during the planned treatment.  Physicians/NPPs should indicate their requirement 
for visits, preferably on an order preceding the treatment, or on the plan of care that is 
certified.  If the physician wishes to restrict the patient’s treatment beyond a certain date 
when a visit is required, the physician should certify a plan only until the date of the visit.  
After that date, services will not be considered reasonable and necessary due to lack of a 
certified plan.  Physicians/NPPs should not sign a certification if they require a visit and a 
visit was not made.  However, Medicare does not require a visit unless the National 
Coverage Determination (NCD) for a particular treatment requires it (e.g., see Pub. 100-
03, §270.1 - Electrical Stimulation (ES) and Electromagnetic Therapy for the Treatment 
of Wounds). 
 
Restrictions on Certification.  Certifications and recertifications by doctors of podiatric 
medicine must be consistent with the scope of the professional services provided by a 
doctor of podiatric medicine as authorized by applicable state law.  Optometrists may 
order and certify only low vision services.  Chiropractors may not certify or recertify 
plans of care for therapy services. 
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D.  Delayed Certification 
 
References:  §1835(a) of the Act 


42CFR424.11(d)(3) 
 
Certifications are required for each interval of treatment based on the patient’s needs, not 
to exceed 90 calendar days from the initial therapy treatment.  Certifications are timely 
when the initial certification (or certification of a significantly modified plan of care) is 
dated within 30 calendar days of the initial treatment under that plan.  Recertification is 
timely when dated during the duration of the initial plan of care or within 90 calendar 
days of the initial treatment under that plan, whichever is less.  Delayed certification and 
recertification requirements shall be deemed satisfied where, at any later date, a 
physician/NPP makes a certification accompanied by a reason for the delay.  
Certifications are acceptable without justification for 30 days after they are due.  Delayed 
certification should include one or more certifications or recertifications on a single 
signed and dated document. 
 
Delayed certifications should include any evidence the provider or supplier considers 
necessary to justify the delay.  For example, a certification may be delayed because the 
physician did not sign it, or the original was lost.  In the case of a long delayed 
certification (over 6 months), the provider or supplier may choose to submit with the 
delayed certification some other documentation (e.g., an order, progress notes, telephone 
contact, requests for certification or signed statement of a physician/NPP) indicating need 
for care and that the patient was under the care of a physician at the time of the treatment. 
Such documentation may be requested by the contractor for delayed certifications if it is 
required for review. 
 
It is not intended that needed therapy be stopped or denied when certification is delayed.  
The delayed certification of otherwise covered services should be accepted unless the 
contractor has reason to believe that there was no physician involved in the patient’s care, 
or treatment did not meet the patient’s need (and therefore, the certification was signed 
inappropriately). 
 
EXAMPLE:  Payment should be denied if there is a certification signed 2 years after 
treatment by a physician/NPP who has/had no knowledge of the patient when the medical 
record also shows e.g., no order, note, physician/NPP attended meeting, correspondence 
with a physician/NPP, documentation of discussion of the plan with a physician/NPP, 
documentation of sending the plan to any physician/NPP, or other indication that there 
was a physician/NPP involved in the case. 
 
EXAMPLE:  Payment should not be denied, even when certified 2 years after treatment, 
when there is evidence that a physician approved needed treatment, such as an order, 
documentation of therapist/physician/NPP discussion of the plan, chart notes, meeting 
notes, requests for certification, certifications for intervals before or after the service in 
question, or physician/NPP services during which the medical record or the patient’s 
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history would, in good practice, be reviewed and would indicate therapy treatment is in 
progress. 
 
EXAMPLE:  Subsequent certifications of plans for continued treatment for the same 
condition in the same patient may indicate physician certification of treatment that 
occurred between certification dates, even if the signature for one of the plans in the 
episode is delayed.  If a certified plan of care ends March 30th and a new plan of care for 
continued treatment after March 30th is developed or signed by a therapist on April 
15th and that plan is subsequently certified, that certification may be considered delayed 
and acceptable effective from the first treatment date after March 30th for the frequency 
and duration as described in the plan.  Of course, documentation should continue to 
indicate that therapy during the delay is medically necessary, as it would for any 
treatment.  The certification of the physician/NPP is interpreted as involvement and 
approval of the ongoing episode of treatment, including the treatment that preceded the 
date of the certification unless the physician/NPP indicates otherwise. 
 
E.  Denials Due to Certification 
 
Denial for payment that is based on absence of certification is a technical denial, which 
means a statutory requirement has not been met.  Certification is a statutory requirement 
in SSA 1835(a)(2)- (‘periodic review” of the plan). 
 
For example, if a patient is treated and the provider/supplier cannot produce (on 
contractor request) a plan of care (timely or delayed) for the billed treatment dates 
certified by a physician/NPP, then that service might be denied for lack of the required 
certification.  If an appropriate certification is later produced, the denial shall be 
overturned. 
 
In the case of a service furnished under a provider agreement as described in 
42CFR489.21, the provider is precluded from charging the beneficiary for services 
denied as a result of missing certification. 
 
However, if the service is provided by a supplier (in the office of the physician/NPP, or 
therapist) a technical denial due to absence of a certification results in beneficiary 
liability.  For that reason, it is recommended that the patient be made aware of the need 
for certification and the consequences of its absence. 
 
A technical denial decision may be reopened by the contractor or reversed on appeal as 
appropriate, if delayed certification is later produced. 
 
220.1.4 - Requirement That Services Be Furnished on an Outpatient 
Basis 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
Reference:  42CFR410.60 
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Therapy services are payable under the Physician Fee Schedule when furnished by 1.) a 
provider to its outpatients in the patient’s home; 2.) a provider to patients who come to 
the facility’s outpatient department;  3.) a provider to inpatients of other institutions, or 
4.) a supplier to patients in the office or in the patient’s home.  (CORF rules differ on 
providing therapy at home.) 
 
Coverage includes therapy services furnished by participating hospitals and SNFs to their 
inpatients who have exhausted Part A inpatient benefits or who are otherwise not eligible 
for Part A benefits.  Providers of therapy services that have inpatient facilities, other than 
participating hospitals and SNFs, may not furnish covered therapy services to their own 
inpatients.  However, since the inpatients of one institution may be considered the 
outpatients of another institution, all providers of therapy services may furnish such 
services to inpatients of another health facility. 
 
A certified distinct part of an institution is considered to be a separate institution from a 
nonparticipating part of the institution.  Consequently, the certified distinct part may 
render covered therapy services to the inpatients of the noncertified part of the institution 
or to outpatients.  The certified part must bill the A/B MAC (A) under Part B. 
 
Therapy services are payable when furnished in the home at the same physician fee 
schedule payment rates as in other outpatient settings.  Additional expenses incurred by 
providers of outpatient therapy due to travel to the beneficiary are not covered. 
 
Under the Medicare law, there is no authority to require a provider to furnish a type of 
service.  Therefore, a hospital or SNF may furnish therapy to its inpatients without having 
to set up facilities and procedures for furnishing those services to its outpatients.  
However, if the provider chooses to furnish a particular service, it may not charge any 
individual or other person for items or services for which the individual is entitled to have 
payment made under the program because it is bound by its agreement with Medicare.  
Thus, whenever a hospital or SNF furnishes outpatient therapy to a Medicare beneficiary 
(either directly or under arrangements with others) it must bill the program under Part B 
and may charge the patient only for the applicable deductible and coinsurance. 
 
220.2 - Reasonable and Necessary Outpatient Rehabilitation Therapy 
Services 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
References:  Pub. 100-08, chapter 13, §13.5.1, 


42CFR410.59, 
42CFR410.60 
 


A.  General 
 
To be covered, services must be skilled therapy services as described in this chapter and 
be rendered under the conditions specified.  Services provided by professionals or 
personnel who do not meet the qualification standards, and services by qualified people 
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that are not appropriate to the setting or conditions are unskilled services.  A service is 
not considered a skilled therapy service merely because it is furnished by a therapist or by 
a therapist/therapy assistant under the direct or general supervision, as applicable, of a 
therapist.  If a service can be self-administered or safely and effectively furnished by an 
unskilled person, without the direct or general supervision, as applicable, of a therapist, 
the service cannot be regarded as a skilled therapy service even though a therapist 
actually furnishes the service.  Similarly, the unavailability of a competent person to 
provide a non-skilled service, notwithstanding the importance of the service to the 
patient, does not make it a skilled service when a therapist furnishes the service. 
 
Skilled therapy services may be necessary to improve a patient’s current condition, to 
maintain the patient’s current condition, or to prevent or slow further deterioration of the 
patient’s condition.  For further information see 220.2, subsections C (Rehabilitative 
Services) and subsection D (Maintenance Programs). 
 
Services that do not meet the requirements for covered therapy services in Medicare 
manuals are not payable using codes and descriptions as therapy services.  For example, 
services related to activities for the general good and welfare of patients, e.g., general 
exercises to promote overall fitness and flexibility and activities to provide diversion or 
general motivation, do not constitute therapy services for Medicare purposes.  Also, 
services not provided under a therapy plan of care, or provided by staff who are not 
qualified or appropriately supervised, are not payable therapy services. 
 
Examples of coverage policies that apply to all outpatient therapy claims are in this 
chapter, in Pub. 100-04, chapter 5, and Pub. 100-08, chapter 13.  Some policies in other 
manuals are repeated here for emphasis and clarification.  Further details on documenting 
reasonable and necessary services are found in section 220.3 of this chapter. 
 
B.  Reasonable and Necessary 
 
To be considered reasonable and necessary, each of the following conditions must be 
met. (This is a representative list of required conditions and does not fully describe 
reasonable and necessary services.  See the remainder of this section and associated 
information in section 230.) 
 


• The services shall be considered under accepted standards of medical practice to 
be a specific and effective treatment for the patient’s condition.  Acceptable 
practices for therapy services are found in: 


 
o Medicare manuals (such as this manual and Publications 100-03 and 100-04), 
 
o Contractors Local Coverage Determinations (LCDs and NCDs are available 


on the Medicare Coverage Database:  http://www.cms.hhs.gov/mcd, and 
 
o Guidelines and literature of the professions of physical therapy, occupational 


therapy and speech-language pathology. 
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• The services shall be of such a level of complexity and sophistication or the 


condition of the patient shall be such that the services required can be safely and 
effectively performed only by a therapist, or in the case of physical therapy and 
occupational therapy by or under the supervision of a therapist.  Services that do 
not require the performance or supervision of a therapist are not skilled and are 
not considered reasonable or necessary therapy services, even if they are 
performed or supervised by a qualified professional.  Medicare coverage does not 
turn on the presence or absence of a beneficiary’s potential for improvement from 
the therapy, but rather on the beneficiary’s need for skilled care.  (For additional 
guidance, see subsection D below related to Maintenance Programs.) 


 
• If the contractor determines the services furnished were of a type that could 


have been safely and effectively performed only by or under the supervision 
of such a qualified professional, the contractor shall presume that such 
services were properly supervised when required.  However, this presumption 
is rebuttable and, if in the course of processing a claim, the contractor finds 
that services were not furnished under proper supervision, it shall deny the 
claim and bring this matter to the attention of the Division of Survey and 
Certification of the Regional Office. 


 
• While a beneficiary’s particular medical condition is a valid factor in deciding 


if skilled therapy services are needed, a beneficiary’s diagnosis or prognosis 
cannot be the sole factor in deciding that a service is or is not skilled.  The key 
issue is whether the skills of a therapist are needed to treat the illness or 
injury, or whether the services can be carried out by nonskilled personnel. See 
items C and D for descriptions of covered skilled services; and 


 
• The amount, frequency, and duration of the services must be reasonable under 


accepted standards of practice.  The contractor shall consult local 
professionals or the state or national therapy associations in the development 
of any utilization guidelines. 


 
NOTE:  Claims for therapy services denied because they are not considered reasonable 
and necessary under §1862(a)(1)(A) of the Act and, for services furnished on or after 
January 1, 2013, those denied as a result of application of the therapy caps under 
§1833(g)(1) or (g)(3) are subject to consideration under the waiver of liability provision 
in §1879 of the Act. 
 
C.  Rehabilitative Therapy 
 
Rehabilitative therapy includes services designed to address recovery or improvement in 
function and, when possible, restoration to a previous level of health and well-being.  
Therefore, evaluation, re-evaluation and assessment documented in the Progress Report 
should describe objective measurements which, when compared, show improvements in 
function, decrease in severity or rationalization for an optimistic outlook to justify 
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continued treatment.  Improvement is evidenced by successive objective measurements 
whenever possible (see objective measurement and other instruments for evaluation in 
the §220.3.C of this chapter).  If an individual’s expected rehabilitation potential is 
insignificant in relation to the extent and duration of therapy services required to achieve 
such potential, rehabilitative therapy is not reasonable and necessary. 
 
Rehabilitative therapy services are skilled procedures that may include but are not limited 
to: 
 


• Evaluations and reevaluations; 
 


• Establishment of treatment goals specific to the patient’s disability or 
dysfunction and designed to specifically address each problem identified in 
the evaluation; 


 
• Design of a plan of care addressing the patient’s disorder, including 


establishment of procedures to obtain goals, determining the frequency and 
intensity of treatment; 


 
• Continued assessment and analysis during implementation of the services at 


regular intervals; 
 


• Instruction leading to establishment of compensatory skills; 
 


• Selection of devices to replace or augment a function (e.g., for use as an 
alternative communication system and short-term training on use of the device 
or system); and 


 
• Training of patient and family to augment rehabilitative treatment.  Training 


of staff and family should be ongoing throughout treatment and instructions 
modified intermittently as the patient’s status changes. 


 
Rehabilitative therapy requires the skills of a therapist to safely and effectively furnish a 
recognized therapy service whose goal is improvement of an impairment or functional 
limitation.  (See definition of therapist in section 220.A of this chapter.)  Services that can 
be safely and effectively furnished by nonskilled personnel or by PTAs or OTAs without 
the supervision of therapists are not rehabilitative therapy services.  
 
Rehabilitative therapy may be needed, and improvement in a patient’s condition may 
occur, even when a chronic, progressive, degenerative, or terminal condition exists.  For 
example, a terminally ill patient may begin to exhibit self-care, mobility, and/or safety 
dependence requiring skilled therapy services.  The fact that full or partial recovery is not 
possible does not necessarily mean that skilled therapy is not needed to improve the 
patient’s condition or to maximize his/her functional abilities.  The deciding factors are 
always whether the services are considered reasonable, effective treatments for the 







patient’s condition and require the skills of a therapist, or whether they can be safely and 
effectively carried out by nonskilled personnel. 
 
Rehabilitative therapy is not required to effect improvement or restoration of function 
when a patient suffers a transient and easily reversible loss or reduction of function (e.g., 
temporary and generalized weakness, which may follow a brief period of bed rest 
following surgery) that could reasonably be expected to improve spontaneously as the 
patient gradually resumes normal activities.  Therapy furnished in such situations is not 
considered reasonable and necessary for the treatment of the individual’s illness or injury 
and the services are not covered. 
 
If at any point in the treatment of an illness it is determined that the treatment is not 
rehabilitative, the services will no longer be considered reasonable and necessary under 
this section.  (See Section 220.2 D for additional covered therapy benefits under 
maintenance programs).  Services that are not reasonable or necessary are excluded from 
coverage under §1862(a)(1)(A) of the Act. 
 
D.  Maintenance Programs 
 
Skilled therapy services that do not meet the criteria for rehabilitative therapy may be 
covered in certain circumstances as maintenance therapy under a maintenance program.  
The goals of a maintenance program would be, for example, to maintain functional status 
or to prevent or slow further deterioration in function. 
 
Coverage for skilled therapy services related to a reasonable and necessary maintenance 
program is available in the following circumstances: 
 


• Establishment or design of maintenance programs.  If the specialized skill, 
knowledge and judgment of a qualified therapist are required to establish or 
design a maintenance program to maintain the patient’s current condition or to 
prevent or slow further deterioration, the establishment or design of a 
maintenance program by a qualified therapist is covered.  If skilled therapy 
services by a qualified therapist are needed to instruct the patient or appropriate 
caregiver regarding the maintenance program, such instruction is covered.  If 
skilled therapy services are needed for periodic reevaluations or reassessments of 
the maintenance program, such periodic reevaluations or reassessments are 
covered. 


 
• Delivery of maintenance programs.  Once a maintenance program is 


established, coverage of therapy services to carry out a maintenance program 
turns on the beneficiary’s need for skilled care.  A maintenance program can 
generally be performed by the beneficiary alone or with the assistance of a family 
member, caregiver or unskilled personnel.  In such situations, coverage is not 
provided.  However, skilled therapy services are covered when an individualized 
assessment of the patient’s clinical condition demonstrates that the specialized 
judgment, knowledge, and skills of a qualified therapist are necessary for the 
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performance of safe and effective services in a maintenance program.  Such 
skilled care is necessary for the performance of a safe and effective maintenance 
program only when (a) the therapy procedures required to maintain the patient’s 
current function or to prevent or slow further deterioration are of such complexity 
and sophistication that the skills of a qualified therapist are required to furnish the 
therapy procedure or (b) the particular patient’s special medical complications 
require the skills of a qualified therapist to furnish a therapy service required to 
maintain the patient’s current function or to prevent or slow further deterioration, 
even if the skills of a therapist are not ordinarily needed to perform such therapy 
procedures.  Unlike coverage for rehabilitation therapy, coverage of therapy 
services to carry out a maintenance program does not depend on the presence or 
absence of the patient’s potential for improvement from the therapy. 


 
The deciding factors are always whether the services are considered reasonable, effective 
treatments for the patient’s condition and require the skills of a therapist, or whether they 
can be safely and effectively carried out by nonskilled personnel or caregivers. 
 
The examples that follow are intended to provide illustrations of how coverage 
determinations are made.  These examples are not intended to include all possible 
situations in which coverage is provided or all reasons for denying coverage.  Rather they 
are intended only to show how to analyze the coverage issue. 
 
Example #1 reflects a typical outpatient scenario in which a patient has been receiving 
ongoing therapy under a physical therapy plan of care and the physical therapist begins 
the establishment of the maintenance program prior to the patient’s anticipated discharge 
date. 
 
EXAMPLE:  A patient with Parkinson’s disease is nearing the end of a rehabilitative 
physical therapy program and requires the services of a therapist during the last week(s) 
of treatment to determine what type of exercises will contribute the most to maintain 
function or to prevent or slow further deterioration of the patient’s present functional 
level following cessation of treatment.  In such situations, the establishment of a 
maintenance program appropriate to the capacity and tolerance of the patient by the 
qualified therapist, the instruction of the patient or family members in carrying out the 
program, and such reassessments and/or reevaluations as may be required may constitute 
covered therapy because of the need for the skills of a qualified therapist. 
 
Example #2 is an outpatient scenario in which a patient who has not been receiving 
ongoing therapy under a therapy plan of care needs a maintenance plan. 
 
EXAMPLE:  A patient with multiple sclerosis needs a maintenance program to slow or 
prevent deterioration in communication ability caused by the medical condition.  Therapy 
services from a qualified speech-language pathologist may be covered to establish a 
maintenance program even though the patient’s current medical condition does not yet 
justify the need for individual skilled therapy sessions.  Evaluation, establishment of the 
program, and training the family or support personnel may require the skills of a therapist 







and would be covered.  NOTE:  In this example, the skills of a therapist are not required 
to actually carry out the maintenance program services and, as a result, are not covered. 
 
Example #3 describes a scenario where the skilled services of a therapist would be 
necessary to actually carry out the maintenance program services. 
 


EXAMPLE:  Where there is an unhealed, unstable fracture that requires regular 
exercise to maintain function until the fracture heals, the skills of a therapist may 
be needed to ensure that the fractured extremity is maintained in proper position 
and alignment during range of motion exercises.  In this case, since the skills of a 
therapist may be required to safely carry out the maintenance program given this 
particular patient’s special medical complications, therapy services would be 
covered. 


 
Example #4 describes another scenario where the skilled services of a therapist are needed 
to actually carry out the maintenance program services. 
 


EXAMPLE:  A patient with a long history of Multiple Sclerosis has difficulties 
transferring in and out of the wheelchair and maintaining range of motion (ROM) 
of the lower extremities (LEs) due to increased spasticity muscle tone since the 
most recent exacerbation episode of her Multiple Sclerosis.  The beneficiary is 
unable to walk but is independent with the use of her wheelchair.  The beneficiary 
needs to be able to safely transfer in and out of her wheelchair by herself or with 
the assistance of a family member or other caregiver(s).  After an individualized 
assessment by the physical therapist, and given the patient’s overall medical and 
physical condition, the skills of the physical therapist are required to instruct the 
patient and/or caregivers in proper techniques of wheelchair transfers and LE 
stretches due to the special medical complications from the progression of 
Multiple Sclerosis.  When the physical therapist determines that the patient can 
carry out the transfers and stretching activities safely and effectively, either alone 
or with the assistance of the caregivers, the skills of the physical therapist are no 
longer necessary to furnish the maintenance therapy; and, the patient is discharged 
from PT. 
 


Example #5 describes a scenario where a patient on a maintenance program needs 
intermittent review and possibly a new or revised maintenance program. 
 


EXAMPLE:  A patient who has a progressive degenerative disease is performing 
the activities in a maintenance program established by a therapist with the 
assistance of family members.  The program needs to be re-evaluated to 
determine whether assistive equipment is needed and to establish a new or revised 
maintenance program to maintain function or to prevent or slow further 
deterioration.  Intermittent re-evaluation of the maintenance program would 
generally be covered as this is a service that requires the skills of a therapist.  
Should the therapist conducting the re-evaluation determine that the program 
needs to be revised, these services would generally be covered. 







 
Maintenance program services that do not meet the criteria of this section are not 
reasonable or necessary and are not covered under §1862(a)(1)(A) of the Act. 
 
The maintenance program provisions outlined in this section do not apply to the PT, OT, 
or SLP services furnished in a comprehensive outpatient rehabilitation facility (CORF) 
because the statute specifies that CORF services are rehabilitative. 
 
220.3 - Documentation Requirements for Therapy Services 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
A.  General 
 
To be payable, the medical record and the information on the claim form must 
consistently and accurately report covered therapy services, as documented in the medical 
record.  Documentation must be legible, relevant and sufficient to justify the services 
billed.  In general, services must be covered therapy services provided according to 
Medicare requirements.  Medicare requires that the services billed be supported by 
documentation that justifies payment.  Documentation must comply with all requirements 
applicable to Medicare claims. 
 
The documentation guidelines in sections 220 and 230 of this chapter identify the 
minimal expectations of documentation by providers or suppliers or beneficiaries 
submitting claims for payment of therapy services to the Medicare program.  State or 
local laws and policies, or the policies or professional guidelines of the relevant 
profession, the practice, or the facility may be more stringent.  It is encouraged but not 
required that narratives that specifically justify the medical necessity of services be 
included in order to support approval when those services are reviewed.  (See also section 
220.2 - Reasonable and Necessary Outpatient Rehabilitation Therapy Services) 
 
Contractors shall consider the entire record when reviewing claims for medical necessity 
so that the absence of an individual item of documentation does not negate the medical 
necessity of a service when the documentation as a whole indicates the service is 
necessary.  Services are medically necessary if the documentation indicates they meet the 
requirements for medical necessity including that they are skilled, rehabilitative services, 
provided by clinicians (or qualified professionals when appropriate) with the approval of 
a physician/NPP, safe, and effective (i.e., progress indicates that the care is effective in 
rehabilitation of function). 
 
B.  Documentation Required 
 
List of required documentation.  These types of documentation of therapy services are 
expected to be submitted in response to any requests for documentation, unless the 
contractor requests otherwise.  The timelines are minimum requirements for Medicare 
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payment.  Document as often as the clinician’s judgment dictates but no less than the 
frequency required in Medicare policy: 
 


• Evaluation and Plan of Care (may be one or two documents). Include the initial 
evaluation and any re-evaluations relevant to the episode being reviewed; 
 


• Certification (physician/NPP approval of the plan) and recertifications when 
records are requested after the certification/recertification is due.  See definitions in 
section 220 and certification policy in section 220.1.3 of this chapter.  Certification (and 
recertification of the plan when applicable) are required for payment and must be 
submitted when records are requested after the certification or recertification is due. 
 


• Progress Reports (including Discharge Notes, if applicable) when records are 
requested after the reports are due.  (See definitions in section 220 and descriptions in 
220.3 D); 
 


• Treatment notes for each treatment day (may also serve as progress reports when 
required information is included in the notes); 


 
• A separate justification statement may be included either as a separate document 


or within the other documents if the provider/supplier wishes to assure the contractor 
understands their reasoning for services that are more extensive than is typical for the 
condition treated.  A separate statement is not required if the record justifies treatment 
without further explanation. 
 
Limits on Requirements.  Contractors shall not require more specific documentation 
unless other Medicare manual policies require it.  Contractors may request further 
information to be included in these documents concerning specific cases under review 
when that information is relevant, but not submitted with records. 
 
Dictated Documentation.  For Medicare purposes, dictated therapy documentation is 
considered completed on the day it was dictated.  The qualified professional may edit and 
electronically sign the documentation at a later date. 
 
Dates for Documentation.  The date the documentation was made is important only to 
establish the date of the initial plan of care because therapy cannot begin until the plan is 
established unless treatment is performed or supervised by the same clinician who 
establishes the plan.  However, contractors may require that treatment notes and progress 
reports be entered into the record within 1 week of the last date to which the progress 
report or treatment note refers.  For example, if treatment began on the first of the month 
at a frequency of twice a week, a progress report would be required at the end of the 
month.  Contractors may require that the progress report that describes that month of 
treatment be dated not more than 1 week after the end of the month described in the 
report. 
 







Document Information to Meet Requirements.  In preparing records, clinicians must be 
familiar with the requirements for covered and payable outpatient therapy services.  For 
example, the records should justify: 
 


• The patient is under the care of a physician/NPP; 
 


Physician/NPP care shall be documented by physician/NPP certification 
(approval) of the plan of care; and 


 
Although not required, other evidence of physician/NPP involvement in the 
patient’s care may include, for example:  order/referral, conference, team 
meeting notes, and correspondence. 


 
• Services require the skills of a therapist. 


 
Services must not only be provided by the qualified professional or qualified 
personnel, but they must require, for example, the expertise, knowledge, 
clinical judgment, decision making and abilities of a therapist that assistants, 
qualified personnel, caretakers or the patient cannot provide independently.  A 
clinician may not merely supervise, but must apply the skills of a therapist by 
actively participating in the treatment of the patient during each progress 
report period.  In addition, a therapist’s skills may be documented, for 
example, by the clinician’s descriptions of their skilled treatment, the changes 
made to the treatment due to a clinician’s assessment of the patient’s needs on 
a particular treatment day or changes due to progress the clinician judged 
sufficient to modify the treatment toward the next more complex or difficult 
task. 


 
• Services are of appropriate type, frequency, intensity and duration for the 


individual needs of the patient. 
 


Documentation should establish the variables that influence the patient’s 
condition, especially those factors that influence the clinician’s decision to 
provide more services than are typical for the individual’s condition. 
 
Clinicians and contractors shall determine typical services using published 
professional literature and professional guidelines.  The fact that services are 
typically billed is not necessarily evidence that the services are typically 
appropriate.  Services that exceed those typically billed should be carefully 
documented to justify their necessity, but are payable if the individual patient 
benefits from medically necessary services.  Also, some services or episodes 
of treatment should be less than those typically billed, when the individual 
patient reaches goals sooner than is typical. 
 
Documentation should establish through objective measurements that the 
patient is making progress toward goals.  Note that regression and plateaus 







can happen during treatment.  It is recommended that the reasons for lack of 
progress be noted and the justification for continued treatment be documented 
if treatment continues after regression or plateaus. 
 
Needs of the Patient.  When a service is reasonable and necessary, the patient 
also needs the services.  Contractors determine the patient’s needs through 
knowledge of the individual patient’s condition, and any complexities that 
impact that condition, as described in documentation (usually in the 
evaluation, re-evaluation, and progress report).  Factors that contribute to need 
vary, but in general they relate to such factors as the patient’s diagnoses, 
complicating factors, age, severity, time since onset/acuity, self-
efficacy/motivation, cognitive ability, prognosis, and/or medical, 
psychological and social stability.  Changes in objective and sometimes to 
subjective measures of improvement also help establish the need for 
rehabilitative services.  The use of scientific evidence, obtained from 
professional literature, and sequential measurements of the patient’s condition 
during treatment is encouraged to support the potential for continued 
improvement that may justify the patients need for rehabilitative therapy or 
the patient’s need for maintenance therapy. 
 


• Functional information included on claims as required. 
 


The clinician is required to document in the patient’s medical record, using 
the G-codes and severity modifiers used in functional reporting, the patient’s 
current, projected goal, and discharge status, as reported pursuant to 
functional reporting requirements for each date of service for which the 
reporting is required.  See section 220.4 below for details on documenting G-
code and modifiers. 


 
C.  Evaluation/Re-Evaluation and Plan of Care 
 
The initial evaluation, or the plan of care including an evaluation, should document the 
necessity for a course of therapy through objective findings and subjective patient self-
reporting.  Utilize the guidelines of the American Physical Therapy Association, the 
American Occupational Therapy Association, or the American Speech-Language and 
Hearing Association as guidelines, and not as policy.  Only a clinician may perform an 
initial examination, evaluation, re-evaluation and assessment or establish a diagnosis or a 
plan of care.  A clinician may include, as part of the evaluation or re-evaluation, objective 
measurements or observations made by a PTA or OTA within their scope of practice, but 
the clinician must actively and personally participate in the evaluation or re-evaluation.  
The clinician may not merely summarize the objective findings of others or make 
judgments drawn from the measurements and/or observations of others. 
 
Documentation of the evaluation should list the conditions and complexities and, where it 
is not obvious, describe the impact of the conditions and complexities on the prognosis 







and/or the plan for treatment such that it is clear to the contractor who may review the 
record that the services planned are appropriate for the individual. 
 
Evaluation shall include: 
 


• A diagnosis (where allowed by state and local law) and description of the specific 
problem(s) to be evaluated and/or treated.  The diagnosis should be specific and as 
relevant to the problem to be treated as possible.  In many cases, both a medical diagnosis 
(obtained from a physician/NPP) and an impairment based treatment diagnosis related to 
treatment are relevant.  The treatment diagnosis may or may not be identified by the 
therapist, depending on their scope of practice.  Where a diagnosis is not allowed, use a 
condition description similar to the appropriate ICD code.  For example the medical 
diagnosis made by the physician is CVA; however, the treatment diagnosis or condition 
description for PT may be abnormality of gait, for OT, it may be hemiparesis, and for 
SLP, it may be dysphagia.  For PT and OT, be sure to include body part evaluated.  
Include all conditions and complexities that may impact the treatment.  A description 
might include, for example, the premorbid function, date of onset, and current function; 
 


• Results of one of the following four measurement instruments are 
recommended, but not required: 


 
National Outcomes Measurement System (NOMS) by the American Speech-
Language Hearing Association 
 
Patient Inquiry by Focus On Therapeutic Outcomes, Inc. (FOTO) 
 
Activity Measure – Post Acute Care (AM-PAC) 
 
OPTIMAL by Cedaron through the American Physical Therapy Association 
 


• If results of one of the four instruments above is not recorded, the record shall 
contain instead the following information indicated by asterisks (*) and should 
contain (but is not required to contain) all of the following, as applicable.  Since 
published research supports its impact on the need for treatment, information in 
the following indented bullets may also be included with the results of the above 
four instruments in the evaluation report at the clinician’s discretion.  This 
information may be incorporated into a test instrument or separately reported 
within the required documentation.  If it changes, update this information in the 
re-evaluation, and/or treatment notes, and/or progress reports, and/or in a separate 
record.  When it is provided, contractors shall take this documented information 
into account to determine whether services are reasonable and necessary. 


 
Documentation supporting illness severity or complexity including, e.g., 
 


o Identification of other health services concurrently being provided for 
this condition (e.g., physician, PT, OT, SLP, chiropractic, nurse, 







respiratory therapy, social services, psychology, nutritional/dietetic 
services, radiation therapy, chemotherapy, etc.), and/ or 


 
o Identification of durable medical equipment needed for this condition, 


and/or 
 
o Identification of the number of medications the beneficiary is taking 


(and type if known); and/or 
 
o If complicating factors (complexities) affect treatment, describe why 


or how.  For example:  Cardiac dysrhythmia is not a condition for 
which a therapist would directly treat a patient, but in some patients 
such dysrhythmias may so directly and significantly affect the pace of 
progress in treatment for other conditions as to require an exception to 
caps for necessary services.  Documentation should indicate how the 
progress was affected by the complexity.  Or, the severity of the 
patient’s condition as reported on a functional measurement tool may 
be so great as to suggest extended treatment is anticipated; and/or 


 
o Generalized or multiple conditions.  The beneficiary has, in addition to 


the primary condition being treated, another disease or condition being 
treated, or generalized musculoskeletal conditions, or conditions 
affecting multiple sites and these conditions will directly and 
significantly impact the rate of recovery; and/or. 


 
o Mental or cognitive disorder.  The beneficiary has a mental or 


cognitive disorder in addition to the condition being treated that will 
directly and significantly impact the rate of recovery; and/or. 


 
o Identification of factors that impact severity including e.g., age, time 


since onset, cause of the condition, stability of symptoms, how 
typical/atypical are the symptoms of the diagnosed condition, 
availability of an intervention/treatment known to be effective, 
predictability of progress. 


 
Documentation supporting medical care prior to the current episode, if any, 
(or document none) including, e.g., 
 


o Record of discharge from a Part A qualifying inpatient, SNF, or home 
health episode within 30 days of the onset of this outpatient therapy 
episode, or 


 
o Identification of whether beneficiary was treated for this same 


condition previously by the same therapy discipline (regardless of 
where prior services were furnished; and 


 







o Record of a previous episode of therapy treatment from the same or 
different therapy discipline in the past year. 


 
Documentation required to indicate beneficiary health related to quality of 
life, specifically, 
 


o The beneficiary’s response to the following question of self-related 
health:  “At the present time, would you say that your health is 
excellent, very good, fair, or poor?”  If the beneficiary is unable to 
respond, indicate why; and 


 
Documentation required to indicate beneficiary social support including, 
specifically, 
 


o Where does the beneficiary live (or intend to live) at the conclusion of 
this outpatient therapy episode? (e.g., private home, private apartment, 
rented room, group home, board and care apartment, assisted living, 
SNF), and 


 
o Who does beneficiary live with (or intend to live with) at the 


conclusion of this outpatient therapy episode? (e.g., lives alone, 
spouse/significant other, child/children, other relative, unrelated 
person(s), personal care attendant), and 


 
o Does the beneficiary require this outpatient therapy plan of care in 


order to return to a premorbid (or reside in a new) living environment, 
and 


 
o Does the beneficiary require this outpatient therapy plan of care in 


order to reduce Activities of Daily Living (ADL) or Instrumental 
Activities of Daily Living or (IADL) assistance to a premorbid level or 
to reside in a new level of living environment (document prior level of 
independence and current assistance needs); and 


 
*Documentation required to indicate objective, measurable beneficiary 
physical function including, e.g., 
 


o Functional assessment individual item and summary scores (and 
comparisons to prior assessment scores) from commercially available 
therapy outcomes instruments other than those listed above; or 


 
o Functional assessment scores (and comparisons to prior assessment 


scores) from tests and measurements validated in the professional 
literature that are appropriate for the condition/function being 
measured; or 


 







o Other measurable progress towards identified goals for functioning in 
the home environment at the conclusion of this therapy episode of 
care. 


 
• Clinician’s clinical judgments or subjective impressions that describe the current 


functional status of the condition being evaluated, when they provide further information 
to supplement measurement tools; and 
 


• A determination that treatment is not needed, or, if treatment is needed a 
prognosis for return to premorbid condition or maximum expected condition with 
expected time frame and a plan of care. 
 
NOTE:  When the Evaluation Serves as the Plan of Care.  When an evaluation is the only 
service provided by a provider/supplier in an episode of treatment, the evaluation serves 
as the plan of care if it contains a diagnosis, or in states where a therapist may not 
diagnose, a description of the condition from which a diagnosis may be determined by 
the referring physician/NPP.  The goal, frequency, and duration of treatment are implied 
in the diagnosis and one-time service.  The referral/order of a physician/NPP is the 
certification that the evaluation is needed and the patient is under the care of a physician.  
Therefore, when evaluation is the only service, a referral/order and evaluation are the 
only required documentation.  If the patient presented for evaluation without a referral or 
order and does not require treatment, a physician referral/order or certification of the 
evaluation is required for payment of the evaluation.  A referral/order dated after the 
evaluation shall be interpreted as certification of the plan to evaluate the patient. 
 
The time spent in evaluation shall not also be billed as treatment time.  Evaluation 
minutes are untimed and are part of the total treatment minutes, but minutes of evaluation 
shall not be included in the minutes for timed codes reported in the treatment notes. 
 
Re-evaluations shall be included in the documentation sent to contractors when a re-
evaluation has been performed.  See the definition in section 220.  Re-evaluations are 
usually focused on the current treatment and might not be as extensive as initial 
evaluations.  Continuous assessment of the patient's progress is a component of ongoing 
therapy services and is not payable as a re-evaluation.  A re-evaluation is not a routine, 
recurring service but is focused on evaluation of progress toward current goals, making a 
professional judgment about continued care, modifying goals and/or treatment or 
terminating services.  A formal re-evaluation is covered only if the documentation 
supports the need for further tests and measurements after the initial evaluation.  
Indications for a re-evaluation include new clinical findings, a significant change in the 
patient's condition, or failure to respond to the therapeutic interventions outlined in the 
plan of care. 
 
A re-evaluation may be appropriate prior to planned discharge for the purposes of 
determining whether goals have been met, or for the use of the physician or the treatment 
setting at which treatment will be continued. 
 







A re-evaluation is focused on evaluation of progress toward current goals and making a 
professional judgment about continued care, modifying goals and/or treatment or 
terminating services.  Reevaluation requires the same professional skills as evaluation.  
The minutes for re-evaluation are documented in the same manner as the minutes for 
evaluation.  Current Procedural Terminology does not define a re-evaluation code for 
speech-language pathology; use the evaluation code. 
 
Plan of Care.  See section 220.1.2 for requirements of the plan.  The evaluation and plan 
may be reported in two separate documents or a single combined document. 
 
D.  Progress Report 
 
The progress report provides justification for the medical necessity of treatment. 
 
Contractors shall determine the necessity of services based on the delivery of services as 
directed in the plan and as documented in the treatment notes and progress report.  For 
Medicare payment purposes, information required in progress reports shall be written by 
a clinician that is, either the physician/NPP who provides or supervises the services, or by 
the therapist who provides the services and supervises an assistant.  It is not required that 
the referring or supervising physician/NPP sign the progress reports written by a PT, OT 
or SLP. 
 
Timing.  The minimum progress report period shall be at least once every 10 treatment 
days.  The day beginning the first reporting period is the first day of the episode of 
treatment regardless of whether the service provided on that day is an evaluation, re-
evaluation or treatment.  Regardless of the date on which the report is actually written 
(and dated), the end of the progress report period is either a date chosen by the clinician 
or the 10th treatment day, whichever is shorter.  The next treatment day begins the next 
reporting period.  The progress report period requirements are complete when both the 
elements of the progress report and the clinician’s active participation in treatment have 
been documented. 
 
For example, for a patient evaluated on Monday, October 1 and being treated five times a 
week, on weekdays:  On October 5, (before it is required), the clinician may choose to 
write a progress report for the last week’s treatment (from October 1 to October 5).  
October 5 ends the reporting period and the next treatment on Monday, October 8 begins 
the next reporting period.  If the clinician does not choose to write a report for the next 
week, the next report is required to cover October 8 through October 19, which would be 
10 treatment days. 
 
It should be emphasized that the dates for recertification of plans of care do not affect the 
dates for required progress reports.  (Consideration of the case in preparation for a report 
may lead the therapist to request early recertification.  However, each report does not 
require recertification of the plan, and there may be several reports between 
recertifications).  In many settings, weekly progress reports are voluntarily prepared to 
review progress, describe the skilled treatment, update goals, and inform physician/NPPs 







or other staff.  The clinical judgment demonstrated in frequent reports may help justify 
that the skills of a therapist are being applied, and that services are medically necessary. 
 
Absences.  Holidays, sick days or other patient absences may fall within the progress 
report period.  Days on which a patient does not encounter qualified professional or 
qualified personnel for treatment, evaluation or re-evaluation do not count as treatment 
days.  However, absences do not affect the requirement for a progress report at least once 
during each progress report period.  If the patient is absent unexpectedly at the end of the 
reporting period, when the clinician has not yet provided the required active participation 
during that reporting period, a progress report is still required, but without the clinician’s 
active participation in treatment, the requirements of the progress report period are 
incomplete. 
 
Delayed Reports.  If the clinician has not written a progress report before the end of the 
progress reporting period, it shall be written within 7 calendar days after the end of the 
reporting period.  If the clinician did not participate actively in treatment during the 
progress report period, documentation of the delayed active participation shall be entered 
in the treatment note as soon as possible.  The treatment note shall explain the reason for 
the clinician’s missed active participation.  Also, the treatment note shall document the 
clinician’s guidance to the assistant or qualified personnel to justify that the skills of a 
therapist were required during the reporting period.  It is not necessary to include in this 
treatment note any information already recorded in prior treatment notes or progress 
reports. 
 
The contractor shall make a clinical judgment whether continued treatment by assistants 
or qualified personnel is reasonable and necessary when the clinician has not actively 
participated in treatment for longer than one reporting period.  Judgment shall be based 
on the individual case and documentation of the application of the clinician’s skills to 
guide the assistant or qualified personnel during and after the reporting period. 
 
Early Reports.  Often, progress reports are written weekly, or even daily, at the discretion 
of the clinician.  Clinicians are encouraged, but not required to write progress reports 
more frequently than the minimum required in order to allow anyone who reviews the 
records to easily determine that the services provided are appropriate, covered and 
payable. 
 
Elements of progress reports may be written in the treatment notes if the 
provider/supplier or clinician prefers.  If each element required in a progress report is 
included in the treatment notes at least once during the progress report period, then a 
separate progress report is not required.  Also, elements of the progress report may be 
incorporated into a revised plan of care when one is indicated.  Although the progress 
report written by a therapist does not require a physician/NPP signature when written as a 
stand-alone document, the revised plan of care accompanied by the progress report shall 
be re-certified by a physician/NPP.  See section 220.1.2C, Changes to the Therapy Plan, 
for guidance on when a revised plan requires certification. 
 







Progress Reports for Services Billed Incident to a Physician’s Service.  The policy for 
incident to services requires, for example, the physician’s initial service, direct 
supervision of therapy services, and subsequent services of a frequency which reflect 
his/her active participation in and management of the course of treatment (see section 
60.1B of this chapter.  Also, see the billing requirements for services incident to a 
physician in Pub. 100-04, chapter 26, Items 17, 19, 24, and 31.)  Therefore, supervision 
and reporting requirements for supervising physician/NPPs supervising staff are the same 
as those for PTs and OTs supervising PTAs and OTAs with certain exceptions noted 
below. 
 
When a therapy service is provided by a therapist, supervised by a physician/NPP and 
billed incident to the services of the physician/NPP, the progress report shall be written 
and signed by the therapist who provides the services. 
 
When the services incident to a physician are provided by qualified personnel who are 
not therapists, the ordering or supervising physician/NPP must personally provide at least 
one treatment session during each progress report period and sign the progress report. 
 
Documenting Clinician Participation in Treatment in the Progress Report.  Verification of 
the clinician’s required participation in treatment during the progress report period shall 
be documented by the clinician’s signature on the treatment note and/or on the progress 
report.  When unexpected discontinuation of treatment occurs, contractors shall not 
require a clinician’s participation in treatment for the incomplete reporting period. 
 
The Discharge Note (or Discharge Summary) is required for each episode of outpatient 
treatment.  In provider settings where the physician/NPP writes a discharge summary and 
the discharge documentation meets the requirements of the provider setting, a separate 
discharge note written by a therapist is not required.  The discharge note shall be a 
progress report written by a clinician, and shall cover the reporting period from the last 
progress report to the date of discharge.  In the case of a discharge unanticipated in the 
plan or previous progress report, the clinician may base any judgments required to write 
the report on the treatment notes and verbal reports of the assistant or qualified personnel. 
 
In the case of a discharge anticipated within 3 treatment days of the progress report, the 
clinician may provide objective goals which, when met, will authorize the assistant or 
qualified personnel to discharge the patient.  In that case, the clinician should verify that 
the services provided prior to discharge continued to require the skills of a therapist, and 
services were provided or supervised by a clinician.  The discharge note shall include all 
treatment provided since the last progress report and indicate that the therapist reviewed 
the notes and agrees to the discharge. 
 
At the discretion of the clinician, the discharge note may include additional information; 
for example, it may summarize the entire episode of treatment, or justify services that 
may have extended beyond those usually expected for the patient’s condition.  Clinicians 
should consider the discharge note the last opportunity to justify the medical necessity of 
the entire treatment episode in case the record is reviewed.  The record should be 







reviewed and organized so that the required documentation is ready for presentation to 
the contractor if requested. 
 
Assistant’s Participation in the Progress Report.  PTAs or OTAs may write elements of 
the progress report dated between clinician reports.  Reports written by assistants are not 
complete progress reports.  The clinician must write a progress report during each 
progress report period regardless of whether the assistant writes other reports.  However, 
reports written by assistants are part of the record and need not be copied into the 
clinicians report.  Progress reports written by assistants supplement the reports of 
clinicians and shall include: 
 


• Date of the beginning and end of the reporting period that this report refers to; 
 
• Date that the report was written (not required to be within the reporting period); 


 
• Signature, and professional identification, or for dictated documentation, the 


identification of the qualified professional who wrote the report and the date on which it 
was dictated; 
 


• Objective reports of the patient’s subjective statements, if they are relevant.  For 
example, “Patient reports pain after 20 repetitions”.  Or, “The patient was not feeling well 
on 11/05/06 and refused to complete the treatment session.”; and 
 


• Objective measurements (preferred) or description of changes in status relative to 
each goal currently being addressed in treatment, if they occur.  Note that assistants may 
not make clinical judgments about why progress was or was not made, but may report the 
progress objectively.  For example: “increasing strength” is not an objective 
measurement, but “patient ambulates 15 feet with maximum assistance” is objective. 
 
Descriptions shall make identifiable reference to the goals in the current plan of care.  
Since only long term goals are required in the plan of care, the progress report may be 
used to add, change or delete short term goals.  Assistants may change goals only under 
the direction of a clinician.  When short term goal changes are dictated to an assistant or 
to qualified personnel, report the change, clinician’s name, and date.  Clinicians verify 
these changes by co-signatures on the report or in the clinician’s progress report.  (See 
section 220.1.2(C) to modify the plan for changes in long term goals). 
 
The evaluation and plan of care are considered incorporated into the progress report, and 
information in them is not required to be repeated in the report.  For example, if a time 
interval for the treatment is not specifically stated, it is assumed that the goals refer to the 
plan of care active for the current progress report period.  If a body part is not specifically 
noted, it is assumed the treatment is consistent with the evaluation and plan of care. 
 
Any consistent method of identifying the goals may be used.  Preferably, the long term 
goals may be numbered (1, 2, 3,) and the short term goals that relate to the long term 
goals may be numbered and lettered 1.A, 1.B, etc.  The identifier of a goal on the plan of 







care may not be changed during the episode of care to which the plan refers.  A clinician, 
an assistant on the order of a therapist or qualified personnel on the order of a 
physician/NPP shall add new goals with new identifiers or letters.  Omit reference to a 
goal after a clinician has reported it to be met, and that clinician’s signature verifies the 
change. 
 
Content of Clinician (Therapist, Physician/NPP) Progress Reports.  In addition to the 
requirements above for notes written by assistants, the progress report of a clinician shall 
also include: 
 


• Assessment of improvement, extent of progress (or lack thereof) toward each 
goal; 
 


• Plans for continuing treatment, reference to additional evaluation results, and/or 
treatment plan revisions should be documented in the clinician’s progress report; and 
 


• Changes to long or short term goals, discharge or an updated plan of care that is 
sent to the physician/NPP for certification of the next interval of treatment. 


 
• Functional documentation is required as part of the progress report at the end of 


each progress reporting period.  It is also required at the time of discharge on the 
discharge note or summary, as applicable.  The clinician documents, on the applicable 
dates of service, the specific nonpayable G-codes and severity modifiers used in the 
required reporting of the patient’s functional limitation(s) on the claim for services, 
including how the modifier selection was made.  See subsection C of 220.4 below for 
details relevant to documentation requirements. 
 
A re-evaluation should not be required before every progress report routinely, but may be 
appropriate when assessment suggests changes not anticipated in the original plan of 
care. 
 
Care must be taken to assure that documentation justifies the necessity of the services 
provided during the reporting period, particularly when reports are written at the 
minimum frequency.  Justification for treatment must include, for example, objective 
evidence or a clinically supportable statement of expectation that: 
 


• In the case of rehabilitative therapy, the patient’s condition has the potential to 
improve or is improving in response to therapy, maximum improvement is yet to 
be attained; and there is an expectation that the anticipated improvement is 
attainable in a reasonable and generally predictable period of time. 
 


• In the case of maintenance therapy, treatment by the therapist is necessary to 
maintain, prevent or slow further deterioration of the patient’s functional status 
and the services cannot be safely carried out by the beneficiary him or herself, a 
family member, another caregiver or unskilled personnel. 


 







Objective evidence consists of standardized patient assessment instruments, outcome 
measurements tools or measurable assessments of functional outcome.  Use of objective 
measures at the beginning of treatment, during and/or after treatment is recommended to 
quantify progress and support justifications for continued treatment.  Such tools are not 
required, but their use will enhance the justification for needed therapy. 
 
Example:  The Plan states diagnosis is 787.2- Dysphagia secondary to other late effects 
of CVA.  Patient is on a restricted diet and wants to drink thick liquids.  Therapy is 
planned 3X week, 45 minute sessions for 6 weeks.  Long term goal is to consume a 
mechanical soft diet with thin liquids without complications such as aspiration 
pneumonia.  Short Term Goal 1:  Patient will improve rate of laryngeal elevation/timing 
of closure by using the super-supraglottic swallow on saliva swallows without cues on 
90% of trials.  Goal 2:  Patient will compensate for reduced laryngeal elevation by 
controlling bolus size to ½ teaspoon without cues 100%.  The progress report for 1/3/06 
to 1/29/06 states:  1.  Improved to 80% of trials; 2. Achieved.  Comments:  Highly 
motivated; spouse assists with practicing, compliant with current restrictions.  New Goal: 
“5.  Patient will implement above strategies to swallow a sip of water without coughing 
for 5 consecutive trials.  Mary Johns, CCC-SLP, 1/29/06.”  Note the provider is billing 
92526 three times a week, consistent with the plan; progress is documented; skilled 
treatment is documented. 
 
E.  Treatment Note 
 
The purpose of these notes is simply to create a record of all treatments and skilled 
interventions that are provided and to record the time of the services in order to justify the 
use of billing codes on the claim.  Documentation is required for every treatment day, and 
every therapy service.  The format shall not be dictated by contractors and may vary 
depending on the practice of the responsible clinician and/or the clinical setting. 
 
The treatment note is not required to document the medical necessity or appropriateness 
of the ongoing therapy services.  Descriptions of skilled interventions should be included 
in the plan or the progress reports and are allowed, but not required daily.  Non-skilled 
interventions need not be recorded in the treatment notes as they are not billable.  
However, notation of non-skilled treatment or report of activities performed by the 
patient or non-skilled staff may be reported voluntarily as additional information if they 
are relevant and not billed.  Specifics such as number of repetitions of an exercise and 
other details included in the plan of care need not be repeated in the treatment notes 
unless they are changed from the plan. 
 
Documentation of each treatment shall include the following required elements: 
 


• Date of treatment; and 
 
• Identification of each specific intervention/modality provided and billed, for 


both timed and untimed codes, in language that can be compared with the billing on the 
claim to verify correct coding.  Record each service provided that is represented by a 







timed code, regardless of whether or not it is billed, because the unbilled timed services 
may impact the billing; and 
 


• Total timed code treatment minutes and total treatment time in minutes.  Total 
treatment time includes the minutes for timed code treatment and untimed code 
treatment.  Total treatment time does not include time for services that are not billable 
(e.g., rest periods).  For Medicare purposes, it is not required that unbilled services that 
are not part of the total treatment minutes be recorded, although they may be included 
voluntarily to provide an accurate description of the treatment, show consistency with the 
plan, or comply with state or local policies.  The amount of time for each specific 
intervention/modality provided to the patient may also be recorded voluntarily, but 
contractors shall not require it, as it is indicated in the billing.  The billing and the total 
timed code treatment minutes must be consistent.  See Pub. 100-04, chapter 5, section 
20.2 for description of billing timed codes; and 
 


• Signature and professional identification of the qualified professional who 
furnished or supervised the services and a list of each person who contributed to that 
treatment (i.e., the signature of Kathleen Smith, PTA, with notation of phone consultation 
with Judy Jones, PT, supervisor, when permitted by state and local law).  The signature 
and identification of the supervisor need not be on each treatment note, unless the 
supervisor actively participated in the treatment.  Since a clinician must be identified on 
the plan of care and the progress report, the name and professional identification of the 
supervisor responsible for the treatment is assumed to be the clinician who wrote the plan 
or report.  When the treatment is supervised without active participation by the 
supervisor, the supervisor is not required to cosign the treatment note written by a 
qualified professional.  When the responsible supervisor is absent, the presence of a 
similarly qualified supervisor on the clinic roster for that day is sufficient documentation 
and it is not required that the substitute supervisor sign or be identified in the 
documentation. 
 
If a treatment is added or changed under the direction of a clinician during the treatment 
days between the progress reports, the change must be recorded and justified on the 
medical record, either in the treatment note or the progress report, as determined by the 
policies of the provider/supplier.  New exercises added or changes made to the exercise 
program help justify that the services are skilled.  For example:  The original plan was for 
therapeutic activities, gait training and neuromuscular re-education.  “On Feb. 1 clinician 
added electrical stim. to address shoulder pain.” 
 
Documentation of each treatment may also include the following optional elements to be 
mentioned only if the qualified professional recording the note determines they are 
appropriate and relevant.  If these are not recorded daily, any relevant information should 
be included in the progress report. 
 


• Patient self-report; 
 
• Adverse reaction to intervention; 







 
• Communication/consultation with other providers (e.g., supervising clinician, 


attending physician, nurse, another therapist, etc.); 
 


• Significant, unusual or unexpected changes in clinical status; 
 


• Equipment provided; and/or 
 


• Any additional relevant information the qualified professional finds 
appropriate. 


 
See Pub. 100-04, Medicare Claims Processing Manual, chapter 5, section 20.2 for 
instructions on how to count minutes.  It is important that the total number of timed 
treatment minutes support the billing of units on the claim, and that the total treatment 
time reflects services billed as untimed codes. 
 
220.4 – Functional Reporting 
(Rev. 165, Issued: 12-21-12, Effective: 01-01-13, Implementation: 01-07-13) 
 
A.  Selecting the G-codes to Use in Functional Reporting. 
 
There are 42 functional G-codes, 14 sets of three codes each, for that can be used in 
identifying the functional limitation being reported.   Six of the G-code sets are generally 
for PT and OT functional limitations and eight sets of G-codes are for SLP functional 
limitations. (For a list of these codes and descriptors, see Pub. 100-04, Medicare Claims 
Processing Manual, chapter 5, section 10.6 F.) 
 
Only one functional limitation shall be reported at a time.  Consequently, the clinician 
must select the G-code set for the functional limitation that most closely relates to the 
primary functional limitation being treated or the one that is the primary reason for 
treatment. When the beneficiary has more than one functional limitation, the clinician 
may need to make a determination as to which functional limitation is primary.  In these 
cases, the clinician may choose the functional limitation that is: 
 


• Most clinically relevant to a successful outcome for the beneficiary; 
 
• The one that would yield the quickest and/or greatest functional progress; or 


 
• The one that is the greatest priority for the beneficiary. 


In all cases, this primary functional limitation should reflect the predominant limitation 
that the furnished therapy services are intended to address. 
 
For services typically reported as PT or OT, the clinician reports one of the “Other 
PT/OT” functional G-codes sets to report when one of the four PT/OT categorical code 
sets does not describe the beneficiary’s functional limitation, as follows: 
 







• a beneficiary’s functional limitation that is not defined by one of the four 
categories;  


 
• a beneficiary whose therapy services are not intended to treat a functional 


limitation; or 
 


• a beneficiary’s functional limitation where an overall, composite, or other score 
from a functional assessment tool is used and does not clearly represent a 
functional limitation defined by one of the above four categorical PT/OT code 
sets.  


 
In addition, the subsequent “Other PT/OT” G-code set is only reported after the primary 
“Other PT/OT” G-code set has been reported for the beneficiary during the same episode 
of care. 
 
For services typically reported as SLP services, the clinician uses the “Other SLP” 
functional G-code to report when the functional limitation being treated is not represented 
by one of the seven categorical SLP functional measures.  In addition, the “Other SLP” 
G-code set is used to report where an overall, composite, or other score from an 
assessment tool that does not clearly represent a functional limitation defined by one of 
the seven categorical SLP measures. 
 
B.  Selecting the severity modifiers to use in functional reporting/documenting. 
 
Each G-code requires one of the following severity modifiers.  When the clinician reports 
any of the following a modifier is used to convey the severity of the functional limitation: 
current status, the goal status and the discharge status. 
 


Modifier Impairment Limitation Restriction 
CH 0 percent impaired, limited or restricted 
CI At least 1 percent but less than 20 percent impaired, limited or restricted 
CJ At least 20 percent but less than 40 percent impaired, limited or restricted 
CK At least 40 percent but less than 60 percent impaired, limited or restricted 
CL At least 60 percent but less than 80 percent impaired, limited or restricted 
CM At least 80 percent but less than 100 percent impaired, limited or restricted 
CN 100 percent impaired, limited or restricted 
 
The severity modifier reflects the beneficiary’s percentage of functional impairment as 
determined by the clinician furnishing the therapy services for each functional status:  
current, goal, or discharge. In selecting the severity modifier, the clinician: 
 


• Uses the severity modifier that reflects the score from a functional assessment tool 
or other performance measurement instrument, as appropriate. 


 







• Uses his/her clinical judgment to combine the results of multiple measurement 
tools used during the evaluative process to inform clinical decision making to 
determine a functional limitation percentage. 


 
• Uses his/her clinical judgment in the assignment of the appropriate modifier. 


 
• Uses the CH modifier to reflect a zero percent impairment when the therapy 


services being furnished are not intended to treat (or address) a functional 
limitation. 


 
In some cases the modifier will be the same for current status and goal status. For 
example:  where improvement is expected but it is not expected to be enough to move to 
another modifier, such as from 10 percent to 15 percent, the same severity modifier 
would be used in reporting the current and goal status. Also, when the clinician does not 
expect improvement, such as for individuals receiving maintenance therapy, the modifier 
used for projected goal status will be the same as the one for current status. In these 
cases, the discharge status may also include the same modifier. 
 
Therapists must document in the medical record how they made the modifier selection so 
that the same process can be followed at succeeding assessment intervals. 
 
C.  Documentation of G-code and Severity Modifier Selection. 
 
Documentation of the nonpayable G-codes and severity modifiers regarding functional 
limitations reported on claims must be included in the patient’s medical record of therapy 
services for each required reporting. (See Pub. 100-04, Medicare Claims Processing 
Manual, chapter 5, section 10.6 for details about the functional reporting requirements on 
claims for therapy services, including PT, OT, and SLP services furnished in CORFs.) 
 
Documentation of functional reporting in the medical record of therapy services must be 
completed by the clinician furnishing the therapy services: 
 


• The qualified therapist furnishing the therapy services 
 
• The physician/NPP personally furnishing the therapy services 


 
• The qualified therapist furnishing services incident to the physician/NPP 


 
• The physician/NPP for incident to services furnished by qualified personnel, who 


are not qualified therapists. 
 
The qualified therapist furnishing the PT, OT, or SLP services in a CORF 
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(Rev. 63, Issued: 12-29-06, Effective: 01-01-07, Implementation: on or before 01-29-
07) 
 
A.  Group Therapy Services.  Contractors pay for outpatient physical therapy services 
(which includes outpatient speech-language pathology services) and outpatient 
occupational therapy services provided simultaneously to two or more individuals by a 
practitioner as group therapy services (97150).  The individuals can be, but need not be 
performing the same activity.  The physician or therapist involved in group therapy 
services must be in constant attendance, but one-on-one patient contact is not required. 
 
B.  Therapy Students 
 
1.  General 
 
Only the services of the therapist can be billed and paid under Medicare Part B.  The 
services performed by a student are not reimbursed even if provided under “line of sight” 
supervision of the therapist; however, the presence of the student “in the room” does not 
make the service unbillable.  Pay for the direct (one-to-one) patient contact services of 
the physician or therapist provided to Medicare Part B patients.  Group therapy services 
performed by a therapist or physician may be billed when a student is also present “in the 
room”. 
 
EXAMPLES: 
 
Therapists may bill and be paid for the provision of services in the following scenarios: 
 


• The qualified practitioner is present and in the room for the entire session.  The 
student participates in the delivery of services when the qualified practitioner is 
directing the service, making the skilled judgment, and is responsible for the 
assessment and treatment. 


 
• The qualified practitioner is present in the room guiding the student in service 


delivery when the therapy student and the therapy assistant student are participating 
in the provision of services, and the practitioner is not engaged in treating another 
patient or doing other tasks at the same time. 


 
• The qualified practitioner is responsible for the services and as such, signs all 


documentation.  (A student may, of course, also sign but it is not necessary since the 
Part B payment is for the clinician’s service, not for the student’s services). 


 
2.  Therapy Assistants as Clinical Instructors 
 
Physical therapist assistants and occupational therapy assistants are not precluded from 
serving as clinical instructors for therapy students, while providing services within their 
scope of work and performed under the direction and supervision of a licensed physical 
or occupational therapist to a Medicare beneficiary. 







 
3.  Services Provided Under Part A and Part B 
 
The payment methodologies for Part A and B therapy services rendered by a student are 
different.  Under the MPFS (Medicare Part B), Medicare pays for services provided by 
physicians and practitioners that are specifically authorized by statute.  Students do not 
meet the definition of practitioners under Medicare Part B.  Under SNF PPS, payments 
are based upon the case mix or Resource Utilization Group (RUG) category that 
describes the patient.  In the rehabilitation groups, the number of therapy minutes 
delivered to the patient determines the RUG category.  Payment levels for each category 
are based upon the costs of caring for patients in each group rather than providing 
specific payment for each therapy service as is done in Medicare Part B. 
 
230.1 - Practice of Physical Therapy 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
A.  General 
 
Physical therapy services are those services provided within the scope of practice of 
physical therapists and necessary for the diagnosis and treatment of impairments, 
functional limitations, disabilities or changes in physical function and health status.  (See 
Pub. 100-03, the Medicare National Coverage Determinations Manual, for specific 
conditions or services.)  For descriptions of aquatic therapy in a community center pool 
see section 220C of this chapter. 
 
B.  Qualified Physical Therapist Defined 
Reference: 42CFR484.4 
 
The new personnel qualifications for physical therapists were discussed in the 2008 
Physician Fee Schedule.  See the Federal Register of November 27, 2007, for the full 
text.  See also the correction notice for this rule, published in the Federal Register on 
January 15, 2008. 
 
The regulation provides that a qualified physical therapist (PT) is a person who is 
licensed, if applicable, as a PT by the state in which he or she is practicing unless 
licensure does not apply, has graduated from an accredited PT education program and 
passed a national examination approved by the state in which PT services are provided.  
The phrase, “by the state in which practicing” includes any authorization to practice 
provided by the same state in which the service is provided, including temporary 
licensure, regardless of the location of the entity billing the services.  The curriculum 
accreditation is provided by the Commission on Accreditation in Physical Therapy 
Education (CAPTE) or, for those who graduated before CAPTE, curriculum approval 
was provided by the American Physical Therapy Association (APTA).  For 
internationally educated PTs, curricula are approved by a credentials evaluation 
organization either approved by the APTA or identified in 8 CFR 212.15(e) as it relates 
to PTs.  For example, in 2007, 8 CFR 212.15(e) approved the credentials evaluation 
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provided by the Federation of State Boards of Physical Therapy (FSBPT) and the Foreign 
Credentialing Commission on Physical Therapy (FCCPT).  The requirements above 
apply to all PTs effective January 1, 2010, if they have not met any of the following 
requirements prior to January 1, 2010. 
 
Physical therapists whose current license was obtained on or prior to December 31, 2009, 
qualify to provide PT services to Medicare beneficiaries if they: 
 


• graduated from a CAPTE approved program in PT on or before December 31, 
2009 (examination is not required); or, 
 


• graduated on or before December 31, 2009, from a PT program outside the U.S. 
that is determined to be substantially equivalent to a U.S. program by a 
credentials evaluating organization approved by either the APTA or identified in 
8 CFR 212.15(e) and also passed an examination for PTs approved by the state in 
which practicing. 


 
Or, PTs whose current license was obtained before January 1, 2008, may meet the 
requirements in place on that date (i.e., graduation from a curriculum approved by 
either the APTA, the Committee on Allied Health Education and Accreditation of 
the American Medical Association, or both). 
 
Or, PTs meet the requirements who are currently licensed and were licensed or 
qualified as a PT on or before December 31, 1977, and had 2 years appropriate 
experience as a PT, and passed a proficiency examination conducted, approved, or 
sponsored by the U.S. Public Health Service. 
 
Or, PTs meet the requirements if they are currently licensed and before January 1, 
1966, they were: 


 
• admitted to membership by the APTA; or 
 
• admitted to registration by the American Registry of Physical Therapists; 


or 
 
• graduated from a 4-year PT curriculum approved by a State Department of 


Education; or 
 


• licensed or registered and prior to January 1, 1970, they had 15 years of 
full-time experience in PT under the order and direction of attending and 
referring doctors of medicine or osteopathy. 


 
Or, PTs meet requirements if they are currently licensed and they were trained 
outside the U.S. before January 1, 2008, and after 1928 graduated from a PT 
curriculum approved in the country in which the curriculum was located, if that 







country had an organization that was a member of the World Confederation for 
Physical Therapy, and that PT qualified as a member of the organization. 
 


For outpatient PT services that are provided incident to the services of physicians/NPPs, 
the requirement for PT licensure does not apply; all other personnel qualifications do 
apply.  The qualified personnel providing PT services incident to the services of a 
physician/NPP must be trained in an accredited PT curriculum.  For example, a person 
who, on or before December 31, 2009, graduated from a PT curriculum accredited by 
CAPTE, but who has not passed the national examination or obtained a license, could 
provide Medicare outpatient PT therapy services incident to the services of a 
physician/NPP if the physician assumes responsibility for the services according to the 
incident to policies.  On or after January 1, 2010, although licensure does not apply, both 
education and examination requirements that are effective January 1, 2010, apply to 
qualified personnel who provide PT services incident to the services of a physician/NPP. 
 
C.  Services of Physical Therapy Support Personnel 
 
Reference: 42CFR 484.4 
 
Personnel Qualifications.  The new personnel qualifications for physical therapist 
assistants (PTA) were discussed in the 2008 Physician Fee Schedule.  See the Federal 
Register of November 27, 2007, for the full text.  See also the correction notice for this 
rule, published in the Federal Register on January 15, 2008. 
 
The regulation provides that a qualified PTA is a person who is licensed as a PTA unless 
licensure does not apply, is registered or certified, if applicable, as a PTA by the state in 
which practicing, and graduated from an approved curriculum for PTAs, and passed a 
national examination for PTAs.  The phrase, “by the state in which practicing” includes 
any authorization to practice provided by the same state in which the service is provided, 
including temporary licensure, regardless of the location or the entity billing for the 
services.  Approval for the curriculum is provided by CAPTE or, if internationally or 
military trained PTAs apply, approval will be through a credentialing body for the 
curriculum for PTAs identified by either the American Physical Therapy Association or 
identified in 8 CFR 212.15(e).  A national examination for PTAs is, for example the one 
furnished by the Federation of State Boards of Physical Therapy.  These requirements 
above apply to all PTAs effective January 1, 2010, if they have not met any of the 
following requirements prior to January 1, 2010. 
 
Those PTAs also qualify who, on or before December 31, 2009, are licensed, registered 
or certified as a PTA and met one of the two following requirements: 
 


1.  Is licensed or otherwise regulated in the state in which practicing; or 
 
2.  In states that have no licensure or other regulations, or where licensure does 
not apply, PTAs have: 
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o graduated on or before December 31, 2009, from a 2-year college-level 
program approved by the APTA or CAPTE; and  
 


o effective January 1, 2010,  those PTAs must have both graduated from a 
CAPTE approved curriculum and passed a national examination for PTAs; 
or 


 
PTAs may also qualify if they are licensed, registered or certified as a PTA, if applicable 
and meet requirements in effect before January 1, 2008, that is, 
 


• they have graduated before January 1, 2008, from a 2 year college level 
program approved by the APTA; or 


 
• on or before December 31, 1977, they were licensed or qualified as a PTA and 


passed a proficiency examination conducted, approved, or sponsored by the 
U.S. Public Health Service. 


 
Services.  The services of PTAs used when providing covered therapy benefits are 
included as part of the covered service.  These services are billed by the supervising 
physical therapist.  PTAs may not provide evaluative or assessment services, make 
clinical judgments or decisions; develop, manage, or furnish skilled maintenance program 
services; or take responsibility for the service.  They act at the direction and under the 
supervision of the treating physical therapist and in accordance with state laws. 
 
A physical therapist must supervise PTAs.  The level and frequency of supervision differs 
by setting (and by state or local law).  General supervision is required for PTAs in all 
settings except private practice (which requires direct supervision) unless state practice 
requirements are more stringent, in which case state or local requirements must be 
followed.  See specific settings for details.  For example, in clinics, rehabilitation 
agencies, and public health agencies, 42CFR485.713 indicates that when a PTA provides 
services, either on or off the organization’s premises, those services are supervised by a 
qualified physical therapist who makes an onsite supervisory visit at least once every 30 
days or more frequently if required by state or local laws or regulation. 
 
The services of a PTA shall not be billed as services incident to a physician/NPP’s 
service, because they do not meet the qualifications of a therapist. 
 
The cost of supplies (e.g., theraband, hand putty, electrodes) used in furnishing covered 
therapy care is included in the payment for the HCPCS codes billed by the physical 
therapist, and are, therefore, not separately billable.  Separate coverage and billing 
provisions apply to items that meet the definition of brace in §130. 
 
Services provided by aides, even if under the supervision of a therapist, are not therapy 
services and are not covered by Medicare.  Although an aide may help the therapist by 
providing unskilled services, those services that are unskilled are not covered by 
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Medicare and shall be denied as not reasonable and necessary if they are billed as therapy 
services. 
 
D.  Application of Medicare Guidelines to PT Services 
 
This subsection will be used in the future to illustrate the application of the above 
guidelines to some of the physical therapy modalities and procedures utilized in the 
treatment of patients. 
 
230.2 - Practice of Occupational Therapy 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
A.  General 
 
Occupational therapy services are those services provided within the scope of practice of 
occupational therapists and necessary for the diagnosis and treatment of impairments, 
functional disabilities or changes in physical function and health status.  (See Pub. 100-
03, the Medicare National Coverage Determinations Manual, for specific conditions or 
services.) 
 
Occupational therapy is medically prescribed treatment concerned with improving or 
restoring functions which have been impaired by illness or injury or, where function has 
been permanently lost or reduced by illness or injury, to improve the individual’s ability 
to perform those tasks required for independent functioning.  Such therapy may involve: 
 


• The evaluation, and reevaluation as required, of a patient’s level of function by 
administering diagnostic and prognostic tests; 


 
• The selection and teaching of task-oriented therapeutic activities designed to 


restore physical function; e.g., use of woodworking activities on an inclined table 
to restore shoulder, elbow, and wrist range of motion lost as a result of burns; 


 
• The planning, implementing, and supervising of individualized therapeutic 


activity programs as part of an overall “active treatment” program for a patient 
with a diagnosed psychiatric illness; e.g., the use of sewing activities which 
require following a pattern to reduce confusion and restore reality orientation in a 
schizophrenic patient; 


 
• The planning and implementing of therapeutic tasks and activities to restore 


sensory-integrative function; e.g., providing motor and tactile activities to 
increase sensory input and improve response for a stroke patient with functional 
loss resulting in a distorted body image; 


 
• The teaching of compensatory technique to improve the level of independence in 


the activities of daily living or adapt to an evolving deterioration in health and 
function, for example: 
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o Teaching a patient who has lost the use of an arm how to pare potatoes 


and chop vegetables with one hand; 
 
o Teaching an upper extremity amputee how to functionally utilize a 


prosthesis; 
 
o Teaching a stroke patient new techniques to enable the patient to perform 


feeding, dressing, and other activities as independently as possible; or  
 
o Teaching a patient with a hip fracture/hip replacement techniques of 


standing tolerance and balance to enable the patient to perform such 
functional activities as dressing and homemaking tasks. 


 
• The designing, fabricating, and fitting of orthotics and self-help devices; e.g., 


making a hand splint for a patient with rheumatoid arthritis to maintain the 
hand in a functional position or constructing a device which would enable an 
individual to hold a utensil and feed independently; or 


 
• Vocational and prevocational assessment and training, subject to the 


limitations specified in item B below. 
 


Only a qualified occupational therapist has the knowledge, training, and experience 
required to evaluate and, as necessary, reevaluate a patient’s level of function, determine 
whether an occupational therapy program could reasonably be expected to improve, 
restore, or compensate for lost function, recommend to the physician/NPP a plan of 
treatment, where appropriate. 
 
B.  Qualified Occupational Therapist Defined 
Reference: 42CFR484.4 
 
The new personnel qualifications for occupational therapists (OT) were discussed in the 
2008 Physician Fee Schedule.  See the Federal Register of November 27, 2007, for the 
full text.  See also the correction notice for this rule, published in the Federal Register on 
January 15, 2008. 
 
The regulation provides that a qualified OT is an individual who is licensed, if licensure 
applies, or otherwise regulated, if applicable, as an OT by the state in which practicing, 
and graduated from an accredited education program for OTs, and is eligible to take or 
has passed the examination for OTs administered by the National Board for Certification 
in Occupational Therapy, Inc. (NBCOT).  The phrase, “by the state in which practicing” 
includes any authorization to practice provided by the same state in which the service is 
provided, including temporary licensure, regardless of the location of the entity billing 
the services.  The education program for U.S. trained OTs is accredited by the 
Accreditation Council for Occupational Therapy Education (ACOTE).  The requirements 



http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=42&PART=484&SECTION=4&YEAR=2001&TYPE=TEXT





above apply to all OTs effective January 1, 2010, if they have not met any of the 
following requirements prior to January 1, 2010. 
 
The OTs may also qualify if on or before December 31, 2009: 
 


• they are licensed or otherwise regulated as an OT in the state in which practicing 
(regardless of the qualifications they met to obtain that licensure or regulation);  
or 


 
• when licensure or other regulation does not apply, OTs have graduated from an 


OT education program accredited by ACOTE and are eligible to take, or have 
successfully completed the NBCOT examination for OTs. 


 
Also, those OTs who met the Medicare requirements for OTs that were in 42CFR484.4 
prior to January 1, 2008, qualify to provide OT services for Medicare beneficiaries if: 
 


• on or before January 1, 2008, they graduated an OT program approved jointly by 
the American Medical Association and the AOTA, or 


 
• they are eligible for the National Registration Examination of AOTA or the 


National Board for Certification in OT. 
 
Also, they qualify who on or before December 31, 1977, had 2 years of appropriate 
experience as an occupational therapist, and had achieved a satisfactory grade on a 
proficiency examination conducted, approved, or sponsored by the U.S. Public Health 
Service. 
 
Those educated outside the U.S. may meet the same qualifications for domestic trained 
OTs.  For example, they qualify if they were licensed or otherwise regulated by the state 
in which practicing on or before December 31, 2009.  Or they are qualified if they: 
 


• graduated from an OT education program accredited as substantially equivalent to 
a U.S. OT education program by ACOTE, the World Federation of Occupational 
Therapists, or a credentialing body approved by AOTA; and  


 
•  passed the NBCOT examination for OT; and  
 
• Effective January 1, 2010, are licensed or otherwise regulated, if applicable as an 


OT by the state in which practicing. 
 


For outpatient OT services that are provided incident to the services of physicians/NPPs, 
the requirement for OT licensure does not apply; all other personnel qualifications do 
apply.  The qualified personnel providing OT services incident to the services of a 
physician/NPP must be trained in an accredited OT curriculum.  For example, a person 
who, on or before December 31, 2009, graduated from an OT curriculum accredited by 
ACOTE and is eligible to take or has successfully completed the entry-level certification 







examination for OTs developed and administered by NBCOT, could provide Medicare 
outpatient OT services incident to the services of a physician/NPP if the physician 
assumes responsibility for the services according to the incident to policies.  On or after 
January 1, 2010, although licensure does not apply, both education and examination 
requirements that are effective January 1, 2010, apply to qualified personnel who provide 
OT services incident to the services of a physician/NPP. 
 
C.  Services of Occupational Therapy Support Personnel 
 
Reference: 42CFR 484.4 
 
The new personnel qualifications for occupational therapy assistants were discussed in 
the 2008 Physician Fee Schedule.  See the Federal Register of November 27, 2007, for 
the full text.  See also the correction notice for this rule, published in the Federal Register 
on January 15, 2008. 
 
The regulation provides that an occupational therapy assistant is a person who is licensed, 
unless licensure does not apply, or otherwise regulated, if applicable, as an OTA by the 
state in which practicing, and graduated from an OTA education program accredited by 
ACOTE and is eligible to take or has successfully completed the NBCOT examination 
for OTAs.  The phrase, “by the state in which practicing” includes any authorization to 
practice provided by the same state in which the service is provided, including temporary 
licensure, regardless of the location of the entity billing the services. 
 
If the requirements above are not met, an OTA may qualify if, on or before December 31, 
2009, the OTA is licensed or otherwise regulated as an OTA, if applicable, by the state in 
which practicing, or meets any qualifications defined by the state in which practicing. 
 
Or, where licensure or other state regulation does not apply, OTAs may qualify if they 
have, on or before December 31, 2009: 
 


• completed certification requirements to practice as an OTA established by a 
credentialing organization approved by AOTA; and 


 
• after January 1, 2010, they have also completed an education program accredited 


by ACOTE and passed the NBCOT examination for OTAs. 
 
OTAs who qualified under the policies in effect prior to January 1, 2008, continue to 
qualify to provide OT directed and supervised OTA services to Medicare beneficiaries.  
Therefore, OTAs qualify who after December 31, 1977, and on or before December 31, 
2007: 
 


• completed certification requirements to practice as an OTA established by a 
credentialing organization approved by AOTA; or 
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• completed the requirements to practice as an OTA applicable in the state in which 
practicing. 


 
Those OTAs who were educated outside the U.S. may meet the same requirements as 
domestically trained OTAs.  Or, if educated outside the U.S. on or after January 1, 2008, 
they must have graduated from an OTA program accredited as substantially equivalent to 
OTA entry level education in the U.S. by ACOTE, its successor organization, or the 
World Federation of Occupational Therapists or a credentialing body approved by 
AOTA.  In addition, they must have passed an exam for OTAs administered by NBCOT. 
 
Services.  The services of OTAs used when providing covered therapy benefits are 
included as part of the covered service.  These services are billed by the supervising 
occupational therapist.  OTAs may not provide evaluative or assessment services, make 
clinical judgments or decisions; develop, manage, or furnish skilled maintenance program 
services; or take responsibility for the service.  They act at the direction and under the 
supervision of the treating occupational therapist and in accordance with state laws. 
 
An occupational therapist must supervise OTAs.  The level and frequency of supervision 
differs by setting (and by state or local law).  General supervision is required for OTAs in 
all settings except private practice (which requires direct supervision) unless state 
practice requirements are more stringent, in which case state or local requirements must 
be followed.  See specific settings for details.  For example, in clinics, rehabilitation 
agencies, and public health agencies, 42CFR485.713 indicates that when an OTA 
provides services, either on or off the organization’s premises, those services are 
supervised by a qualified occupational therapist who makes an onsite supervisory visit at 
least once every 30 days or more frequently if required by state or local laws or 
regulation. 
 
The services of an OTA shall not be billed as services incident to a physician/NPP’s 
service, because they do not meet the qualifications of a therapist. 
 
The cost of supplies (e.g., looms, ceramic tiles, or leather) used in furnishing covered 
therapy care is included in the payment for the HCPCS codes billed by the occupational 
therapist and are, therefore, not separately billable.  Separate coverage and billing 
provisions apply to items that meet the definition of brace in §130 of this manual. 
 
Services provided by aides, even if under the supervision of a therapist, are not therapy 
services in the outpatient setting and are not covered by Medicare.  Although an aide may 
help the therapist by providing unskilled services, those services that are unskilled are not 
covered by Medicare and shall be denied as not reasonable and necessary if they are 
billed as therapy services. 
 
D.  Application of Medicare Guidelines to Occupational Therapy Services 
 
Occupational therapy may be required for a patient with a specific diagnosed psychiatric 
illness.  If such services are required, they are covered assuming the coverage criteria are 
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met.  However, where an individual’s motivational needs are not related to a specific 
diagnosed psychiatric illness, the meeting of such needs does not usually require an 
individualized therapeutic program.  Such needs can be met through general activity 
programs or the efforts of other professional personnel involved in the care of the patient.  
Patient motivation is an appropriate and inherent function of all health disciplines, which 
is interwoven with other functions performed by such personnel for the patient.  
Accordingly, since the special skills of an occupational therapist are not required, an 
occupational therapy program for individuals who do not have a specific diagnosed 
psychiatric illness is not to be considered reasonable and necessary for the treatment of an 
illness or injury.  Services furnished under such a program are not covered. 
 
Occupational therapy may include vocational and prevocational assessment and training.  
When services provided by an occupational therapist are related solely to specific 
employment opportunities, work skills, or work settings, they are not reasonable or 
necessary for the diagnosis or treatment of an illness or injury and are not covered.  
However, A/B MACs (A), (B), and (HHH) exercise care in applying this exclusion, 
because the assessment of level of function and the teaching of compensatory techniques 
to improve the level of function, especially in activities of daily living, are services which 
occupational therapists provide for both vocational and nonvocational purposes.  For 
example, an assessment of sitting and standing tolerance might be nonvocational for a 
mother of young children or a retired individual living alone, but could also be a 
vocational test for a sales clerk.  Training an amputee in the use of prosthesis for 
telephoning is necessary for everyday activities as well as for employment purposes.  
Major changes in life style may be mandatory for an individual with a substantial 
disability.  The techniques of adjustment cannot be considered exclusively vocational or 
nonvocational. 
 
230.3 - Practice of Speech-Language Pathology 
(Rev. 106, Issued: 04-24-09, Effective: 07-01-09, Implementation: 07-06-09) 
 
A.  General 
 
Speech-language pathology services are those services provided within the scope of 
practice of speech-language pathologists and necessary for the diagnosis and treatment of 
speech and language disorders, which result in communication disabilities and for the 
diagnosis and treatment of swallowing disorders (dysphagia), regardless of the presence 
of a communication disability.  (See Pub. 100-03, chapter 1, §170.3)  See section 230.4 
of this chapter for benefit policies on speech-language pathologists in private practice 
(SLPP). See Pub. 100-08, Medicare Program Integrity Manual, chapter 10, section 
12.4.14 for policy on enrollment in an SLPP. 
 
B.  Qualified Speech-Language Pathologist Defined 
 
A qualified speech-language pathologist for program coverage purposes meets one of the 
following requirements: 
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• The education and experience requirements for a Certificate of Clinical 
Competence in (speech-language pathology) granted by the American Speech-
Language Hearing Association; or  


 
• Meets the educational requirements for certification and is in the process of 


accumulating the supervised experience required for certification. 
 
For outpatient speech-language pathology services that are provided incident to the 
services of physicians/NPPs, the requirement for speech-language pathology licensure 
does not apply; all other personnel qualifications do apply.  Therefore, qualified 
personnel providing speech-language pathology services incident to the services of a 
physician/NPP must meet the above qualifications. 


 
C.  Services of Speech-Language Pathology Support Personnel 
 
Services of speech-language pathology assistants are not recognized for Medicare 
coverage.  Services provided by speech-language pathology assistants, even if they are 
licensed to provide services in their states, will be considered unskilled services and 
denied as not reasonable and necessary if they are billed as therapy services. 
 
Services provided by aides, even if under the supervision of a therapist, are not therapy 
services and are not covered by Medicare.  Although an aide may help the therapist by 
providing unskilled services, those services are not covered by Medicare and shall be 
denied as not reasonable and necessary if they are billed as therapy services. 
 
D.  Application of Medicare Guidelines to Speech-Language Pathology Services 
 
1.  Evaluation Services 
 
Speech-language pathology evaluation services are covered if they are reasonable and 
necessary and not excluded as routine screening by §1862(a)(7) of the Act.  The speech-
language pathologist employs a variety of formal and informal speech, language, and 
dysphagia assessment tests to ascertain the type, causal factor(s), and severity of the 
speech and language or swallowing disorders.  Reevaluation of patients for whom speech, 
language and swallowing were previously contraindicated is covered only if the patient 
exhibits a change in medical condition.  However, monthly reevaluations; e.g., a Western 
Aphasia Battery, for a patient undergoing a rehabilitative speech-language pathology 
program, are considered a part of the treatment session and shall not be covered as a 
separate evaluation for billing purposes.  Although hearing screening by the speech-
language pathologist may be part of an evaluation, it is not billable as a separate service. 
 
2.  Therapeutic Services 
 
The following are examples of common medical disorders and resulting communication 
deficits, which may necessitate active rehabilitative therapy.  This list is not all-inclusive: 
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Cerebrovascular disease such as cerebral vascular accidents presenting with 
dysphagia, aphasia/dysphasia, apraxia, and dysarthria; 
 
Neurological disease such as Parkinsonism or Multiple Sclerosis with dysarthria, 
dysphagia, inadequate respiratory volume/control, or voice disorder; or 
 
Laryngeal carcinoma requiring laryngectomy resulting in aphonia. 
 


3.  Impairments of the Auditory System 
 
The terms, aural rehabilitation, auditory rehabilitation, auditory processing, lipreading 
and speech reading are among the terms used to describe covered services related to 
perception and comprehension of sound through the auditory system.  See Pub. 100-04, 
chapter 12, section 30.3 for billing instructions.  For example: 
 


° Auditory processing evaluation and treatment may be covered and medically 
necessary.  Examples include but are not limited to services for certain 
neurological impairments or the absence of natural auditory stimulation that 
results in impaired ability to process sound.  Certain auditory processing 
disorders require diagnostic audiological tests in addition to speech-language 
pathology evaluation and treatment. 


 
° Evaluation and treatment for disorders of the auditory system may be covered 


and medically necessary, for example, when it has been determined by a speech-
language pathologist in collaboration with an audiologist that the hearing 
impaired beneficiary’s current amplification options (hearing aid, other 
amplification device or cochlear implant) will not sufficiently meet the patient’s 
functional communication needs.  Audiologists and speech-language pathologists 
both evaluate beneficiaries for disorders of the auditory system using different 
skills and techniques, but only speech-language pathologists may provide 
treatment. 


 
Assessment for the need for rehabilitation of the auditory system (but not the vestibular 
system) may be done by a speech language pathologist.  Examples include but are not 
limited to: evaluation of comprehension and production of language in oral, signed or 
written modalities, speech and voice production, listening skills, speech reading, 
communications strategies, and the impact of the hearing loss on the patient/client and 
family. 
 
Examples of rehabilitation include but are not limited to treatment that focuses on 
comprehension, and production of language in oral, signed or written modalities; speech 
and voice production, auditory training, speech reading, multimodal (e.g., visual, 
auditory-visual, and tactile) training, communication strategies, education and 
counseling.  In determining the necessity for treatment, the beneficiary’s performance in 
both clinical and natural environment should be considered. 
 







4.  Dysphagia 
 
Dysphagia, or difficulty in swallowing, can cause food to enter the airway, resulting in 
coughing, choking, pulmonary problems, aspiration or inadequate nutrition and hydration 
with resultant weight loss, failure to thrive, pneumonia and death.  It is most often due to 
complex neurological and/or structural impairments including head and neck trauma, 
cerebrovascular accident, neuromuscular degenerative diseases, head and neck cancer, 
dementias, and encephalopathies.  For these reasons, it is important that only qualified 
professionals with specific training and experience in this disorder provide evaluation and 
treatment. 
 
The speech-language pathologist performs clinical and instrumental assessments and 
analyzes and integrates the diagnostic information to determine candidacy for 
intervention as well as appropriate compensations and rehabilitative therapy techniques.  
The equipment that is used in the examination may be fixed, mobile or portable.  
Professional guidelines recommend that the service be provided in a team setting with a 
physician/NPP who provides supervision of the radiological examination and 
interpretation of medical conditions revealed in it. 
 
Swallowing assessment and rehabilitation are highly specialized services.  The 
professional rendering care must have education, experience and demonstrated 
competencies.  Competencies include but are not limited to: identifying abnormal upper 
aerodigestive tract structure and function; conducting an oral, pharyngeal, laryngeal and 
respiratory function examination as it relates to the functional assessment of swallowing; 
recommending methods of oral intake and risk precautions; and developing a treatment 
plan employing appropriate compensations and therapy techniques. 
 
230.4 - Services Furnished by a Therapist in Private Practice (TPP) 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
A.  General 
 
See section 220 of this chapter for definitions.  Therapist refers only to a qualified 
physical therapist, occupational therapist or speech-language pathologist.  TPP refers to 
therapists in private practice (qualified physical therapists, occupational therapists and 
speech-language pathologists). 
 
In order to qualify to bill Medicare directly as a therapist, each individual must be 
enrolled as a private practitioner and employed in one of the following practice types: an 
unincorporated solo practice, unincorporated partnership, unincorporated group practice, 
physician/NPP group or groups that are not professional corporations, if allowed by state 
and local law.  Physician/NPP group practices may employ TPP if state and local law 
permits this employee relationship. 
 
For purposes of this provision, a physician/NPP group practice is defined as one or more 
physicians/NPPs enrolled with Medicare who may bill as one entity.  For further details 







on issues concerning enrollment, see the provider enrollment Web site 
at www.cms.hhs.gov/MedicareProviderSupEnroll and Pub. 100-08, Medicare Program 
Integrity Manual, chapter15, section 15.4.4.9. 
 
Private practice also includes therapists who are practicing therapy as employees of 
another supplier, of a professional corporation or other incorporated therapy practice.  
Private practice does not include individuals when they are working as employees of an 
institutional provider. 
 
Services should be furnished in the therapist’s or group’s office or in the patient’s home.  
The office is defined as the location(s) where the practice is operated, in the state(s) 
where the therapist (and practice, if applicable) is legally authorized to furnish services, 
during the hours that the therapist engages in the practice at that location.  If services are 
furnished in a private practice office space, that space shall be owned, leased, or rented 
by the practice and used for the exclusive purpose of operating the practice.  For 
descriptions of aquatic therapy in a community center pool see section 220C of this 
chapter. 
 
Therapists in private practice must be approved as meeting certain requirements, but do 
not execute a formal provider agreement with the Secretary. 
 
If therapists who have their own Medicare National Provider Identifier (NPI) are 
employed by therapist groups, physician/NPP groups, or groups that are not professional 
organizations, the requirement that therapy space be owned, leased, or rented may be 
satisfied by the group that employs the therapist.  Each therapist employed by a group 
should enroll as a TPP. 
 
When therapists with a Medicare NPI provide services in the physician’s/NPP’s office in 
which they are employed, and bill using their NPI for each therapy service, then the 
direct supervision requirement for enrolled staff apply. 
 
When the therapist who has a Medicare NPI is employed in a physician’s/NPP’s office 
the services are ordinarily billed as services of the therapist, with the therapist identified 
on the claim as the supplier of services.  However, services of the therapist who has a 
Medicare NPI may also be billed by the physician/NPP as services incident to the 
physician’s/NPP’s service.  (See §230.5 for rules related to therapy services incident to a 
physician.)  In that case, the physician/NPP is the supplier of service, the NPI of the 
supervising physician/NPP is reported on the claim with the service and all the rules for 
both therapy services and incident to services (§230.5) must be followed. 
 
B.  Private Practice Defined 
 
Reference: Federal Register November, 1998, pages 58863-58869; 42CFR 410.38(b), 
42CFR410.59, 42CFR410.60, 42CFR410.62 
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The contractor considers a therapist to be in private practice if the therapist maintains 
office space at his or her own expense and furnishes services only in that space or the 
patient’s home.  Or, a therapist is employed by another supplier and furnishes services in 
facilities provided at the expense of that supplier. 
 
The therapist need not be in full-time private practice but must be engaged in private 
practice on a regular basis; i.e., the therapist is recognized as a private practitioner and for 
that purpose has access to the necessary equipment to provide an adequate program of 
therapy. 
 
The therapy services must be provided either by or under the direct supervision of the 
TPP.  Each TPP should be enrolled as a Medicare provider.  If a therapist is not enrolled, 
the services of that therapist must be directly supervised by an enrolled therapist.  Direct 
supervision requires that the supervising private practice therapist be present in the office 
suite at the time the service is performed.  These direct supervision requirements apply 
only in the private practice setting and only for therapists and their assistants.  In other 
outpatient settings, supervision rules differ.  The services of support personnel must be 
included in the therapist’s bill.  The supporting personnel, including other therapists, 
must be W-2 or 1099 employees of the TPP or other qualified employer. 
 
Coverage of outpatient therapy under Part B includes the services of a qualified TPP 
when furnished in the therapist’s office or the beneficiary’s home.  For this purpose, 
“home” includes an institution that is used as a home, but not a hospital, CAH or SNF, 
(Federal Register Nov. 2, 1998, pg 58869). 
 
C.  Assignment 
 
Reference:  Nov. 2, 1998 Federal Register, pg. 58863 
See also Pub. 100-04 chapter 1, §30.2. 
 
When physicians, NPPs, or TPPs obtain provider numbers, they have the option of 
accepting assignment (participating) or not accepting assignment (nonparticipating).  In 
contrast, providers, such as outpatient hospitals, SNFs, rehabilitation agencies, and 
CORFs, do not have the option.  For these providers, assignment is mandatory. 
 
If physicians/NPPs, or TPPs accept assignment (are participating), they must accept the 
Medicare Physician Fee Schedule amount as payment. Medicare pays 80% and the 
patient is responsible for 20%.  In contrast, if they do not accept assignment, Medicare 
will only pay 95% of the fee schedule amount.  However, when these services are not 
furnished on an assignment-related basis, the limiting charge applies.  (See 
§1848(g)(2)(c) of the Act.) 
 
NOTE:  Services furnished by a therapist in the therapist’s office under arrangements 
with hospitals in rural communities and public health agencies (or services provided in 
the beneficiary’s home under arrangements with a provider of outpatient physical or 
occupational therapy services) are not covered under this provision.  See section 230.6. 
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230.5 - Physical Therapy, Occupational Therapy and Speech-Language 
Pathology Services Provided Incident to the Services of Physicians and 
Non-Physician Practitioners (NPP) 
(Rev. 179, Issued: 01-14-14, Effective: 01-07-14, Implementation: 01-07-14) 
 
References: §1861(s)(2)(A) of the Act 


42 CFR 410.10(b) 
42 CFR 410.26 
Pub. 100-02, ch. 15, §60. 
 


The Benefit.  Therapy services have their own benefit under §1861 of the Social Security 
Act and shall be covered when provided according to the standards and conditions of the 
benefit described in Medicare manuals.  The statute 1862(a)(20) requires that payment be 
made for a therapy service billed by a physician/NPP only if the service meets the 
standards and conditions--other than licensing--that would apply to a therapist.  (For 
example, see coverage requirements in Pub. 100-08, chapter 13, §13.5.1(C), Pub. 100-04, 
chapter 5, and also the requirements of this chapter, §220 and §230. 
 
Incident to a Therapist.  There is no coverage for services provided incident to the 
services of a therapist.  Although PTAs and OTAs work under the supervision of a 
therapist and their services may be billed by the therapist, their services are covered 
under the benefit for therapy services and not by the benefit for services incident to a 
physician/NPP.  The services furnished by PTAs and OTAs are not incident to the 
therapist’s service. 
 
Qualifications of Auxiliary Personnel.  Therapy services appropriately billed incident to a 
physician’s/NPP’s service shall be subject to the same requirements as therapy services 
that would be furnished by a physical therapist, occupational therapist or speech-language 
pathologist in any other outpatient setting with one exception.  When therapy services are 
performed incident to a physician’s/NPP’s service, the qualified personnel who perform 
the service do not need to have a license to practice therapy, unless it is required by state 
law.  The qualified personnel must meet all the other requirements except licensure.  
Qualifications for therapists are found in 42CFR484.4 and in section 230.1, 230.2, and 
230.3 of this chapter.  In effect, these rules require that the person who furnishes the 
service to the patient must, at least, be a graduate of a program of training for one of the 
therapy services as described above.  Regardless of any state licensing that allows other 
health professionals to provide therapy services, Medicare is authorized to pay only for 
services provided by those trained specifically in physical therapy, occupational therapy 
or speech-language pathology.  That means that the services of athletic trainers, massage 
therapists, recreation therapists, kinesiotherapists, low vision specialists or any other 
profession may not be billed as therapy services. 
 
The services of PTAs and OTAs also may not be billed incident to a physician’s/NPP’s 
service.  However, if a PT and PTA (or an OT and OTA) are both employed in a 
physician’s office, the services of the PTA, when directly supervised by the PT or the 
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services of the OTA, when directly supervised by the OT may be billed by the physician 
group as PT or OT services using the PIN/NPI of the enrolled PT (or OT).  (See Section 
230.4 for private practice rules on billing services performed in a physician’s office.)  If 
the PT or OT is not enrolled, Medicare shall not pay for the services of a PTA or OTA 
billed incident to the physician’s service, because they do not meet the qualification 
standards in 42CFR484.4. 
 
Therapy services provided and billed incident to the services of a physician/NPP also 
must meet all incident-to requirements in §60 of this chapter.  Where the policies have 
different requirements, the more stringent requirement shall be met. 
 
For example, when therapy services are billed as incident to a physician/NPP services, 
the requirement for direct supervision by the physician/NPP and other incident to 
requirements must be met, even though the service is provided by a licensed therapist 
who may perform the services unsupervised in other settings. 
 
The mandatory assignment provision does not apply to therapy services furnished by a 
physician/NPP or "incident to" a physician's/NPP’s service.  However, when these 
services are not furnished on an assignment-related basis; the limiting charge applies. 
 
For emphasis, following are some of the standards that apply to therapy services billed 
incident-to the services of a physician/NPP in the physician’s/NPP’s office or the 
beneficiary’s residence. 
 


A.  Therapy services provided to the beneficiary must be covered and payable 
outpatient rehabilitation services as described, for example, in this section as well 
as Pub. 100-08, chapter 13, §13.5.1. 


 
B.  Therapy services must be provided by, or under the direct supervision of a 


physician (a doctor of medicine or osteopathy; a doctor of podiatry or a doctor of 
optometry when treating patients within the state scope of practice in the state in 
which the services are provided) or NPP who is legally authorized to practice 
therapy services by the state in which he or she performs such function or action.  
Direct supervision requirements are the same as in 42CFR410.32(b)(3).  The 
supervisor must be present in the office suite and immediately available to furnish 
assistance and direction throughout the performance of the procedure.  It does not 
mean that the physician/NPP must be present in the same room in the office 
where the service is performed. 


 
C.  The services must be of a level of complexity that require that they be performed 


by a therapist or under the direct supervision of the therapist, physician/NPP who 
is licensed to perform them.  Services that do not require the performance or 
supervision of the therapist, physician/NPP, are not considered reasonable or 
necessary therapy services even if they are performed or supervised by a 
physician/NPP or other qualified professional. 
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D.  Services must be furnished under a plan of treatment as in §220.1.2 of this 
chapter.  The services provided must relate directly to the physician/NPP service 
to which it is incident. 


 
230.6 - Therapy Services Furnished Under Arrangements With 
Providers and Clinics 
(Rev. 36, Issued: 06-24-05, Effective: 06-06-05, Implementation: 06-06-05) 
 
References:  See also Pub. 100-01, chapter 5, §10.3. 
 
A.  General 
 
For rules regarding services provided under arrangement, see Pub. 100-01, chapter 5, 
§10.3. 
 
A provider may have others furnish outpatient therapy (physical therapy, occupational 
therapy, or speech-language pathology) services through arrangements under which 
receipt of payment by the provider for the services discharges the liability of the 
beneficiary or any other person to pay for the service. 
 
However, it is not intended that the provider merely serve as a billing mechanism for the 
other party.  For such services to be covered the provider must assume professional 
responsibility for the services. 
 
The provider’s professional supervision over the services requires application of many of 
the same controls that are applied to services furnished by salaried employees.  The 
provider must: 
 


• Accept the patient for treatment in accordance with its admission policies; 
 
• Maintain a complete and timely clinical record on the patient which includes 


diagnosis, medical history, orders, and progress notes relating to all services 
received; 


 
• Maintain liaison with the attending physician/NPP with regard to the progress of 


the patient and to assure that the required plan of treatment is periodically 
reviewed by the physician/NPP; 


 
• Secure from the physician/NPP the required certifications and recertifications; 


and  
 
• Ensure that the medical necessity of such service is reviewed on a sample basis by 


the agency’s staff or an outside review group. 
 


In addition, when a provider provides outpatient services under an arrangement with 
others, such services must be furnished in accordance with the terms of a written contract, 
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which provides for retention by the provider of responsibility for and control and 
supervision of such services.  The terms of the contract should include at least the 
following: 
 


• Provide that the therapy services are to be furnished in accordance with the 
plan of care established according to Medicare policies for therapy plans of 
care in section 220.1.2 of this chapter; 


 
• Specify the geographical areas in which the services are to be furnished; 
 
• Provide that contracted personnel and services meet the same requirements as 


those which would be applicable if the personnel and services were furnished 
directly by the provider; 


 
• Provide that the therapist will participate in conferences required to coordinate 


the care of an individual patient; 
 
• Provide for the preparation of treatment records, with progress notes and 


observations, and for the prompt incorporation of such into the clinical records 
of the clinic; 


 
• Specify the financial arrangements.  The contracting organization or 


individual may not bill the patient or the health insurance program; and 
 
• Specify the period of time the contract is to be in effect and the manner of 


termination or renewal. 
 


B.  Special Rules for Hospitals 
 


• A hospital may bill Medicare for outpatient therapy (physical therapy, 
occupational therapy, or speech-language pathology) services that it furnishes 
to its outpatients either directly or under arrangements in the hospital's 
outpatient department.  If a hospital furnishes medically necessary therapy 
services in its outpatient department to individuals who are registered as its 
outpatients, those services must be billed directly by the hospital using bill 
type 13X or 85X for critical access hospitals.  Note that services provided to 
residents of a Medicare-certified SNF may not be billed by the hospital as 
services to its outpatients. 


 
• When a hospital sends its therapists to the home of an individual who is 


registered as an outpatient of the hospital but who is unable, for medical 
reasons, to come to the hospital to receive medically necessary therapy 
services, the services must meet the requirements applicable to outpatient 
hospital therapy services, as set forth in the regulations and applicable 
Medicare manuals.  The hospital may bill for those services directly using bill 
type 13X or 85X for critical access hospitals. 







 
• If a hospital sends its therapists to provide therapy services to individuals who 


are registered as its outpatients and who are residing in the non-certified part 
of a SNF, or in another residential setting (e.g., a group home, assisted living 
facility or domiciliary care home), the hospital may bill for the services as 
hospital outpatient services if the services meet the requirements applicable to 
outpatient hospital therapy services, as set forth in the regulations and 
applicable Medicare manuals. 


 
• A hospital may make an arrangement with another entity such as an 


Outpatient Rehab Facility (Rehabilitation Agency) or a private practice, to 
provide therapy services to individuals who are registered as outpatients of the 
hospital.  These services must meet the requirements applicable to services 
furnished under arrangements and the requirements applicable to the 
outpatient hospital therapy services as set forth in the regulations and 
applicable Medicare manuals.  The hospital uses bill type 13X or 85X for 
critical access hospitals to bill for the services that another entity furnishes 
under arrangement to its outpatients. 


 
• Where the provider is a public health agency or a hospital in a rural 


community, it may enter into arrangements to have outpatient physical 
therapy services furnished in the private office of a qualified physical therapist 
if the agency or hospital does not have the capacity to provide on its premises 
all of the modalities of treatment, tests, and measurements that are included in 
an adequate outpatient physical therapy program and the services and 
modalities which the public health agency or hospital cannot provide on its 
premises are not available on an outpatient basis in another accessible 
certified facility. 


 
• In certain settings and under certain circumstances, hospitals may not bill 


Medicare for therapy services as services of the hospital: 
 


○ If a hospital sends its therapists to provide therapy services to patients of 
another hospital, including a patient at an inpatient rehabilitation facility 
or a long term care facility, the services must be furnished under 
arrangements made with the hospital sending the therapists by the hospital 
having the patients and billed as hospital services by the facility whose 
patients are treated.  These services would be subject to existing hospital 
bundling rules and would be paid under the payment method applicable to 
the hospital at which the individuals are patients. 


 
○ A hospital may not send its therapists to provide therapy services to 


individuals who are receiving services from an HHA under a home health 
plan of care and bill for the therapy services as hospital outpatient 
services.  For patients under a home health plan of care, payment for 
therapy services (unless provided by physicians/NPPs) is included or 







bundled into Medicare’s episodic payment to the HHA, and those services 
must be billed by the HHA under the HHA consolidated billing rules.  For 
patients receiving HHA services under an HHA plan of care, therapy 
services must be furnished directly or under arrangements made by the 
HHA, and only the HHA may bill for those services. 


 
○ If a hospital sends its therapists to provide services under arrangements 


made by a SNF to residents of the Medicare-certified part of a SNF, SNF 
consolidated billing rules apply.  For arrangements specific to SNF Part A, 
see Pub. 100-04, chapter 6, §10.4.  This means that therapy services 
furnished to SNF residents in the Medicare-certified part of a SNF cannot 
be billed by any entity other than the SNF.  Therefore, a hospital may not 
bill Medicare for PT/OT/SLP services furnished to residents of a 
Medicare-certified part of a SNF by its therapists as services of the 
hospital. 


 
NOTE:  If the SNF resident is in a covered Part A stay, the therapy services would be 
included in the SNF’s global PPS per diem payment for the covered Part A stay itself.  If 
the resident is in a noncovered stay (Part A benefits exhausted, no prior qualifying 
hospital stay, etc.), but remains in the Medicare-certified part of a SNF, the SNF would 
submit the Part B therapy bill to its A/B MAC (A). 
 


SNF Setting Applicable Rules 


Medicare Part A or B Consolidated 
Billing Rules 
Apply? 


Hospital 
May Bill 
For 
Outpatient 
Services? 


Part A (Medicare Covered / PPS) 
Resident in Medicare-certified 
part of a SNF 


Yes No 


Medicare Part B Resident in 
Medicare-certified part of a SNF 


Yes No 


Medicare Part B 
Not a Resident in Medicare-
certified part of a SNF 


No Yes 


 
• A hospital may not send therapy staff to provide therapy services in non-


residential health care settings and bill for the services as if they were 
provided at the hospital, even if the hospital owns the other facility or entity.  
Examples of such non-residential settings include CORFs, rehabilitation 
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agencies, ORFs and offices of physicians/NPPs or other practitioners, such as 
physical therapists.  For example, services furnished to patients of a CORF 
must be billed as CORF services and not as outpatient hospital services.  Even 
if a CORF contracts with a hospital to furnish services to CORF patients, the 
hospital may not bill Medicare for the services as hospital outpatient services. 
However, the CORF could have the hospital furnish services to its patients 
under arrangements, in which case the CORF would bill for the services. 


 
Psychiatric hospitals are treated the same as other hospitals for the purpose of therapy 
billing. 
 
231 - Pulmonary Rehabilitation (PR) Program Services Furnished On 
or After January 1, 2010 
(Rev. 124, Issued: 05-07-10, Effective: 01-01-10, Implementation: 10-04-10) 
 
A pulmonary rehabilitation (PR) program is typically a physician-supervised, 
multidisciplinary program individually tailored and designed to optimize physical and 
social performance and autonomy of care for patients with chronic respiratory 
impairment.  The main goal is to empower the individuals’ ability to exercise 
independently.  Exercise is combined with other training and support mechanisms to 
encourage long-term adherence to the treatment plan.  Effective January 1, 2010, 
Medicare Part B pays for PR programs and related items and services if specific criteria 
is met by the Medicare beneficiary, the PR program itself, the setting in which it is 
administered, and the physician administering the program, as outlined below: 
 
PR Program Beneficiary Requirements: 
 
As specified in 42 CFR 410.47, Medicare covers PR items and services for patients with 
moderate to very severe chronic obstructive pulmonary disease (COPD) (defined as 
GOLD classification II, III, and IV), when referred by the physician treating the chronic 
respiratory disease.  Additional medical indications for coverage for PR program services 
may be established through the national coverage determination process. 
 
PR Program Component Requirements: 
 


• Physician-prescribed exercise.  This physical activity includes techniques such as 
exercise conditioning, breathing retraining, and step and strengthening exercises.  
Some aerobic exercise must be included in each PR session.  Both low- and high- 
intensity exercise is recommended to produce clinical benefits and a combination 
of endurance and strength training should be conducted at least twice per week. 


 
• Education or training.  This should be closely and clearly related to the 


individual’s care and treatment and tailored to the individual’s needs, including 
information on respiratory problem management and, if appropriate, brief 
smoking cessation counseling.  Any education or training must assist in 







achievement of individual goals towards independence in activities of daily 
living, adaptation to limitations, and improved quality of life (QoL). 


 
• Psychosocial assessment.  This assessment means a written evaluation of an 


individual’s mental and emotional functioning as it relates to the individual’s 
rehabilitation or respiratory condition.  It should include: (1) an assessment of 
those aspects of the individual’s family and home situation that affects the 
individual’s rehabilitation treatment, and, (2) a psychological evaluation of the 
individual’s response to, and rate of progress under, the treatment plan.  Periodic 
re-evaluations are necessary to ensure the individual’s psychosocial needs are 
being met. 


 
• Outcomes assessment.  These should include: (1) beginning and end evaluations 


based on patient-centered outcomes, which are conducted by the physician at the 
start and end of the program, and, (2) objective clinical measures of the 
effectiveness of the PR program for the individual patient, including exercise 
performance and self-reported measures of shortness of breath, and behavior.  The 
assessments should include clinical measures such as the 6-minute walk, weight, 
exercise performance, self-reported dyspnea, behavioral measures (supplemental 
oxygen use, smoking status,) and a QoL assessment. 


 
• An individualized treatment plan describing the individual’s diagnosis and 


detailing how components are utilized for each patient.  The plan must be 
established, reviewed, and signed by a physician every 30 days.  The plan may 
initially be developed by the referring physician or the PR physician.  If the plan 
is developed by the referring physician who is not the PR physician, the PR 
physician must also review and sign the plan prior to imitation of the PR program.  
It is expected that the supervising physician would have initial, direct contact with 
the individual prior to subsequent treatment by ancillary personnel, and also have 
at least one direct contact in each 30-day period.  The plan must have written 
specificity with regards to the type, amount, frequency, and duration of PR items 
and services furnished to the individual, and specify the appropriate mix of 
services for the patient’s needs.  It must include measurable and expected 
outcomes and estimated timetables to achieve these outcomes. 


 
As specified at 42 CFR 410.47(f), PR program sessions are limited to a maximum of 2 1-
hour sessions per day for up to 36 sessions, with the option for an additional 36 sessions 
if medically necessary. 
 
PR Program Setting Requirements: 
 
PR items and services must be furnished in a physician’s office or a hospital outpatient 
setting.  The setting must have the necessary cardio-pulmonary, emergency, diagnostic, 
and therapeutic life-saving equipment accepted by the medical community as medically 
necessary (for example, oxygen, cardiopulmonary resuscitation equipment, and a 
defibrillator) to treat chronic respiratory disease.  All settings must have a physician 







immediately available and accessible for medical consultations and emergencies at all 
times that the PR items and services are being furnished under the program.  This 
provision is satisfied if the physician meets the requirements for direct supervision of 
physician office services as specified at 42 CFR 410.26, and for hospital outpatient 
therapeutic services as specified at 42 CFR 410.27. 
 
PR Program Physician Requirements: 
 
Medicare Part B pays for PR services supervised by a physician only if the physician 
meets all of the following requirements:  (1) expertise in the management of individuals 
with respiratory pathophysiology, (2) licensed to practice medicine in the state in which 
the PR program is offered, (3) responsible and accountable for the PR program, and, (4) 
involved substantially, in consultation with staff, in directing the progress of the 
individual in the PR program. 
 
(See Publication 100-04, Claims Processing Manual, chapter 32, section 140.4, for 
specific claims processing, coding, and billing requirements for PR program services.) 
 
232 - Cardiac Rehabilitation (CR) and Intensive Cardiac Rehabilitation 
(ICR) Services Furnished On or After January 1, 2010 
(Rev. 193, Issued: 08-29-14, Effective: 02-18-14, Implementation: 08-18-14) 
 
Cardiac rehabilitation (CR) services mean a physician-supervised program that furnishes 
physician prescribed exercise, cardiac risk factor modification, including education, 
counseling, and behavioral intervention; psychosocial assessment, outcomes assessment, 
and other items/services as determined by the Secretary under certain conditions. 
Intensive cardiac rehabilitation (ICR) services mean a physician-supervised program that 
furnishes the same items/services under the same conditions as a CR program but must 
also demonstrate, as shown in peer-reviewed published research, that it improves 
patients’ cardiovascular disease through specific outcome measurements described in 42 
CFR 410.49(c). Effective January 1, 2010, Medicare Part B pays for CR/ICR programs 
and related items/services if specific criteria is met by the Medicare beneficiary, the 
CR/ICR program itself, the setting in which is it administered, and the physician 
administering the program, as outlined below:  
 
CR/ICR Program Beneficiary Requirements: 
 
Medicare covers CR/ICR program services for beneficiaries who have experienced one 
or more of the following: 
 


• Acute myocardial infarction within the preceding 12 months; 
 


• Coronary artery bypass surgery; 
 


• Current stable angina pectoris; 
 







• Heart valve repair or replacement; 
 


• Percutaneous transluminal coronary angioplasty (PTCA) or coronary stenting; 
 


• Heart or heart-lung transplant. 
 
For cardiac rehabilitation only:  Stable, chronic heart failure defined as patients with left 
ventricular ejection fraction of 35% or less and New York Heart Association (NYHA) 
class II to IV symptoms despite being on optimal heart failure therapy for at least 6 
weeks. (Effective February 18, 2014.) 
 
CR/ICR Program Component Requirements: 
 
Physician-prescribed exercise.  This physical activity includes aerobic exercise combined 
with other types of exercise (i.e., strengthening, stretching) as determined to be 
appropriate for individual patients by a physician each day CR/ICR items/services are 
furnished. 
 
Cardiac risk factor modification.  This includes education, counseling, and behavioral 
intervention, tailored to the patients’ individual needs. 
 
Psychosocial assessment.  This assessment means an evaluation of an individual’s mental 
and emotional functioning as it relates to the individual’s rehabilitation.  It should 
include: (1) an assessment of those aspects of the individual’s family and home situation 
that affects the individual’s rehabilitation treatment, and, (2) a psychosocial evaluation of 
the individual’s response to, and rate of progress under, the treatment plan. 
 
Outcomes assessment.  These should include: (i) minimally, assessments from the 
commencement and conclusion of CR/ICR, based on patient-centered outcomes which 
must be measured by the physician immediately at the beginning and end of the program, 
and, (ii) objective clinical measures of the effectiveness of the CR/ICR program for the 
individual patient, including exercise performance and self-reported measures of exertion 
and behavior. 
 
Individualized treatment plan.  This plan should be written and tailored to each individual 
patient and include (i) a description of the individual’s diagnosis; (ii) the type, amount, 
frequency, and duration of the CR/ICR items/services furnished; and (iii) the goals set for 
the individual under the plan.  The individualized treatment plan must be established, 
reviewed, and signed by a physician every 30 days. 
 
As specified at 42 CFR 410.49(f)(1), CR sessions are limited to a maximum of 2 1-hour 
sessions per day for up to 36 sessions over up to 36 weeks with the option for an 
additional 36 sessions over an extended period of time if approved by the contractor 
under section 1862(a)(1)(A) of the Act.  ICR sessions are limited to 72 1-hour sessions 
(as defined in section 1848(b)(5) of the Act), up to 6 sessions per day, over a period of up 
to 18 weeks. 







 
CR/ICR Program Setting Requirements: 
 
CR/ICR services must be furnished in a physician’s office or a hospital outpatient setting 
(for ICR, the hospital outpatient setting must provide ICR using an approved ICR 
program).  All settings must have a physician immediately available and accessible for 
medical consultations and emergencies at all times when items/services are being 
furnished under the program.  This provision is satisfied if the physician meets the 
requirements for direct supervision of physician office services as specified at 42 CFR 
410.26, and for hospital outpatient services as specified at 42 CFR 410.27. 
 
ICR Program Approval Requirements: 
 
All prospective ICR programs must be approved through the national coverage 
determination (NCD) process. To be approved as an ICR program, it must demonstrate 
through peer-reviewed, published research that it has accomplished one or more of the 
following for its patients: (i) positively affected the progression of coronary heart disease, 
(ii) reduced the need for coronary bypass surgery, or, (iii) reduced the need for 
percutaneous coronary interventions. 
 
An ICR program must also demonstrate through peer-reviewed, published research that it 
accomplished a statistically significant reduction in five or more of the following 
measures for patients from their levels before CR services to after CR services: (i) low 
density lipoprotein, (ii) triglycerides, (iii) body mass index, (iv) systolic blood pressure, 
(v) diastolic blood pressure, and (vi) the need for cholesterol, blood pressure, and 
diabetes medications. 
 
A list of approved ICR programs, identified through the NCD process, will be posted to 
the CMS Web site and listed in the Federal Register. 
 
Once an ICR program is approved through the NCD process, all prospective ICR sites 
wishing to furnish ICR items/services via an approved ICR program may enroll with their 
local contractor to become an ICR program supplier using the designated forms as 
specified at 42 CFR 424.510, and report specialty code 31 to be identified as an enrolled 
ICR supplier.  For purposes of appealing an adverse determination concerning site 
approval, an ICR site is considered a supplier (or prospective supplier) as defined in 42 
CFR 498.2. 
 
CR/ICR Program Physician Requirements: 
 
Physicians responsible for CR/ICR programs are identified as medical directors who 
oversee or supervise the CR/ICR program at a particular site.  The medical director, in 
consultation with staff, is involved in directing the progress of individuals in the program.  
The medical director, as well as physicians acting as the supervising physician, must 
possess all of the following: (1) expertise in the management of individuals with cardiac 
pathophysiology, (2) cardiopulmonary training in basic life support or advanced cardiac 







life support, and (3) licensed to practice medicine in the state in which the CR/ICR 
program is offered.  Direct physician supervision may be provided by a supervising 
physician or the medical director. 
 
(See Pub. 100-03, Medicare National Coverage Determinations Manual, Chapter 1, Part 
1, section 20.10.1, Pub. 100-04, Medicare Claims Processing Manual, Chapter 32, section 
140, Pub. 100-08, Medicare Program Integrity Manual, Chapter 15, section 15.4.2.8, for 
specific claims processing, coding, and billing requirements for CR/ICR program 
services.) 
 
240 - Chiropractic Services - General 
(Rev. 1, 10-01-03) 
B3-2250, B3-4118 
 
The term “physician” under Part B includes a chiropractor who meets the specified 
qualifying requirements set forth in §30.5 but only for treatment by means of manual 
manipulation of the spine to correct a subluxation. 
 
Effective for claims with dates of services on or after January 1, 2000, an x-ray is not 
required to demonstrate the subluxation. 
 
Implementation of the chiropractic benefit requires an appreciation of the differences 
between chiropractic theory and experience and traditional medicine due to fundamental 
differences regarding etiology and theories of the pathogenesis of disease.  Judgments 
about the reasonableness of chiropractic treatment must be based on the application of 
chiropractic principles.  So that Medicare beneficiaries receive equitable adjudication of 
claims based on such principles and are not deprived of the benefits intended by the law, 
A/B MACs (B) may use chiropractic consultation in A/B MAC (B) review of Medicare 
chiropractic claims. 
 
Payment is based on the physician fee schedule and made to the beneficiary or, on 
assignment, to the chiropractor. 
 
A.  Verification of Chiropractor’s Qualifications 
 
A/B MACs (B) must establish a reference file of chiropractors eligible for payment as 
physicians under the criteria in §30.1.  They pay only chiropractors on file.  Information 
needed to establish such files is furnished by the CMS RO. 
 
The RO is notified by the appropriate State agency which chiropractors are licensed and 
whether each meets the national uniform standards. 
 
240.1 - Coverage of Chiropractic Services 
(Rev. 1, 10-01-03) 
B3-2251 
 







240.1.1 - Manual Manipulation 
(Rev. 1, 10-01-03) 
B3-2251.1 
 
Coverage of chiropractic service is specifically limited to treatment by means of manual 
manipulation, i.e., by use of the hands.  Additionally, manual devices (i.e., those that are 
hand-held with the thrust of the force of the device being controlled manually) may be 
used by chiropractors in performing manual manipulation of the spine.  However, no 
additional payment is available for use of the device, nor does Medicare recognize an 
extra charge for the device itself. 
 
No other diagnostic or therapeutic service furnished by a chiropractor or under the 
chiropractor’s order is covered.  This means that if a chiropractor orders, takes, or 
interprets an x-ray, or any other diagnostic test, the x-ray or other diagnostic test, can be 
used for claims processing purposes, but Medicare coverage and payment are not 
available for those services. This prohibition does not affect the coverage of x-rays or 
other diagnostic tests furnished by other practitioners under the program.  For example, 
an x-ray or any diagnostic test taken for the purpose of determining or demonstrating the 
existence of a subluxation of the spine is a diagnostic x-ray test covered 
under §1861(s)(3) of the Act if ordered, taken, and interpreted by a physician who is a 
doctor of medicine or osteopathy. 
 
Manual devices (i.e., those that are hand-held with the thrust of the force of the device 
being controlled manually) may be used by chiropractors in performing manual 
manipulation of the spine.  However, no additional payment is available for use of the 
device, nor does Medicare recognize an extra charge for the device itself. 
 
Effective for claims with dates of service on or after January 1, 2000, an x-ray is not 
required to demonstrate the subluxation.  However, an x-ray may be used for this purpose 
if the chiropractor so chooses. 
 
The word “correction” may be used in lieu of “treatment.”  Also, a number of different 
terms composed of the following words may be used to describe manual manipulation as 
defined above: 
 


• Spine or spinal adjustment by manual means; 
 
• Spine or spinal manipulation; 
 
• Manual adjustment; and 
 
• Vertebral manipulation or adjustment. 
 


In any case in which the term(s) used to describe the service performed suggests that it 
may not have been treatment by means of manual manipulation, the A/B MAC (B) 
analyst refers the claim for professional review and interpretation. 
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240.1.2 - Subluxation May Be Demonstrated by X-Ray or Physician’s 
Exam 
(Rev. 1, 10-01-03) 
B3-2251.2 
 
Subluxation is defined as a motion segment, in which alignment, movement integrity, 
and/or physiological function of the spine are altered although contact between joint 
surfaces remains intact. 
 
A subluxation may be demonstrated by an x-ray or by physical examination, as described 
below. 
 
1. Demonstrated by X-Ray 
 
An x-ray may be used to document subluxation.  The x-ray must have been taken at a 
time reasonably proximate to the initiation of a course of treatment.  Unless more specific 
x-ray evidence is warranted, an x-ray is considered reasonably proximate if it was taken 
no more than 12 months prior to or 3 months following the initiation of a course of 
chiropractic treatment.  In certain cases of chronic subluxation (e.g., scoliosis), an older 
x-ray may be accepted provided the beneficiary’s health record indicates the condition 
has existed longer than 12 months and there is a reasonable basis for concluding that the 
condition is permanent.  A previous CT scan and/or MRI is acceptable evidence if a 
subluxation of the spine is demonstrated. 
 
2. Demonstrated by Physical Examination 
 
Evaluation of musculoskeletal/nervous system to identify: 
 


Pain/tenderness evaluated in terms of location, quality, and intensity; 
 
Asymmetry/misalignment identified on a sectional or segmental level; 
 
Range of motion abnormality (changes in active, passive, and accessory joint 
movements resulting in an increase or a decrease of sectional or segmental mobility); 
and 
 
Tissue, tone changes in the characteristics of contiguous, or associated soft tissues, 
including skin, fascia, muscle, and ligament. 
 


To demonstrate a subluxation based on physical examination, two of the four criteria 
mentioned under “physical examination” are required, one of which must be 
asymmetry/misalignment or range of motion abnormality. 
 
The history recorded in the patient record should include the following: 
 







Symptoms causing patient to seek treatment; 
 
Family history if relevant; 
 
Past health history (general health, prior illness, injuries, or hospitalizations; 
medications; surgical history); 
 
Mechanism of trauma; 
 
Quality and character of symptoms/problem; 
 
Onset, duration, intensity, frequency, location and radiation of symptoms; 
 
Aggravating or relieving factors; and  
 
Prior interventions, treatments, medications, secondary complaints. 
 


A.  Documentation Requirements: Initial Visit 
 
The following documentation requirements apply whether the subluxation is 
demonstrated by x-ray or by physical examination: 
 


1. History as stated above. 
 
2. Description of the present illness including: 
 


Mechanism of trauma; 
 
Quality and character of symptoms/problem; 
 
Onset, duration, intensity, frequency, location, and radiation of symptoms; 
 
Aggravating or relieving factors; 
 
Prior interventions, treatments, medications, secondary complaints; and  
 
Symptoms causing patient to seek treatment. 
 


These symptoms must bear a direct relationship to the level of subluxation.  The 
symptoms should refer to the spine (spondyle or vertebral), muscle (myo), bone (osseo or 
osteo), rib (costo or costal) and joint (arthro) and be reported as pain (algia), 
inflammation (itis), or as signs such as swelling, spasticity, etc.  Vertebral pinching of 
spinal nerves may cause headaches, arm, shoulder, and hand problems as well as leg and 
foot pains and numbness.  Rib and rib/chest pains are also recognized symptoms, but in 
general other symptoms must relate to the spine as such.  The subluxation must be causal, 
i.e., the symptoms must be related to the level of the subluxation that has been cited.  A 







statement on a claim that there is “pain” is insufficient.  The location of pain must be 
described and whether the particular vertebra listed is capable of producing pain in the 
area determined. 
 


3. Evaluation of musculoskeletal/nervous system through physical examination. 
 
4. Diagnosis:  The primary diagnosis must be subluxation, including the level of 


subluxation, either so stated or identified by a term descriptive of subluxation.  Such 
terms may refer either to the condition of the spinal joint involved or to the direction of 
position assumed by the particular bone named. 


 
5. Treatment Plan:  The treatment plan should include the following: 
 


Recommended level of care (duration and frequency of visits); 
 
Specific treatment goals; and 
 
Objective measures to evaluate treatment effectiveness. 
 


6. Date of the initial treatment. 
 


B.  Documentation Requirements:  Subsequent Visits 
 
The following documentation requirements apply whether the subluxation is 
demonstrated by x-ray or by physical examination: 
 


1. History 
 


Review of chief complaint; 
 
Changes since last visit; 
 
System review if relevant. 
 


2. Physical exam 
 


Exam of area of spine involved in diagnosis; 
 
Assessment of change in patient condition since last visit; 
 
Evaluation of treatment effectiveness. 
 


3. Documentation of treatment given on day of visit. 
 


240.1.3 - Necessity for Treatment 
(Rev. 23, Issued: 10-08-04, Effective: 10-01-04, Implementation: 10-04-04) 







 
The patient must have a significant health problem in the form of a neuromusculoskeletal 
condition necessitating treatment, and the manipulative services rendered must have a 
direct therapeutic relationship to the patient’s condition and provide reasonable 
expectation of recovery or improvement of function.  The patient must have a subluxation 
of the spine as demonstrated by x-ray or physical exam, as described above. 
 
Most spinal joint problems fall into the following categories: 
 


• Acute subluxation-A patient’s condition is considered acute when the patient is 
being treated for a new injury, identified by x-ray or physical exam as specified 
above. The result of chiropractic manipulation is expected to be an improvement 
in, or arrest of progression, of the patient’s condition. 


 
• Chronic subluxation-A patient’s condition is considered chronic when it is not 


expected to significantly improve or be resolved with further treatment (as is the 
case with an acute condition), but where the continued therapy can be expected to 
result in some functional improvement.  Once the clinical status has remained 
stable for a given condition, without expectation of additional objective clinical 
improvements, further manipulative treatment is considered maintenance therapy 
and is not covered. 


 
For Medicare purposes, a chiropractor must place an AT modifier on a claim when 
providing active/corrective treatment to treat acute or chronic subluxation.  However the 
presence of the AT modifier may not in all instances indicate that the service is 
reasonable and necessary. As always, contractors may deny if appropriate after medical 
review. 
 
A.  Maintenance Therapy 
 
Maintenance therapy includes services that seek to prevent disease, promote health and 
prolong and enhance the quality of life, or maintain or prevent deterioration of a chronic 
condition.  When further clinical improvement cannot reasonably be expected from 
continuous ongoing care, and the chiropractic treatment becomes supportive rather than 
corrective in nature, the treatment is then considered maintenance therapy.  The AT 
modifier must not be placed on the claim when maintenance therapy has been provided. 
Claims without the AT modifier will be considered as maintenance therapy and denied. 
Chiropractors who give or receive from beneficiaries an ABN shall follow the 
instructions in Pub. 100-04, Medicare Claims Processing Manual, chapter 23, section 
20.9.1.1 and include a GA (or in rare instances a GZ) modifier on the claim. 
 
B.  Contraindications 
 
Dynamic thrust is the therapeutic force or maneuver delivered by the physician during 
manipulation in the anatomic region of involvement.  A relative contraindication is a 
condition that adds significant risk of injury to the patient from dynamic thrust, but does 







not rule out the use of dynamic thrust.  The doctor should discuss this risk with the 
patient and record this in the chart.  The following are relative contraindications to 
dynamic thrust: 
 


Articular hyper mobility and circumstances where the stability of the joint is 
uncertain; 
 
Severe demineralization of bone; 
 
Benign bone tumors (spine); 
 
Bleeding disorders and anticoagulant therapy; and 
 
Radiculopathy with progressive neurological signs. 
 


Dynamic thrust is absolutely contraindicated near the site of demonstrated subluxation 
and proposed manipulation in the following: 
 


Acute arthropathies characterized by acute inflammation and ligamentous laxity 
and anatomic subluxation or dislocation; including acute rheumatoid arthritis and 
ankylosing spondylitis; 
 
Acute fractures and dislocations or healed fractures and dislocations with signs of 
instability; 
 
An unstable os odontoideum; 
 
Malignancies that involve the vertebral column; 
 
Infection of bones or joints of the vertebral column; 
 
Signs and symptoms of myelopathy or cauda equina syndrome; 
 
For cervical spinal manipulations, vertebrobasilar insufficiency syndrome; and 
 
A significant major artery aneurysm near the proposed manipulation. 
 


240.1.4 – Location of Subluxation 
(Rev. 1, 10-01-03) 
B3-2251.4 
 
The precise level of the subluxation must be specified by the chiropractor to substantiate 
a claim for manipulation of the spine.  This designation is made in relation to the part of 
the spine in which the subluxation is identified: 
 







Area of Spine Names of Vertebrae 
Number of 
Vertebrae 


Short Form or 
Other Name 


Neck Occiput 7 Occ, CO 


 Cervical  C1 thru C7 


 Atlas  C1 


 Axis  C2 


Back Dorsal or 12 D1 thru D12 


 Thoracic  T1 thru T12 


 Costovertebral  R1 thru R12 


 Costotransverse  R1 thru R12 


Low Back Lumbar 5 L1 thru L5 


Pelvis IIii, r and 1  I, Si 


Sacral Sacrum, Coccyx  S, SC 


 
In addition to the vertebrae and pelvic bones listed, the Ilii (R and L) are included with 
the sacrum as an area where a condition may occur which would be appropriate for 
chiropractic manipulative treatment. 
 
There are two ways in which the level of the subluxation may be specified. 
 


The exact bones may be listed, for example: C5, C6, etc. 
 
The area may suffice if it implies only certain bones such as: Occipito-atlantal 
(occiput and C1 (atlas)), lumbo-sacral (L5 and Sacrum), sacro-iliac (sacrum and 
ilium). 
 


Following are some common examples of acceptable descriptive terms for the nature of 
the abnormalities: 
 


Off-centered 
 
Misalignment 
 
Malpositioning 
 
Spacing - abnormal, altered, decreased, increased 







 
Incomplete dislocation 
 
Rotation 
 
Listhesis - antero, postero, retro, lateral, spondylo 
 
Motion - limited, lost, restricted, flexion, extension, hyper mobility, hypomotility, 
aberrant 
 


Other terms may be used.  If they are understood clearly to refer to bone or joint space or 
position (or motion) changes of vertebral elements, they are acceptable. 
 
240.1.5 - Treatment Parameters 
(Rev. 23, Issued: 10-08-04, Effective: 10-01-04, Implementation: 10-04-04) 
B3-2251.5 
 
The chiropractor should be afforded the opportunity to effect improvement or arrest or 
retard deterioration in such condition within a reasonable and generally predictable 
period of time.  Acute subluxation (e.g., strains or sprains) problems may require as many 
as three months of treatment but some require very little treatment.  In the first several 
days, treatment may be quite frequent but decreasing in frequency with time or as 
improvement is obtained. 
 
Chronic spinal joint condition implies, of course, the condition has existed for a longer 
period of time and that, in all probability, the involved joints have already “set” and 
fibrotic tissue has developed.  This condition may require a longer treatment time, but not 
with higher frequency. 
 
Some chiropractors have been identified as using an “intensive care” concept of 
treatment.  Under this approach multiple daily visits (as many as four or five in a single 
day) are given in the office or clinic and so-called room or ward fees are charged since 
the patient is confined to bed usually for the day.  The room or ward fees are not covered 
and reimbursement under Medicare will be limited to not more than one treatment per 
day. 
 
250 - Medical and Other Health Services Furnished to Inpatients of 
Hospitals and Skilled Nursing Facilities 
(Rev. 182, Issued: 03-21-14, Effective: 10-01-13, Implementation: 04-21-14) 
 
There are several services which, when provided to a hospital or SNF inpatient, are 
covered under Part B, even though the patient has Part A coverage for the hospital or 
SNF stay.  Those services are: 
 


Physicians’ services (including the services of residents and interns in unapproved 
teaching programs); 







 
Physician assistant services, furnished after December 31, 1990; 
 
Certified nurse-midwife services, as described in §180, furnished after December 
31, 1990; and 
 
Qualified clinical psychologist services, as defined in §160, furnished after 
December 31, 1990; 
 
Screening mammography services; 
 
Screening pap smears and pelvic exams; 
 
Screening glaucoma services; 
 
Influenza, pneumococcal pneumonia, and hepatitis B vaccines and their 
administrations; 
 
Colorectal screening; 
 
Bone mass measurements; and 
 
Prostate screening; 
 


Pneumococcal and hepatitis B vaccine services must be provided directly or arranged for 
by the hospital in order to be covered when furnished to a hospital inpatient.  The other 
services listed are not subject to bundling but, because they are excluded from the 
statutory definition of inpatient hospital services, may be covered only under Part B. 
 
Payment may be made under Part B to a hospital (or critical access hospital) for certain 
medical and other health services furnished to its inpatients as provided in Chapter 6, §10 
of this manual, “Medical and Other Health Services Furnished to Inpatients of 
Participating Hospitals.” 
 
Payment may be made under Part B for certain medical and other health services if the 
beneficiary is an inpatient of a skilled nursing facility (SNF) as provided in chapter 8, §§ 
70ff of this manual. 
 
260 - Ambulatory Surgical Center Services 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 
Facility services furnished by ambulatory surgical centers (ASCs) in connection with 
certain surgical procedures are covered under Part B.  To receive coverage of and 
payment for its services under this provision, a facility must be certified as meeting the 
requirements for an ASC and enter into a written agreement with CMS.  Medicare 
periodically updates the list of covered procedures and related payment amounts through 







release of regulations and change requests.  The ASC must accept Medicare’s payment 
for such procedures as payment in full with respect to those services defined as ASC 
facility services. 
 
Where services are performed in an ASC, the physician and others who perform covered 
services may also be paid for his/her professional services; however, the “professional” 
rate is then adjusted since the ASC incurs the facility costs. 
 
260.1 - Definition of Ambulatory Surgical Center (ASC) 
(Rev. 104; Issued:  03-13-09; Effective Date:  04-01-09; Implementation Date:  04-
06-09) 
 
An ASC for purposes of this benefit is a distinct entity that operates exclusively for the 
purpose of furnishing outpatient surgical services to patients. It enters into an agreement 
with CMS to do so.  An ASC is either independent (i.e., not a part of a provider of 
services or any other facility), or operated by a hospital (i.e., under the common 
ownership, licensure, or control of a hospital).  To be covered as an ASC operated by a 
hospital, a facility elects to do so, and continues to be so covered unless CMS determines 
there is good cause to do otherwise.  This provision is intended to prohibit such an entity 
from switching from one payment method to another to maximize its revenues (47 FR 
34082, 34099, Aug. 5, 1982).  For other general conditions and requirements, see 42 CFR 
416.25-416.49. If the hospital based surgery center is certified as an ASC it is considered 
an ASC and is subject to rules for ASCs.  Related survey requirements are published in 
the State Operations Manual, Pub. 100-07, Appendix L.  Claims processing and payment 
requirements for ASCs are published in Pub. 100-04, the Medicare Claims Processing 
Manual, chapter 14. 
 
If a hospital based surgery center is not certified as an ASC it continues under the 
program as part of the hospital. In that case the applicable hospital outpatient payment 
rules apply.  This is the outpatient prospective payment system (OPPS), for most 
hospitals, or may be provisions for hospitals excluded from OPPS.  See Pub.100-04, the 
Medicare Claims Processing Manual, chapter 4, for billing and payment requirements for 
hospital outpatient services. 
 
Indian Health Service (IHS) hospital outpatient departments are not certified as separate 
ASC entities.  The ASC indication merely means that CMS approved them to bill for 
ASC services and be paid based on the ASC rates for services on the ASC list.  In order 
to bill for ASC services, the hospital outpatient department must meet the conditions of 
participation for hospitals defined at 42 CFR, Part 482.  See Pub. 100-04, the Medicare 
Claims Processing Manual, chapter 19, sections 40.2.1, and 80.9 for more information on 
IHS hospital outpatient departments billing for ASC services. 
 
260.2 - Ambulatory Surgical Center Services 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 







The ASC facility services are services furnished in an ASC in connection with a covered 
surgical procedure that are otherwise covered if furnished on an inpatient or outpatient 
basis in a hospital in connection with that procedure.  Not included in the definition of 
facility services are medical and other health services, even though furnished within the 
ASC, which are covered under other portions of the Medicare program, or not furnished 
in connection with covered surgical procedures.  This distinction between covered ASC 
facility services and services which are not covered ASC facility services is important, 
since the facility payment rate includes only the covered ASC facility services.  Services, 
which are not covered ASC facility services such as physicians’ services and prosthetic 
devices other than intraocular lenses (IOLs), may be covered and billable under other 
Medicare provisions. 
 
Since there is no uniformity among ASCs as to what items and services they include in 
their facility fee or charge, the Medicare definition of covered facility services is both 
inclusive and exclusive.  The regulations specify what are and are not facility services.  
Facility services are items and services furnished in connection with listed covered 
procedures, which are covered if furnished in a hospital operating suite or hospital 
outpatient department in connection with such procedures.  These do not include 
physicians’ services, or medical and other health services for which payment may be 
made under other Medicare provisions (e.g., services of an independent laboratory 
located on the same site as the ASC, anesthetist professional services, non-implantable 
DME). 
 
Examples of covered ASC facility services include: 
 
Nursing Services, Services of Technical Personnel, and Other Related Services 
 
These include all services in connection with covered procedures furnished by nurses and 
technical personnel who are employees of the ASC.  In addition to the nursing staff, this 
category includes orderlies, technical personnel, and others involved in patient care; 
 
Use by the Patient of the ASC’s Facilities 
 
This category includes operating and recovery rooms, patient preparation areas, waiting 
rooms, and other areas used by the patient or offered for use by the patient’s relatives in 
connection with surgical services; and 
 
Drugs, Biologicals, Surgical Dressings, Supplies, Splints, Casts, Appliances, and 
Equipment 
 
This category includes all supplies and equipment commonly furnished by the ASC in 
connection with surgical procedures.  See below for certain exceptions.  Drugs and 
biologicals are limited to those that cannot be self-administered.  (See §60.) 
 
Coverage policy for surgical dressings is similar to that followed under Part B.  Under 
Part B, coverage for surgical dressings is limited to primary dressings; i.e., therapeutic 







and protective coverings applied directly to lesions on the skin or on openings to the skin 
required as the result of surgical procedures.  (Items such as Ace bandages, elastic 
stockings and support hose, Spence boots and other foot coverings, leotards, knee 
supports, surgical leggings, gauntlets, and pressure garments for the arms and hands are 
generally used as secondary coverings and therefore are not covered as surgical 
dressings.)  Surgical dressings usually are applied first by a physician and are covered as 
“incident to” a physician’s service in a physician’s office setting.  In the ASC setting, 
such dressings are included in the facility’s services. 
 
However, others may reapply surgical dressings later, including the patient or a member 
of the patient’s family.  When the patient on a physician’s order obtains surgical 
dressings from a supplier, e.g., a drugstore, the surgical dressing is covered under Part B.  
The same policy applies in the case of dressings obtained by the patient on a physician’s 
order following surgery in an ASC; the dressings are covered and paid as a Part B service 
by the local A/B MAC (B), included in the definition of facility services. 
 
Similarly, “other supplies, splints, and casts” include only those furnished by the ASC at 
the time of the surgery.  Additional covered supplies and materials furnished later are 
generally furnished as “incident to” a physician’s service, not as an ASC facility service.  
The term “supplies” includes those required for both the patient and ASC personnel, e.g., 
gowns, masks, drapes, hoses, and scalpels, whether disposable or reusable. 
 
Diagnostic or Therapeutic Items and Services 
 
These are items and services furnished by ASC staff in connection with covered surgical 
procedures.  With respect to diagnostic tests, many ASCs perform simple tests just before 
surgery, primarily urinalysis and blood hemoglobin or hematocrit, which are generally 
included in their facility charges.  To the extent that such simple tests are included in the 
ASC’s facility charges, they are considered facility services.  However, under the 
Medicare program, diagnostic tests are not covered in laboratories independent of a 
physician’s office, rural health clinic, or hospital unless the laboratories meet the 
regulatory requirements for the conditions for coverage of services of independent 
laboratories.  (See 42 CFR 416.49.)  Therefore, diagnostic tests performed by the ASC 
other than those generally included in the facility’s charge are not covered under Part B 
as such and are not billed to the A/B MAC (B) as diagnostic tests.  If the ASC has its 
laboratory certified as meeting the regulatory conditions, then the laboratory itself bills 
the A/B MAC (B) (or the beneficiary) for the tests performed. 
 
The ASC may make arrangements with an independent laboratory or other laboratory, 
such as a hospital laboratory, to perform diagnostic tests it requires prior to surgery.  In 
general, however, the necessary laboratory tests are done outside the ASC prior to 
scheduling of surgery, since the test results often determine whether the beneficiary 
should even have the surgery done on an outpatient basis in the first place. 
 
Administrative, Recordkeeping, and Housekeeping Items and Services 
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These include the general administrative functions necessary to run the facility e.g., 
scheduling, cleaning, utilities, and rent. 
 
Blood, Blood Plasma, Platelets, etc., Except Those to Which Blood Deductible 
Applies 
 
While covered procedures are limited to those not expected to result in extensive loss of 
blood, in some cases, blood or blood products are required.  Usually the blood deductible 
results in no expenses for blood or blood products being included under this provision.  
However, where there is a need for blood or blood products beyond the deductible, they 
are considered ASC facility services and no separate charge is permitted to the 
beneficiary or the program. 
 
Materials for Anesthesia 
 
These include the anesthetic itself, and any materials, whether disposable or reusable, 
necessary for its administration. 
 
Intraocular Lenses (IOLs) 
 
Effective for services furnished on or after March 12, 1990, ASC facility services include 
intraocular lenses approved by the Food and Drug Administration (FDA) for insertion 
during or subsequent to cataract surgery. 
 
FDA has classified IOLs into the following four categories, any of which are included: 
 


Anterior chamber angle fixation lenses; 
Iris fixation lenses; 
Irido-capsular fixation lenses; and 
Posterior chamber lenses. 
 


While FDA has approved many IOLs, it still considers some IOLs investigational.  The 
fact that they are covered under Medicare is an exception to the general policy not to 
cover experimental or investigational items or services.  The exception is made because 
the Congress, recognizing the widespread use of IOLs, directed the FDA to study them 
without interfering with availability to patients. 
 
The A/B MAC (B) determines whether the item or service falls into the categories 
described in the following section.  If it determines the item or service does fall into one 
of those categories, it makes payment following the applicable rules for such items and 
services found elsewhere in this chapter.  If the item or service does not fall into one of 
the categories described, the A/B MAC (B) denies the claim. 
 
Covered ASC surgical procedures are those surgical procedures that are identified by 
CMS on an annually updated ASC listing.  Some surgical procedures covered by 
Medicare are not on the ASC list of covered surgical procedures. 







 
Under the revised ASC payment system, Medicare makes facility payments to ASCs only 
for the specific ASC covered surgical procedures and covered ancillary services that are 
provided integral to a covered ASC surgical procedure. 
 
See chapter 14, section 10 of Pub. 100-04, Medicare Claims Processing Manual for 
examples of covered ASC services for which payment is included in the ASC payment 
for a covered surgical procedure under 42CFR416.65. 
 
There is a payment adjustment for insertion of an IOL approved as belonging to a class of 
NTIOLs, for the 5-year period of time established for that class, as set forth 
at 42CFR416.200. 
 
260.3 - Services Furnished in ASCs Which are Not ASC Facility 
Services 
(Rev. 1, 10-01-03) 
B3-2265.3 
 
A single payment is made to an ASC that encompasses all “facility services” furnished by 
the ASC in connection with a covered procedure.  However, a number of items and 
services covered under Medicare may be furnished in an ASC which are not considered 
facility services, and which the ASC payment does not include.  These non-ASC services 
are covered and paid for under the applicable provisions of Part B.  In addition, the ASC 
may be part of a medical complex that includes other entities, such as an independent 
laboratory, supplier of durable medical equipment, or a physician’s office, which are 
covered as separate entities under Part B.  In general, an item or service separately 
covered under Medicare is not considered an ASC service.  Examples of services payable 
in addition to ASC services are found in §260.4. 
 
260.4 - Coverage of Services in ASCs, Which are Not ASC Services 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 
Physicians’ Services 
 
This category includes most covered services performed in ASCs, which are not 
considered ASC facility services.  Physicians’ services were covered before coverage of 
ASC services, and the ASC amendment did not change this.  Consequently, physicians 
who perform covered services in ASCs receive payment under the existing Part B system.  
Physicians’ services include the services of anesthesiologists administering or 
supervising the administration of anesthesia to beneficiaries in ASC’s and the 
beneficiaries’ recovery from the anesthesia.  The term physicians’ services also includes 
any routine pre- or post-operative services, such as office visits, consultations, diagnostic 
tests, removal of stitches, changing of dressings, and other services that the individual 
physician usually includes in the fee for a given surgical procedure..  The contractor 
applies the same criteria, limits and understandings to physicians’ services for procedures 
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furnished in the ASC that are applied to the procedures furnished by the same physicians 
on an inpatient hospital basis. 
 
The Sale, Lease, or Rental of Durable Medical Equipment (DME) to ASC Patients 
for Use in Their Homes 
 
Non-implantable Durable Medical Equipment (DME) - If the ASC furnishes items of 
non-implantable DME to beneficiaries, it is treated as a DME supplier, and all the rules 
and conditions ordinarily applicable to DME are applicable, including obtaining a 
supplier number and billing the DME MAC where applicable. 
 
Prosthetic Devices 
 
Prosthetic devices, other than intraocular lenses (IOLs), whether implanted, inserted, or 
otherwise applied by covered surgical procedures, are covered, but are not included in the 
ASC facility payment amount.  However, §4063(b) of P.L. 100-203 amended §1833 
(i)(2)(A) of the Act to mandate that payment for an intraocular lens (IOL) inserted during 
or subsequent to cataract surgery in an ASC be included in the facility payment rate.  
This bundling of the payment for an IOL with the facility fee is effective for services 
furnished on or after March 12, 1990.  More information on coverage of prosthetic 
devices may be found in §120.  Further information on the coverage of IOLs may be 
found in §260.2. 
 
Non-Implantable Prosthetic Devices - If the ASC furnishes non-implantable prosthetic 
devices to beneficiaries, the ASC is treated as a supplier, and all the rules and conditions 
ordinarily applicable to suppliers are applicable, including obtaining a supplier number 
and billing the DME MAC where applicable. 
 
Ambulance Services 
 
If the ASC furnishes ambulance services, they are covered as ambulance services 
pursuant to the terms and conditions of the Medicare Benefit Policy Manual, Chapter 10, 
“Ambulance Services,” §§10.  The facility may obtain approval as an ambulance supplier 
to bill covered ambulance services. 
 
Leg, Arm, Back, and Neck Braces 
 
These items of equipment, like prosthetic devices, are covered under Part B, but are not 
included in the ASC facility payment amount.  Coverage of these items is described 
in §130.  If the ASC furnishes these to beneficiaries, it is treated as a supplier, and all the 
rules and conditions ordinarily applicable to suppliers are applicable, including obtaining 
a supplier number and billing the DME MAC where applicable. 
 
Artificial Legs, Arms, and Eyes 
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Like prosthetic devices and braces, this equipment is not considered part of an ASC 
facility service and so is not included in the ASC facility payment rate.  Information 
regarding the coverage of these items is set out in §130.  If the ASC furnishes these items 
to beneficiaries, it is treated as a supplier, and all the rules and conditions ordinarily 
applicable to suppliers are applicable, including obtaining a supplier number and billing 
the DME MAC where applicable. 
 
Services of Independent Laboratory 
 
As noted in §260.2, only a very limited number and type of diagnostic tests are 
considered ASC facility services and included in the ASC facility payment rate.  In most 
cases, diagnostic tests performed directly by an ASC are not considered ASC facility 
services and are not covered under Medicare.  Section 1861(s) of the Act limits coverage 
of diagnostic lab tests in facilities other than physicians’ offices, rural health clinics, or 
hospitals to facilities that meet the statutory definition of an independent laboratory.  
(See §§80.1 for a description of independent laboratories and covered services.)  In order 
to bill for diagnostic tests as a laboratory, an ASC’s laboratory must be CLIA certified 
and enrolled with the contactor as a laboratory and the certified clinical laboratory must 
bill for the services provided to the beneficiary in the ASC.  Otherwise, the ASC makes 
arrangements with a covered laboratory or laboratories for laboratory services, as 
provided in 42 CFR 416.49.  If the ASC has a certified independent laboratory, the 
laboratory itself bills the A/B MAC (B), pursuant to §§80. 
 
260.5 - List of Covered Ambulatory Surgical Center Procedures 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 
The law ties coverage of ambulatory surgical center (ASC) services under Part B to 
specified surgical procedures, which are contained in a list revised and published 
periodically by CMS.  Groupings and related prices are also published periodically.  
These are published in the Federal Register and on the CMS Web site. 
 
Beginning January 1, 2008, under the revised ASC payment system, CMS will update the 
list of covered surgical procedures, relative payment weights and national unadjusted 
payment rates, annually.  The updates will be proposed and finalized in the Federal 
Register concurrent with updates to the hospital outpatient prospective payment system. 
 
260.5.1 - Nature and Applicability of ASC List 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 
The ASC list of covered surgical procedures indicates procedures that are covered and 
may be paid for if performed in the ASC setting.  There is no requirement that the 
covered surgical procedures be performed only in ASCs.  The decision regarding the 
most appropriate care setting for a given surgical procedure is made by the physician 
based on the beneficiary’s individual clinical needs and preferences.  Also, all the general 
coverage rules requiring that any procedure be reasonable and necessary for the 
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beneficiary are applicable to ASC services in the same manner as all other covered 
services. 
 
260.5.2 - Nomenclature and Organization of the List 
(Rev. 77; Issued: 08-29-07; Effective: 01-01-08; Implementation:  01-07-08) 
 
The listed procedures are all considered “surgical procedures” for coverage purposes 
under the ASC provision, regardless of the specific use to which the procedure is put.  
For example, many of the “oscopy” procedures listed - bronchoscopy, laryngoscopy, etc., 
may be employed for either diagnostic or therapeutic purposes, or both at the same time, 
such as when the “oscopy” permits both detection and removal of a polyp.  Those 
procedures are considered “surgical procedures” within the context of the ASC provision.  
Also, surgical procedures are commonly thought of as those involving an incision of 
some type, whether done with a scalpel or (more recently) a laser, followed by removal 
or repair of an organ or other tissue.  In recent years, the development of fiber optics 
technology, together with new surgical instruments utilizing that technology, has resulted 
in surgical procedures that, while invasive and manipulative, do not require incisions.  
Instead, the procedures are performed without an incision through various body openings.  
Those procedures, some of which include the “oscopy” procedures mentioned above, are 
also considered surgical procedures for purposes of the ASC provision, and several are 
included in the list of covered procedures. 
 
Beginning January 1, 2008, the ASC list of covered surgical procedures is comprised of 
surgical procedures that CMS determines do not pose a significant safety risk and are not 
expected to require an overnight stay following the surgical procedure. 
 
Surgical procedures are defined as Category I CPT codes within the surgical range of 
CPT codes, 10000 through 69999.  Also considered to be included within that code range 
are Level II HCPCS and Category III CPT codes that crosswalk to or are clinically 
similar to the Category I CPT codes in the range. 
 
The surgical codes that are included on the ASC list of covered surgical procedures are 
those that have been determined to pose no significant safety risk to Medicare 
beneficiaries when furnished in ASCs and that are not expected to require active medical 
monitoring at midnight of the day on which the surgical procedure is performed 
(overnight stay). 
 
Procedures that are included on the inpatient list used under Medicare’s hospital 
outpatient prospective payment system and procedures that can only be reported by using 
an unlisted Category I CPT code are deemed to pose significant safety risk to 
beneficiaries in ASCs and are not eligible for designation and coverage as covered 
surgical procedures. 
 
260.5.3 - Rebundling of CPT Codes 
(Rev. 1, 10-01-03) 
B3-2266.3 







 
Instructions regarding the Correct Coding Initiative apply to coverage of ASC facility 
services. 
 
270 - Telehealth Services 
(Rev. 221, Issued: 03-11-16, Effective: 01-01-15, Effective: 04-11-16) 
 
For information on telehealth services, see Pub. 100-04, Medicare Claims Processing 
Manual, chapter 12, section 190. 
 
280 – Preventive and Screening Services 
(Rev. 93; Issued:  07-25-08; Effective Date:  04-28-08; Implementation Date:  08-25-
08) 
 
See section 50.4.4.2 for coverage requirements for PPV, hepatitis B vaccine, and 
Influenza Virus Vaccine.  
 
See Pub. 100-04, Medicare Claims Processing Manual, Chapter 18, “Preventive and 
Screening Services,” for coverage requirements for the following: 
 
• §40 for screening pelvic examinations, 
 
• §50 for prostate cancer screening test and procedures, 
 
• §60 for colorectal cancer screening, and, 
 
• §70.4 for glaucoma screening. 
 
280.1 – Glaucoma Screening 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
A.  Conditions of Coverage 
 
The regulations implementing the Benefits Improvements and Protection Act of 2000, 
§102, provide for annual coverage for glaucoma screening for beneficiaries in the 
following high risk categories: 
 


• Individuals with diabetes mellitus;  
• Individuals with a family history of glaucoma; or 
• African-Americans age 50 and over. 


 
In addition, beginning with dates of service on or after January 1, 2006, 42 CFR 
410.23(a)(2), revised, the definition of an eligible beneficiary in a high-risk category is 
expanded to include: 
 







• Hispanic-Americans age 65 and over. 
 
Medicare will pay for glaucoma screening examinations where they are furnished by or 
under the direct supervision in the office setting of an ophthalmologist or optometrist, 
who is legally authorized to perform the services under State law. 
 
Screening for glaucoma is defined to include: 
 


• A dilated eye examination with an intraocular pressure measurement; and  
• A direct ophthalmoscopy examination, or a slit-lamp biomicroscopic examination. 


 
Payment may be made for a glaucoma screening examination that is performed on an 
eligible beneficiary after at least 11 months have passed following the month in which the 
last covered glaucoma screening examination was performed. 
 
The following HCPCS codes apply for glaucoma screening: 
 


G0117 - Glaucoma screening for high-risk patients furnished by an optometrist or 
ophthalmologist; and  


 
G0118 - Glaucoma screening for high-risk patients furnished under the direct 


supervision of an optometrist or ophthalmologist. 
 


The type of service for the above G codes is: TOS Q. 
 
For providers who bill A/B MACs, applicable types of bill for screening glaucoma 
services are 13X, 22X, 23X, 71X, 73X, 75X, and 85X.  The following revenue codes 
should be reported when billing for screening glaucoma services: 
 


• Comprehensive outpatient rehabilitation facilities (CORFs), critical access 
hospitals (CAHs), skilled nursing facilities (SNFs), independent and provider-
based RHCs and free standing and provider-based FQHCs bill for this service 
under revenue code 770.  CAHs electing the optional method of payment for 
outpatient services report this service under revenue codes 96X, 97X, or 98X. 


 
• Hospital outpatient departments bill for this service under any valid/appropriate 


revenue code.  They are not required to report revenue code 770. 
 
o Calculating the Frequency 
 
• Once a beneficiary has received a covered glaucoma screening procedure, the 


beneficiary may receive another procedure after 11 full months have passed.  To 
determine the 11-month period, start the count beginning with the month after the 
month in which the previous covered screening procedure was performed. 


 
o Diagnosis Coding Requirements 







 
• Providers bill glaucoma screening using diagnosis codes for screening services.  


Claims submitted without a screening diagnosis code may be returned to the 
provider as unprocessable. 


 
o Payment Methodology 
 
• A/B MACs (B) 
 
o Contractors pay for glaucoma screening based on the Medicare physician fee 


schedule.  Deductible and coinsurance apply.  Claims from physicians or other 
providers where assignment was not taken are subject to the Medicare limiting 
charge (refer to the Medicare Claims Processing Manual, Chapter 12, 
“Physician/Non-physician Practitioners,” for more information about the 
Medicare limiting charge). 


 
• A/B MACs (A) 
 
o Payment is made for the facility expense as follows: 
 
• Independent and provider-based RHC/free standing and provider-based FQHC - 


payment is made under the all inclusive rate for the screening glaucoma service 
based on the visit furnished to the RHC/FQHC patient; 


 
• CAH - payment is made on a reasonable cost basis unless the CAH has elected 


the optional method of payment for outpatient services in which case, procedures 
outlined in the Medicare Claims Processing Manual, Chapter 3, §30.1.1, should 
be followed; 


 
• CORF - payment is made under the Medicare physician fee schedule; 
 
• Hospital outpatient department - payment is made under outpatient prospective 


payment system (OPPS); 
 
• Hospital inpatient Part B - payment is made under OPPS; 
 
• SNF outpatient - payment is made under the Medicare physician fee schedule 


(MPFS); and  
 
• SNF inpatient Part B - payment is made under MPFS. 


 
Deductible and coinsurance apply. 
 
E.  Special Billing Instructions for RHCs and FQHCs 
 







Screening glaucoma services are considered RHC/FQHC services.  RHCs and FQHCs 
bill the contractor under bill type 71X or 73X along with revenue code 770 and HCPCS 
codes G0117 or G0118 and RHC/FQHC revenue code 520 or 521 to report the related 
visit.  Reporting of revenue code 770 and HCPCS codes G0117 and G0118 in addition to 
revenue code 520 or 521 is required for this service in order for CWF to perform 
frequency editing. 
 
Payment should not be made for a screening glaucoma service unless the claim also 
contains a visit code for the service.  Therefore, the contractor installs an edit in its 
system to assure payment is not made for revenue code 770 unless the claim also contains 
a visit revenue code (520 or 521). 
 
280.2 - Colorectal Cancer Screening 
(Rev. 1, 10-01-03) 
B3-4180 
 
280.2.1 - Covered Services and HCPCS Codes 
See Business Requirements at http://cms.hhs.gov/manuals/pm_trans/R3BP.pdf 
(Rev. 3, 12-19-03) 
B3-4180.1 
 
Medicare covers colorectal cancer screening test/procedures for the early detection of 
colorectal cancer for the HCPCS codes indicated. 
 
A. Effective for Services Furnished On or After January 1, 1998: 


 
G0107 - Colorectal cancer screening; fecal-Occult blood test, 1-3 simultaneous 


determinations; 
 
G0104 - Colorectal cancer screening; flexible sigmoidoscopy; 
 
G0105 - Colorectal cancer screening; colonoscopy on individual at high risk; 
 
G0106 - Colorectal cancer screening barium enema; alternative to GO104, 


screening sigmoidoscopy; 
 
G0120 - Colorectal cancer screening barium enema; alternative to GO105, 


screening sigmoidoscopy. 
 


B. Effective for Services Furnished On or After July 1, 2001: 
 
G0121 - Colorectal Cancer Screening; Colonoscopy on Individual Not Meeting 


Criteria for High Risk 
 


C. Effective for Services Furnished On or After January 1, 2004: 
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G0328 - Colorectal cancer screening; fecal-occult blood test, immunoassay, 1-3 
simultaneous determinations. 
 


280.2.2 - Coverage Criteria 
(Rev. 196, Issued: 10-17-14, Effective: 01-27-14, Implementation: 11-18-14) 
 
The following are the coverage criteria for these screenings:  
 
A.  Screening Fecal-Occult Blood Tests (FOBT) (Codes G0107 & G0328)  
 
Effective for services furnished on or after January 1, 2004, one screening FOBT (code 
G0107 or G0328) is covered for beneficiaries who have attained age 50, at a frequency of 
once every 12 months (i.e., at least 11 months have passed following the month in which 
the last covered screening FOBT was done).  Screening FOBT means: (1) a guaiac-based 
test for peroxidase activity in which the beneficiary completes it by taking samples from 
two different sites of three consecutive stools or, (2) an immunoassay (or 
immunochemical) test for antibody activity in which the beneficiary completes the test by 
taking the appropriate number of samples according to the specific manufacturer’s 
instructions.  This expanded coverage is in accordance with revised regulations at 42 
CFR 410.37(a)(2) that includes “ other tests determined by the Secretary through a 
national coverage determination.”  This screening requires a written order from the 
beneficiary’s attending physician or for claims with dates of service on or after January 
27, 2014, from the beneficiary’s attending physician assistant, nurse practitioner, or 
clinical nurse specialist.  (The term “attending physician” is defined to mean a doctor of 
medicine or osteopathy (as defined in §1861(r)(1) of the Act) who is fully knowledgeable 
about the beneficiary’s medical condition, and who would be responsible for using the 
results of any examination performed in the overall management of the beneficiary’s 
specific medical problem.) 
 
NOTE:  For claims with dates of service prior to January 1, 2007, physicians, suppliers, 
and providers report HCPCS code G0107.  Effective January 1, 2007, code G0107, is 
discontinued and replaced with CPT code 82270.  For complete claims processing 
information refer to Pub. 100-04, Medicare Claims Processing Manual, chapter 18, 
section 60. 
 
B.  Screening Flexible Sigmoidoscopies (code G0104)  
 
For claims with dates of service on or after January 1, 2002, A/B MACs (B) pay for 
screening flexible sigmoidoscopies (Code G0104) for beneficiaries who have attained age 
50 when these services were performed by a doctor of medicine or osteopathy, or by a 
physician assistant, nurse practitioner, or clinical nurse specialist (as defined in 
§1861(aa)(5) of the Act and at 42 CFR 410.74, 410.75, and 410.76) at the frequencies 
noted below.  For claims with dates of service prior to January 1, 2002, pay for these 
services under the conditions noted only when they are performed by a doctor of 
medicine or osteopathy. 
 







For services furnished from January 1, 1998, through June 30, 2001, inclusive  
 
Once every 48 months (i.e., at least 47 months have passed following the month in which 
the last covered screening flexible sigmoidoscopy was done). 
 
For services furnished on or after July 1, 2001 
 
Once every 48 months as calculated above unless the beneficiary does not meet the 
criteria for high risk of developing colorectal cancer (refer to §280.2.3) and the 
beneficiary has had a screening colonoscopy (code G0121) within the preceding 10 years.  
If such a beneficiary has had a screening colonoscopy within the preceding 10 years, then 
he or she can have covered a screening flexible sigmoidoscopy only after at least 119 
months have passed following the month that he/she received the screening colonoscopy 
(code G0121). 
 
NOTE:  If during the course of a screening flexible sigmoidoscopy a lesion or growth is 
detected which results in a biopsy or removal of the growth, the appropriate diagnostic 
procedure classified as a flexible sigmoidoscopy with biopsy or removal should be billed 
and paid rather than code G0104. 
 
C.  Screening Colonoscopies for Beneficiaries at High Risk of Developing Colorectal 
Cancer (Code G0105) 
 
The A/B MAC (B) must pay for screening colonoscopies (code G0105) when performed 
by a doctor of medicine or osteopathy at a frequency of once every 24 months for 
beneficiaries at high risk for developing colorectal cancer (i.e., at least 23 months have 
passed following the month in which the last covered G0105 screening colonoscopy was 
performed).  Refer to §280.2.3 for the criteria to use in determining whether or not an 
individual is at high risk for developing colorectal cancer. 
 
NOTE:  If during the course of the screening colonoscopy, a lesion or growth is detected 
which results in a biopsy or removal of the growth, the appropriate diagnostic procedure 
classified as a colonoscopy with biopsy or removal should be billed and paid rather than 
code G0105. 
 
D.  Screening Colonoscopies Performed on Individuals Not Meeting the Criteria for 
Being at High-Risk for Developing Colorectal Cancer (Code G0121) 
 
Effective for services furnished on or after July 1, 2001, screening colonoscopies (code 
G0121) are covered when performed under the following conditions: 
 


1. On individuals not meeting the criteria for being at high risk for developing 
colorectal cancer (refer to §280.2.3); 


 







2. At a frequency of once every 10 years (i.e., at least 119 months have passed 
following the month in which the last covered G0121 screening colonoscopy was 
performed); and  


 
3. If the individual would otherwise qualify to have covered a G0121 screening 


colonoscopy based on the above (see §§280.2.2.D.1 and 2) but has had a covered 
screening flexible sigmoidoscopy (code G0104), then the individual may have a 
covered G0121 screening colonoscopy only after at least 47 months have passed 
following the month in which the last covered G0104 flexible sigmoidoscopy was 
performed. 


 
NOTE: I f during the course of the screening colonoscopy, a lesion or growth is detected 
which results in a biopsy or removal of the growth, the appropriate diagnostic procedure 
classified as a colonoscopy with biopsy or removal should be billed and paid rather than 
code G0121. 
 
E.  Screening Barium Enema Examinations (codes G0106 and G0120) 
 
Screening barium enema examinations are covered as an alternative to either a screening 
sigmoidoscopy (code G0104) or a screening colonoscopy (code G0105) examination.  
The same frequency parameters for screening sigmoidoscopies and screening 
colonoscopies above apply. 
 
In the case of an individual aged 50 or over, payment may be made for a screening 
barium enema examination (code G0106) performed after at least 47 months have passed 
following the month in which the last screening barium enema or screening flexible 
sigmoidoscopy was performed.  For example, the beneficiary received a screening 
barium enema examination as an alternative to a screening flexible sigmoidoscopy in 
January 1999.  The count starts beginning February 1999.  The beneficiary is eligible for 
another screening barium enema in January 2003. 
 
In the case of an individual who is at high risk for colorectal cancer, payment may be 
made for a screening barium enema examination (code G0120) performed after at least 
23 months have passed following the month in which the last screening barium enema or 
the last screening colonoscopy was performed.  For example, a beneficiary at high risk 
for developing colorectal cancer received a screening barium enema examination (code 
G0120) as an alternative to a screening colonoscopy (code G0105) in January 2000. The 
count starts beginning February 2000.  The beneficiary is eligible for another screening 
barium enema examination (code G0120) in January 2002. 
 
The screening barium enema must be ordered in writing after a determination that the test 
is the appropriate screening test. Generally, it is expected that this will be a screening 
double contrast enema unless the individual is unable to withstand such an exam.  This 
means that in the case of a particular individual, the attending physician must determine 
that the estimated screening potential for the barium enema is equal to or greater than the 
screening potential that has been estimated for a screening flexible sigmoidoscopy, or for 







a screening colonoscopy, as appropriate, for the same individual.  The screening single 
contrast barium enema also requires a written order from the beneficiary’s attending 
physician in the same manner as described above for the screening double contrast 
barium enema examination. 
 
280.2.3 - Determining Whether or Not the Beneficiary is at High Risk 
for Developing Colorectal Cancer 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
A.  Characteristics of the High Risk Individual 
 
An individual at high risk for developing colorectal cancer has one or more of the 
following: 
 


A close relative (sibling, parent, or child) who has had colorectal cancer or an 
adenomatous polyp; 


A family history of familial adenomatous polyposis; 
A family history of hereditary nonpolyposis colorectal cancer; 
A personal history of colorectal cancer; 
A personal history of adenomatous polyps; 
Inflammatory bowel disease, including Crohn’s Disease, and ulcerative colitis. 
 


B.  Partial List of ICD-9-CM Codes Indicating High Risk (for Services before 
Implementation of ICD-10) 
 
Listed below are some examples of diagnoses that meet the high risk criteria for 
colorectal cancer.  This is not an all-inclusive list.  There may be more instances of 
conditions which may be coded and could be at the medical directors’ discretion. 
 


• Personal History 
 


o V10.05 - Personal history of malignant neoplasm of large intestine 
o V10.06 - Personal history of malignant neoplasm of rectum, rectosigmoid 


junction, and anus 
 


• Chronic Digestive Disease Condition 
 


o 555.0 - Regional enteritis of small intestine 
o 555.1 - Regional enteritis of large intestine 
o 555.2 - Regional enteritis of small intestine with large intestine 
o 555.9 - Regional enteritis of unspecified site 
o 556.0 - Ulcerative (chronic) enterocolitis 
o 556.1 - Ulcerative (chronic) ileocolitis 
o 556.2 - Ulcerative (chronic) proctitis 
o 556.3 - Ulcerative (chronic) proctosigmoiditis 







o 556.8 - Other ulcerative colitis 
o 556.9 - Ulcerative colitis, unspecified (nonspecific PDX on the MCE) 
 


• Inflammatory Bowel 
 


o 558.2 - Toxic gastroenteritis and colitis 
o 558.9 - Other and unspecified noninfectious gastroenteritis and colitis 
 


C.  Partial List of ICD-10-CM Codes Indicating High Risk (for Services after 
Implementation of ICD-10) 
 


Code Description 


K50.00 Crohn's disease of small intestine without complications 


K50.011 Crohn's disease of small intestine with rectal bleeding 


K50.012 Crohn's disease of small intestine with intestinal obstruction 


K50.013 Crohn's disease of small intestine with fistula 


K50.014 Crohn's disease of small intestine with abscess 


K50.018 Crohn's disease of small intestine with other complication 


K50.019 Crohn's disease of small intestine with unspecified complications 


K50.10 Crohn's disease of large intestine without complications 


K50.111 Crohn's disease of large intestine with rectal bleeding 


K50.112 Crohn's disease of large intestine with intestinal obstruction 


K50.113 Crohn's disease of large intestine with fistula 


K50.114 Crohn's disease of large intestine with abscess 


K50.118 Crohn's disease of large intestine with other complication 


K50.119 Crohn's disease of large intestine with unspecified complications 


K50.80 Crohn's disease of both small and large intestine without complications 


K50.811 Crohn's disease of both small and large intestine with rectal bleeding 


K50.812 Crohn's disease of both small and large intestine with intestinal obstruction 


K50.813 Crohn's disease of both small and large intestine with fistula 


K50.814 Crohn's disease of both small and large intestine with abscess 


K50.818 Crohn's disease of both small and large intestine with other complication 


K50.819 Crohn's disease of both small and large intestine with unspecified complications 







Code Description 


K50.90 Crohn's disease, unspecified, without complications 


K50.911 Crohn's disease, unspecified, with rectal bleeding 


K50.912 Crohn's disease, unspecified, with intestinal obstruction 


K50.913 Crohn's disease, unspecified, with fistula 


K50.914 Crohn's disease, unspecified, with abscess 


K50.918 Crohn's disease, unspecified, with other complication 


K50.919 Crohn's disease, unspecified, with unspecified complications 


K51.80 Other ulcerative colitis without complications 


K51.80 Other ulcerative colitis without complications 


K51.20 Ulcerative (chronic) proctitis without complications 


K51.211 Ulcerative (chronic) proctitis with rectal bleeding 


K51.212 Ulcerative (chronic) proctitis with intestinal obstruction 


K51.213 Ulcerative (chronic) proctitis with fistula 


K51.214 Ulcerative (chronic) proctitis with abscess 


K51.218 Ulcerative (chronic) proctitis with other complication 


K51.219 Ulcerative (chronic) proctitis with unspecified complications 


K51.30 Ulcerative (chronic) rectosigmoiditis without complications 


K51.311 Ulcerative (chronic) rectosigmoiditis with rectal bleeding 


K51.312 Ulcerative (chronic) rectosigmoiditis with intestinal obstruction 


K51.313 Ulcerative (chronic) rectosigmoiditis with fistula 


K51.314 Ulcerative (chronic) rectosigmoiditis with abscess 


K51.318 Ulcerative (chronic) rectosigmoiditis with other complication 


K51.319 Ulcerative (chronic) rectosigmoiditis with unspecified complications 


K51.80 Other ulcerative colitis without complications 


K51.811 Other ulcerative colitis with rectal bleeding 


K51.812 Other ulcerative colitis with intestinal obstruction 


K51.813 Other ulcerative colitis with fistula 


K51.814 Other ulcerative colitis with abscess 







Code Description 


K51.818 Other ulcerative colitis with other complication 


K51.819 Other ulcerative colitis with unspecified complications 


K51.90 Ulcerative colitis, unspecified, without complications 


K51.911 Ulcerative colitis, unspecified with rectal bleeding 


K51.912 Ulcerative colitis, unspecified with intestinal obstruction 


K51.913 Ulcerative colitis, unspecified with fistula 


K51.914 Ulcerative colitis, unspecified with abscess 


K51.918 Ulcerative colitis, unspecified with other complication 


K51.919 Ulcerative colitis, unspecified with unspecified complications 


K52.1 Toxic gastroenteritis and colitis 


K52.89 Other specified noninfective gastroenteritis and colitis 


K52.9 Noninfective gastroenteritis and colitis, unspecified 


Z85.038 Personal history of other malignant neoplasm of large intestine 


Z85.048 Personal history of other malignant neoplasm of rectum, rectosigmoid junction, 
and anus 


D12.6 Benign neoplasm of colon, unspecified 


Z12.11 Encounter for screening for malignant neoplasm of colon 


Z12.12 Encounter for screening for malignant neoplasm of rectum 


Z15.09 Genetic susceptibility to other malignant neoplasm 


Z80.0 Family history of malignant neoplasm of digestive organs 


Z83.71 Family history of colonic polyps 


 
280.2.4 - Determining Frequency Standards 
(Rev. 1, 10-01-03) 
B3-4180.4 
 
To determine the 11, 23, 47, and 119-month periods, the count starts beginning with the 
month after the month in which a previous test/procedure was performed. 
 
EXAMPLE:  The beneficiary received a fecal-occult blood test in January 2000.  The 
A/B MAC (B) starts its count beginning with February 2000.  The beneficiary is eligible 







to receive another blood test in January 2001 (the month after 11 full months have 
passed). 
 
280.2.5 - Noncovered Services 
(Rev. 1, 10-01-03) 
B3-4180.5 
 
The following noncovered HCPCS codes are used to allow claims to be billed and denied 
for beneficiaries who need a Medicare denial for other insurance purposes for the dates of 
service indicated: 
 
A.  From January 1, 1998 Through June 30, 2001, Inclusive 
 
Code G0121 (colorectal cancer screening; colonoscopy on an individual not meeting 
criteria for high risk) should be used when this procedure is performed on a beneficiary 
who does NOT meet the criteria for high risk.  This service should be denied as 
noncovered because it fails to meet the requirements of the benefit for these dates of 
service.  The beneficiary is liable for payment. Note that this code is a covered service for 
dates of service on or after July 1, 2001. 
 
B.  On or After January 1, 1998 
 
Code G0122 (colorectal cancer screening; barium enema) should be used when a 
screening barium enema is performed NOT as an alternative to either a screening 
colonoscopy (code G0105) or a screening flexible sigmoidoscopy (code G0104).  This 
service should be denied as noncovered because it fails to meet the requirements of the 
benefit.  The beneficiary is liable for payment. 
 
280.3 - Screening Mammography 
(Rev. 1, 10-01-03) 
A3-3660.10, B3-4601.1 
 
Section 4163 of the Omnibus Budget Reconciliation Act of 1990 added §1834(c) of the 
Act to provide for Part B coverage of mammography screening performed on or after 
January 1, 1991. The term “screening mammography” means a radiologic procedure 
provided to an asymptomatic woman for the purpose of early detection of breast cancer 
and includes a physician’s interpretation of the results of the procedure.  Unlike 
diagnostic mammographies, there do not need to be signs, symptoms, or history of breast 
disease in order for the exam to be covered. 
 
A doctor’s prescription or referral is not necessary for the procedure to be covered.  
Payment may be made for a screening mammography furnished to a woman at her direct 
request, and based on a woman’s age and statutory frequency parameter. 
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Section 4101 of the Balanced Budget Act (BBA) of 1997 provides for annual screening 
mammographies for women over 39 and waives the Part B deductible.  Coverage applies 
as follows: 
 


Age Screening Period 


Less than 35 
years old 


No payment may be made for a screening mammography performed on 
a woman under 35 years of age. 


35-39 (Baseline). Pay for only one screening mammography performed on a 
woman between her 35th and 40th birthday. 


Over age 39 For a woman over 39, pay for a screening mammography performed 
after 11 full months have passed following the month in which the last 
screening mammography was performed. 


 
To determine the 11-month period, A/B MACs (A) and (B) start counting beginning with 
the month after the month in which a previous screening mammography was performed. 
 
EXAMPLE:  If Mrs. Smith received a screening mammography examination in January 
1998, begin counting the next month (February 1998) until 11 months have elapsed.  
Payment can be made for another screening mammography in January 1999. 
 
See the Medicare Claims Processing Manual, Chapter 18, “Preventive and Screening 
Services,” §30, for billing and payment instructions. 
 
280.4 - Screening Pap Smears 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
Effective, January 1, 1998, §4102 of the Balanced Budget Act (BBA) of 1997 (P.L. 105-
33) amended §1861(nn) of the Act (42 USC 1395X(nn)) to include coverage every 3 
years for a screening Pap smear or more frequent coverage for women: 
 
1.  At high risk for cervical or vaginal cancer; or 
 
2.  Of childbearing age who have had a Pap smear during any of the preceding 3 years 
indicating the presence of cervical or vaginal cancer or other abnormality. 
 
Effective July 1, 2001, the Consolidated Appropriations Act of 2001 (P.L. 106-554) 
modifies §1861(nn) to provide Medicare coverage for biennial screening Pap smears.  
Specifications for frequency limitations are defined below. 
 
For claims with dates of service from January 1, 1998, through June 30, 2001, screening 
Pap smears are covered when ordered and collected by a doctor of medicine or 
osteopathy (as defined in §1861(r)(1) of the Act), or other authorized practitioner (e.g., a 
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certified nurse midwife, physician assistant, nurse practitioner, or clinical nurse specialist, 
who is authorized under State law to perform the examination) under one of the following 
conditions. 
 
The beneficiary has not had a screening Pap smear test during the preceding 3 years (i.e., 
35 months have passed following the month that the woman had the last covered Pap 
smear – ICD-9-CM code V76.2 or ICD-10 code Z112.4 is used to indicate special 
screening for malignant neoplasm, cervix); or 
 
There is evidence (on the basis of her medical history or other findings) that she is of 
childbearing age and has had an examination that indicated the presence of cervical or 
vaginal cancer or other abnormalities during any of the preceding 3 years; and at least 11 
months have passed following the month that the last covered Pap smear was performed; 
or 
 
She is at high risk of developing cervical or vaginal cancer – ICD-9-CM code V15.89, 
other specified personal history presenting hazards to health) or as applicable, ICD-10 
code Z77.21, Z77.22, Z77.9, Z91.89, OR Z92.89 and at least 11 months have passed 
following the month that the last covered screening Pap smear was performed.  The high 
risk factors for cervical and vaginal cancer are: 
 
Cervical Cancer High Risk Factors 
 
Early onset of sexual activity (under 16 years of age); 
 
Multiple sexual partners (five or more in a lifetime); 
 
History of a sexually transmitted disease (including HIV infection); and 
 
Fewer than three negative or any Pap smears within the previous 7 years. 
 
Vaginal Cancer High Risk Factors 
 
The DES (diethylstilbestrol) - exposed daughters of women who took DES during 
pregnancy. 
 
The term “woman of childbearing age” means a woman who is premenopausal, and has 
been determined by a physician, or qualified practitioner, to be of childbearing age, based 
on her medical history or other findings.  Payment is not made for a screening Pap smear 
for women at high risk or who qualify for coverage under the childbearing provision 
more frequently than once every 11 months after the month that the last screening Pap 
smear covered by Medicare was performed. 
 
B.  For Claims with Dates of Service on or After July 1, 2001 
 







When the beneficiary does not qualify for a more frequently performed screening Pap 
smear as noted in items 1 and 2 above, contractors pay for the screening Pap smear only 
after at least 23 months have passed following the month during which the beneficiary 
received her last covered screening Pap smear.  All other coverage and payment 
requirements remain the same. 
 
See the Medicare Claims Processing Manual, Chapter 18, “Preventive and Screening 
Services,” for billing procedures. 
 
280.5 – Annual Wellness Visit (AWV) Providing Personalized 
Prevention Plan Services (PPPS) 
(Rev. 170, Issued: 05-10-13, Effective: 01-01-12, Medicare Coverage of the Annual 
Wellness Visit (AWV); 01-01-13- Medicare Coverage of Hepatitis B Vaccine, 
Implementation: 06-10-13) 
 
A.  General 
 
Pursuant to section 4103 of the Affordable Care Act of 2010 (the ACA), the Centers for 
Medicare & Medicaid Services (CMS) amended section 42 CFR 411.15(a)(1) and 42 
CFR 411.15(k)(15) (list of examples of routine physical examinations excluded from 
coverage), effective for services furnished on or after January 1, 2011.  This expanded 
coverage, as established at 42 CFR 410.15, is subject to certain eligibility and other 
limitations that allow payment for an annual wellness visit (AWV) providing 
personalized prevention plan services (PPPS), when performed by a health professional 
(as defined in this section), for an individual who is no longer within 12 months after the 
effective date of his/her first Medicare Part B coverage period, and has not received 
either an initial preventive physical examination (IPPE) or an AWV within the past 12 
months. Medicare coinsurance and Part B deductibles do not apply. 
 
The AWV will include the establishment of, or update to, the individual’s medical/family 
history, measurement of his/her height, weight, body-mass index (BMI) or waist 
circumference, and blood pressure (BP), with the goal of health promotion and disease 
detection and encouraging patients to obtain the screening and preventive services that 
may already be covered and paid for under Medicare Part B.  Definitions relative to the 
AWV are included below. 
 
Coverage is available for an AWV that meets the following requirements: 
 


1.  It is performed by a health professional; and, 
 
2.  It is furnished to an eligible beneficiary who is no longer within 12 months 
after the effective date of his/her first Medicare Part B coverage period, and 
he/she has not received either an IPPE or an AWV providing PPPS within the past 
12 months. 


 







Sections 4103 and 4104 of the ACA also provide for a waiver of the Medicare 
coinsurance and Part B deductible requirements for an AWV effective for services 
furnished on or after January 1, 2011. 
 
B.  Definitions Relative to the AWV: 
 
Detection of any cognitive impairment: The assessment of an individual’s cognitive 
function by direct observation, with due consideration of information obtained by way of 
patient reports, concerns raised by family members, friends, caretakers, or others. 
 
Eligible beneficiary: An individual who is no longer within 12 months after the effective 
date of his/her first Medicare Part B coverage period and who has not received either an 
IPPE or an AWV providing PPPS within the past 12 months. 
 
Establishment of, or an update to, the individual’s medical/family history:  At a 
minimum, the collection and documentation of the following: 
 


a.  Past medical and surgical history, including experiences with illnesses, hospital 
stays, operations, allergies, injuries, and treatments. 
 
b.  Use or exposure to medications and supplements, including calcium and 
vitamins. 
 
c.  Medical events in the beneficiary’s parents and any siblings and children, 
including diseases that may be hereditary or place the individual at increased risk. 


 
First AWV providing PPPS:  The provision of the following services to an eligible 
beneficiary by a health professional that include, and take into account the results of, a 
health risk assessment as those terms are defined in this section: 
 


a.  Review (and administration if needed) of a health risk assessment (as defined 
in this section). 
 
b.  Establishment of an individual’s medical/family history. 
 
c.  Establishment of a list of current providers and suppliers that are regularly 
involved in providing medical care to the individual. 
 
d.  Measurement of an individual’s height, weight, BMI (or waist circumference, 
if appropriate), BP, and other routine measurements as deemed appropriate, based 
on the beneficiary’s medical/family history. 
 
e.  Detection of any cognitive impairment that the individual may have as defined 
in this section. 
 







f.  Review of the individual’s potential (risk factors) for depression, including 
current or past experiences with depression or other mood disorders, based on the 
use of an appropriate screening instrument for persons without a current diagnosis 
of depression, which the health professional may select from various available 
standardized screening tests designed for this purpose and recognized by national 
medical professional organizations. 
 
g.  Review of the individual’s functional ability and level of safety based on direct 
observation, or the use of appropriate screening questions or a screening 
questionnaire, which the health professional may select from various available 
screening questions or standardized questionnaires designed for this purpose and 
recognized by national professional medical organizations. 
 
h.  Establishment of the following: 
 


(1)  A written screening schedule for the individual, such as a checklist for the 
next 5 to 10 years, as appropriate, based on recommendations of the United 
States Preventive Services Task Force (USPSTF) and the Advisory 
Committee on Immunization Practices (ACIP), and the individual’s health risk 
assessment (as that term is defined in this section), the individual’s health 
status, screening history, and age-appropriate preventive services covered by 
Medicare. 
 
(2)  A list of risk factors and conditions for which primary, secondary, or 
tertiary interventions are recommended or are underway for the individual, 
including any mental health conditions or any such risk factors or conditions 
that have been identified through an IPPE, and a list of treatment options and 
their associated risks and benefits. 


 
i.  Furnishing of personalized health advice to the individual and a referral, as 
appropriate, to health education or preventive counseling services or programs 
aimed at reducing identified risk factors and improving self-management, or 
community-based lifestyle interventions to reduce health risks and promote self-
management and wellness, including weight loss, physical activity, smoking 
cessation, fall prevention, and nutrition. 
 
j.  Any other element determined appropriate through the National Coverage 
Determination (NCD) process. 
 


Health professional: 
 


a.  A physician who is a doctor of medicine or osteopathy (as defined in section 
1861(r)(1) of the Social Security Act (the Act); or, 
 
b.  A physician assistant, nurse practitioner, or clinical nurse specialist (as defined 
in section 1861(aa)(5) of the Act); or, 







 
c.  A medical professional (including a health educator, registered dietitian, or 
nutrition professional or other licensed practitioner) or a team of such medical 
professionals, working under the direct supervision (as defined in 42CFR 
410.32(b)(3)(ii)) of a physician as defined in this section. 
 


Health Risk Assessment means, for the purposes of the annual wellness visit, an 
evaluation tool that meets the following criteria: 
 


a.  collects self-reported information about the beneficiary. 
 
b.  can be administered independently by the beneficiary or administered by a 
health professional prior to or as part of the AWV encounter. 
 
c.  is appropriately tailored to and takes into account the communication needs of 
underserved populations, persons with limited English proficiency, and persons 
with health literacy needs. 
 
d.  takes no more than 20 minutes to complete. 
 
e.  addresses, at a minimum, the following topics: 


 
1.  demographic data, including but not limited to age, gender, race, and 
ethnicity. 
 
2.  self assessment of health status, frailty, and physical functioning. 
 
3.  psychosocial risks, including but not limited to, depression/life satisfaction, 
stress, anger, loneliness/social isolation, pain, and fatigue. 
 
4.  Behavioral risks, including but not limited to, tobacco use, physical 
activity, nutrition and oral health, alcohol consumption, sexual health, motor 
vehicle safety (seat belt use), and home safety. 
 
5.  Activities of daily living (ADLs), including but not limited to, dressing, 
feeding, toileting, grooming, physical ambulation (including balance/risk of 
falls), and bathing. 
 
6.  Instrumental activities of daily living (IADLs), including but not limited to, 
shopping, food preparation, using the telephone, housekeeping, laundry, mode 
of transportation, responsibility for own medications, and ability to handle 
finances. 


 
Review of the individual’s functional ability and level of safety: At a minimum, 
includes assessment of the following topics: 
 







a.  Hearing impairment, 
 
b.  Ability to successfully perform activities of daily living, 
 
c. Fall risk, and, 
 
d. Home safety. 
 


Subsequent AWV providing PPPS:  The provision of the following services to an 
eligible beneficiary by a health professional that include, and take into account the results 
of an updated health risk assessment, as those terms are defined in this section: 
 


a.  Review (and administration if needed) of an updated health risk assessment (as 
defined in this section). 
 
b.  An update of the individual’s medical/family history. 
 
c.  An update of the list of current providers and suppliers that are regularly 
involved in providing medical care to the individual, as that list was developed for 
the first AWV providing PPPS or the previous subsequent AWV providing PPPS. 
 
d.  Measurement of an individual’s weight (or waist circumference), BP, and 
other routine measurements as deemed appropriate, based on the individual’s 
medical/family history. 
 
e.  Detection of any cognitive impairment that the individual may have as defined 
in this section. 
 
f.  An update to the following: 
 


(1)  The written screening schedule for the individual as that schedule is 
defined in this section, that was developed at the first AWV providing PPPS, 
and, 
 
(2)  The list of risk factors and conditions for which primary, secondary, or 
tertiary interventions are recommended or are under way for the individual, as 
that list was developed at the first AWV providing PPPS or the previous 
subsequent AWV providing PPPS. 
 


g.  Furnishing of personalized health advice to the individual and a referral, as 
appropriate, to health education or preventive counseling services or programs as 
that advice and related services are defined for the first AWV providing PPPS. 
 
h.  Any other element determined appropriate by the Secretary through the NCD 
process. 
 







See Pub. 100-04, Medicare Claims Processing Manual, chapter 18, section 140, for 
detailed claims processing and billing instructions. 
 
280.5.1 – Advance Care Planning (ACP) Furnished as an Optional 
Element with an Annual Wellness Visit (AWV) Upon Agreement with 
the Patient 
(Rev. 216 Issued: 12-22-15, Effective: 01-01-16, Implementation: 01-04-16) 
 
Beginning in CY 2016, CMS will treat an AWV and voluntary ACP that are furnished on 
the same day and by the same provider as a preventive service.  Voluntary ACP services, 
upon agreement with the patient, will be an optional element of the AWV.  (See section 
1861(hhh)(2)(G) of the Act.)  When ACP services are furnished as a part of an AWV, 
according to sections 1833(a)(1) and 1833(b)(10) of the Act, the coinsurance and 
deductible are waived. 
 
Voluntary advance care planning means the face-to-face service between a physician (or 
other qualified health care professional) and the patient discussing advance directives, 
with or without completing relevant legal forms.  An advance directive is a document 
appointing an agent and/or recording the wishes of a patient pertaining to his/her medical 
treatment at a future time should he/she lack decisional capacity at that time. 
 
See Pub. 100-04, Medicare Claims Processing Manual, chapter 18, section 140.8 for 
claims processing and billing instructions. 
 
290 - Foot Care 
(Rev. 1, 10-01-03) 
A3-3158, B3-2323, HO-260.9, B3-4120.1 
 
A.  Treatment of Subluxation of Foot 
 
Subluxations of the foot are defined as partial dislocations or displacements of joint 
surfaces, tendons ligaments, or muscles of the foot. Surgical or nonsurgical treatments 
undertaken for the sole purpose of correcting a subluxated structure in the foot as an 
isolated entity are not covered. 
 
However, medical or surgical treatment of subluxation of the ankle joint (talo-crural 
joint) is covered. In addition, reasonable and necessary medical or surgical services, 
diagnosis, or treatment for medical conditions that have resulted from or are associated 
with partial displacement of structures is covered. For example, if a patient has 
osteoarthritis that has resulted in a partial displacement of joints in the foot, and the 
primary treatment is for the osteoarthritis, coverage is provided. 
 
B.  Exclusions from Coverage 
 
The following foot care services are generally excluded from coverage under both Part A 
and Part B. (See §290.F and §290.G for instructions on applying foot care exclusions.) 







 
1.  Treatment of Flat Foot 
 
The term “flat foot” is defined as a condition in which one or more arches of the foot 
have flattened out. Services or devices directed toward the care or correction of such 
conditions, including the prescription of supportive devices, are not covered. 
 
2.  Routine Foot Care 
 
Except as provided above, routine foot care is excluded from coverage. Services that 
normally are considered routine and not covered by Medicare include the following: 
 


• The cutting or removal of corns and calluses; 
 
• The trimming, cutting, clipping, or debriding of nails; and 
 
• Other hygienic and preventive maintenance care, such as cleaning and soaking 


the feet, the use of skin creams to maintain skin tone of either ambulatory or 
bedfast patients, and any other service performed in the absence of localized 
illness, injury, or symptoms involving the foot. 


 
3.  Supportive Devices for Feet 
 
Orthopedic shoes and other supportive devices for the feet generally are not covered. 
However, this exclusion does not apply to such a shoe if it is an integral part of a leg 
brace, and its expense is included as part of the cost of the brace. Also, this exclusion 
does not apply to therapeutic shoes furnished to diabetics. 
 
C.  Exceptions to Routine Foot Care Exclusion 
 
1.  Necessary and Integral Part of Otherwise Covered Services 
 
In certain circumstances, services ordinarily considered to be routine may be covered if 
they are performed as a necessary and integral part of otherwise covered services, such as 
diagnosis and treatment of ulcers, wounds, or infections. 
 
2.  Treatment of Warts on Foot 
 
The treatment of warts (including plantar warts) on the foot is covered to the same extent 
as services provided for the treatment of warts located elsewhere on the body. 
 
3.  Presence of Systemic Condition 
 
The presence of a systemic condition such as metabolic, neurologic, or peripheral 
vascular disease may require scrupulous foot care by a professional that in the absence of 
such condition(s) would be considered routine (and, therefore, excluded from coverage). 







Accordingly, foot care that would otherwise be considered routine may be covered when 
systemic condition(s) result in severe circulatory embarrassment or areas of diminished 
sensation in the individual’s legs or feet. (See subsection A.) 
 
In these instances, certain foot care procedures that otherwise are considered routine (e.g., 
cutting or removing corns and calluses, or trimming, cutting, clipping, or debriding nails) 
may pose a hazard when performed by a nonprofessional person on patients with such 
systemic conditions. (See §290.G for procedural instructions.) 
 
4.  Mycotic Nails 
 
In the absence of a systemic condition, treatment of mycotic nails may be covered. 
 
The treatment of mycotic nails for an ambulatory patient is covered only when the 
physician attending the patient’s mycotic condition documents that (1) there is clinical 
evidence of mycosis of the toenail, and (2) the patient has marked limitation of 
ambulation, pain, or secondary infection resulting from the thickening and dystrophy of 
the infected toenail plate. 
 
The treatment of mycotic nails for a nonambulatory patient is covered only when the 
physician attending the patient’s mycotic condition documents that (1) there is clinical 
evidence of mycosis of the toenail, and (2) the patient suffers from pain or secondary 
infection resulting from the thickening and dystrophy of the infected toenail plate. 
 
For the purpose of these requirements, documentation means any written information that 
is required by the A/B MAC (B) in order for services to be covered. Thus, the 
information submitted with claims must be substantiated by information found in the 
patient’s medical record. Any information, including that contained in a form letter, used 
for documentation purposes is subject to A/B MAC (B) verification in order to ensure 
that the information adequately justifies coverage of the treatment of mycotic nails. 
 
D.  Systemic Conditions That Might Justify Coverage 
 
Although not intended as a comprehensive list, the following metabolic, neurologic, and 
peripheral vascular diseases (with synonyms in parentheses) most commonly represent 
the underlying conditions that might justify coverage for routine foot care. 
 


Diabetes mellitus  * 
Arteriosclerosis obliterans (A.S.O., arteriosclerosis of the extremities, occlusive 
peripheral arteriosclerosis) 
Buerger’s disease (thromboangiitis obliterans) 
Chronic thrombophlebitis  * 
Peripheral neuropathies involving the feet -  


Associated with malnutrition and vitamin deficiency * 
• Malnutrition (general, pellagra) 







• Alcoholism 
• Malabsorption (celiac disease, tropical sprue) 
• Pernicious anemia 


Associated with carcinoma  * 
Associated with diabetes mellitus  * 
Associated with drugs and toxins  * 
Associated with multiple sclerosis  * 
Associated with uremia (chronic renal disease)  * 
Associated with traumatic injury 
Associated with leprosy or neurosyphilis 
Associated with hereditary disorders 


• Hereditary sensory radicular neuropathy 
• Angiokeratoma corporis diffusum (Fabry’s) 
• Amyloid neuropathy 
 


When the patient’s condition is one of those designated by an asterisk (*), routine 
procedures are covered only if the patient is under the active care of a doctor of medicine 
or osteopathy who documents the condition. 
 
E.  Supportive Devices for Feet 
 
Orthopedic shoes and other supportive devices for the feet generally are not covered.  
However, this exclusion does not apply to such a shoe if it is an integral part of a leg 
brace, and its expense is included as part of the cost of the brace.  Also, this exclusion 
does not apply to therapeutic shoes furnished to diabetics. 
 
F.  Presumption of Coverage 
 
In evaluating whether the routine services can be reimbursed, a presumption of coverage 
may be made where the evidence available discloses certain physical and/or clinical 
findings consistent with the diagnosis and indicative of severe peripheral involvement.  
For purposes of applying this presumption the following findings are pertinent: 
 
Class A Findings 


 
Nontraumatic amputation of foot or integral skeletal portion thereof. 
 


Class B Findings 
 
Absent posterior tibial pulse; 
Advanced trophic changes as: hair growth (decrease or absence) nail changes 


(thickening) pigmentary changes (discoloration) skin texture (thin, shiny) skin 
color (rubor or redness) (Three required); and 







Absent dorsalis pedis pulse. 
 


Class C Findings 
 
Claudication; 
Temperature changes (e.g., cold feet); 
Edema; 
Paresthesias (abnormal spontaneous sensations in the feet); and 
Burning. 
 


The presumption of coverage may be applied when the physician rendering the routine 
foot care has identified: 
 


1.  A Class A finding; 
2.  Two of the Class B findings; or 
3.  One Class B and two Class C findings. 
 


Cases evidencing findings falling short of these alternatives may involve podiatric 
treatment that may constitute covered care and should be reviewed by the intermediary’s 
medical staff and developed as necessary. 
 
For purposes of applying the coverage presumption where the routine services have been 
rendered by a podiatrist, the A/B MAC (B) may deem the active care requirement met if 
the claim or other evidence available discloses that the patient has seen an M.D. or D.O. 
for treatment and/or evaluation of the complicating disease process during the 6-month 
period prior to the rendition of the routine-type services.  The A/B MAC (A) may also 
accept the podiatrist’s statement that the diagnosing and treating M.D. or D.O. also 
concurs with the podiatrist’s findings as to the severity of the peripheral involvement 
indicated. 
 
Services ordinarily considered routine might also be covered if they are performed as a 
necessary and integral part of otherwise covered services, such as diagnosis and treatment 
of diabetic ulcers, wounds, and infections. 
 
G.  Application of Foot Care Exclusions to Physician’s Services 
 
The exclusion of foot care is determined by the nature of the service. Thus, payment for 
an excluded service should be denied whether performed by a podiatrist, osteopath, or a 
doctor of medicine, and without regard to the difficulty or complexity of the procedure. 
 
When an itemized bill shows both covered services and noncovered services not 
integrally related to the covered service, the portion of charges attributable to the 
noncovered services should be denied.  (For example, if an itemized bill shows surgery 
for an ingrown toenail and also removal of calluses not necessary for the performance of 







toe surgery, any additional charge attributable to removal of the calluses should be 
denied.) 
 
In reviewing claims involving foot care, the A/B MAC (B) should be alert to the 
following exceptional situations: 
 


1. Payment may be made for incidental noncovered services performed as a 
necessary and integral part of, and secondary to, a covered procedure.  For 
example, if trimming of toenails is required for application of a cast to a fractured 
foot, the A/B MAC (B) need not allocate and deny a portion of the charge for the 
trimming of the nails.  However, a separately itemized charge for such excluded 
service should be disallowed. When the primary procedure is covered the 
administration of anesthesia necessary for the performance of such procedure is 
also covered. 


 
2. Payment may be made for initial diagnostic services performed in connection 


with a specific symptom or complaint if it seems likely that its treatment would be 
covered even though the resulting diagnosis may be one requiring only 
noncovered care. 


 
The name of the M.D. or D.O. who diagnosed the complicating condition must be 
submitted with the claim.  In those cases, where active care is required, the approximate 
date the beneficiary was last seen by such physician must also be indicated. 
 
NOTE:  Section 939 of P.L. 96-499 removed “warts” from the routine foot care 
exclusion effective July 1, 1981. 
 
Relatively few claims for routine-type care are anticipated considering the severity of 
conditions contemplated as the basis for this exception.  Claims for this type of foot care 
should not be paid in the absence of convincing evidence that nonprofessional 
performance of the service would have been hazardous for the beneficiary because of an 
underlying systemic disease. The mere statement of a diagnosis such as those mentioned 
in §D above does not of itself indicate the severity of the condition.  Where development 
is indicated to verify diagnosis and/or severity the A/B MAC (B) should follow existing 
claims processing practices, which may include review of A/B MAC (B)’s history and 
medical consultation as well as physician contacts. 
 
The rules in §290.F concerning presumption of coverage also apply. 
 
Codes and policies for routine foot care and supportive devices for the feet are not 
exclusively for the use of podiatrists. These codes must be used to report foot care 
services regardless of the specialty of the physician who furnishes the services.  A/B 
MACs (B) must instruct physicians to use the most appropriate code available when 
billing for routine foot care. 
 
300 - Diabetes Self-Management Training Services 







(Rev. 72, Issued:  05-25-07; Effective:  07-01-07; Implementation:  07-02-07) 
 
Section 4105 of the Balanced Budget Act of 1997 permits Medicare coverage of diabetes 
self-management training (DSMT) services when these services are furnished by a 
certified provider who meets certain quality standards.  This program is intended to 
educate beneficiaries in the successful self-management of diabetes.  The program 
includes instructions in self-monitoring of blood glucose; education about diet and 
exercise; an insulin treatment plan developed specifically for the patient who is insulin-
dependent; and motivation for patients to use the skills for self-management. 
 
Diabetes self-management training services may be covered by Medicare only if the 
treating physician or treating qualified non-physician practitioner who is managing the 
beneficiary’s diabetic condition certifies that such services are needed.  The referring 
physician or qualified non-physician practitioner must maintain the plan of care in the 
beneficiary’s medical record and documentation substantiating the need for training on an 
individual basis when group training is typically covered, if so ordered.  The order must 
also include a statement signed by the physician that the service is needed as well as the 
following: 
 


• The number of initial or follow-up hours ordered (the physician can order less 
than 10 hours of training); 
 
• The topics to be covered in training (initial training hours can be used for the 
full initial training program or specific areas such as nutrition or insulin training); 
and 
 
• A determination that the beneficiary should receive individual or group 
training. 
 


The provider of the service must maintain documentation in a file that includes the 
original order from the physician and any special conditions noted by the physician. 
 
When the training under the order is changed, the training order/referral must be signed 
by the physician or qualified non-physician practitioner treating the beneficiary and 
maintained in the beneficiary’s file in the DSMT’s program records. 
 
NOTE:  All entities billing for DSMT under the fee-for-service payment system or other 
payment systems must meet all national coverage requirements. 
 
300.1 - Beneficiaries Eligible for Coverage and Definition of Diabetes 
(Rev. 13, 05-13-04) 
 
Medicare Part B covers 10 hours of initial training for a beneficiary who has been 
diagnosed with diabetes. 
 







Diabetes is diabetes mellitus, a condition of abnormal glucose metabolism diagnosed 
using the following criteria; 
 


• a fasting blood sugar greater than or equal to 126 mg/dL on two different 
occasions; 


 
• a 2 hour post-glucose challenge greater than or equal to 200 mg/dL on 2 different 


occasions; or 
 


o a random glucose test over 200 mg/dL for a person with symptoms of 
uncontrolled diabetes. 


 
Documentation that the beneficiary is diabetic is maintained in the beneficiary’s medical 
record. 
 
Beneficiaries are eligible to receive follow-up training each calendar year following the 
year in which they have been certified as requiring initial training or they may receive 
follow-up training when ordered even if Medicare does not have documentation that 
initial training has been received.  In that instance, contractors shall not deny the follow-
up service even though there is no initial training recorded. 
 
300.2 - Certified Providers 
(Rev. 109; Issued:  08-07-09; Effective Date:  03-30-09; Implementation Date:  09-
08-09) 
 
A designated certified provider bills for DSMT provided by an accredited DSMT 
program.  Certified providers must submit a copy of their accreditation certificate to the 
contractor.  The statute states that a “certified provider” is a physician or other individual 
or entity designated by the Secretary that, in addition to providing outpatient self-
management training services, provides other items and services for which payment may 
be made under title XVIII, and meets certain quality standards.  The CMS is designating 
all providers and suppliers that bill Medicare for other individual services such as 
hospital outpatient departments, renal dialysis facilities, physicians and durable medical 
equipment suppliers as certified.  All suppliers/providers who may bill for other Medicare 
services or items and who represent a DSMT program that is accredited as meeting 
quality standards can bill and receive payment for the entire DSMT program.  Registered 
dietitians are eligible to bill on behalf of an entire DSMT program on or after January 1, 
2002, as long as the provider has obtained a Medicare provider number.  A dietitian may 
not be the sole provider of the DSMT service.  There is an exception for rural areas.  In a 
rural area, an individual who is qualified as a registered dietitian and as a certified 
diabetic educator who is currently certified by an organization approved by CMS may 
furnish training and is deemed to meet the multidisciplinary team requirement. 
 
The CMS will not reimburse services on a fee-for-service basis rendered to a beneficiary 
under Part A. 
 







NOTE:  While separate payment is not made for this service to Rural Health Clinics 
(RHCs), the service is covered but is considered included in the all-inclusive encounter 
rate.  Effective January 1, 2006, payment for DSMT provided in a Federally Qualified 
Health Clinic (FQHC) that meets all of the requirements identified in Pub. 100-04, 
chapter 18, section 120 may be made in addition to one other visit the beneficiary had 
during the same day. 
 
All DSMT programs must be accredited as meeting quality standards by a CMS approved 
national accreditation organization.  Currently, CMS recognizes the American Diabetes 
Association, American Association of Diabetes Educators and the Indian Health Service 
as approved national accreditation organizations. Programs without accreditation by a 
CMS-approved national accreditation organization are not covered.  Certified providers 
may be asked to submit updated accreditation documents at any time or to submit 
outcome data to an organization designated by CMS. 
 
Enrollment of DMEPOS Suppliers 
 
The DMEPOS suppliers are reimbursed for diabetes training through A/B MACs (B).  In 
order to file claims for DSMT, a DMEPOS supplier must be enrolled in the Medicare 
program with the National Supplier Clearinghouse (NSC).  The supplier must also meet 
the quality standards of a CMS-approved national accreditation organization as stated 
above.  DMEPOS suppliers must obtain a provider number from the A/B MAC (B) in 
order to bill for DSMT. 
 
The A/B MAC (B) requires a completed Form CMS-855, along with an accreditation 
certificate as part of the provider application process.  After it has been determined that 
the quality standards are met, a billing number is assigned to the supplier.  Once a 
supplier has received a National Provider Identification (NPI) number, the supplier can 
begin receiving reimbursement for this service. 
 
A/B MACs (B) should contact the National Supplier Clearinghouse (NSC) according to 
the instruction in Pub 100-08, the Medicare Program Integrity Manual, Chapter 10, 
“Healthcare Provider/Supplier Enrollment,” to verify an applicant is currently enrolled 
and eligible to receive direct payment from the Medicare program. 
 
The applicant is assigned specialty 87. 
 
Any DMEPOS supplier that has its billing privileges deactivated or revoked by the NSC 
will also have the billing number deactivated by the A/B MAC (B). 
 
300.3 - Frequency of Training 
(Rev. 72, Issued:  05-25-07; Effective:  07-01-07; Implementation:  07-02-07) 
 
A - Initial Training 
 
The initial year for DSMT is the 12 month period following the initial date. 







 
Medicare will cover initial training that meets the following conditions: 
 


• Is furnished to a beneficiary who has not previously received initial or follow-up 
training under HCPCS codes G0108 or G0109; 


 
• Is furnished within a continuous 12-month period; 
 
• Does not exceed a total of 10 hours* (the 10 hours of training can be done in any 


combination of 1/2 hour increments); 
 
• With the exception of 1 hour of individual training,  training is usually furnished 


in a group setting, which can contain other patients besides Medicare 
beneficiaries, and; 


 
• One hour of individual training may be used for any part of the training including 


insulin training. 
 
* When a claim contains a DSMT HCPCS code and the associated units cause the total 
time for the DSMT initial year to exceed '10' hours, a CWF error will set. 
 
B - Follow-Up Training 
 
Medicare covers follow-up training under the following conditions: 
 


• No more than 2 hours individual or group training per beneficiary per year; 
 
• Group training consists of 2 to 20 individuals who need not all be Medicare 


beneficiaries; 
 
• Follow-up training for subsequent years is based on a 12 month calendar after 


completion of the full 10 hours of initial training; 
 
• Follow-up training is furnished in increments of no less than one-half hour*; and  
 
• The physician (or qualified non-physician practitioner) treating the  beneficiary 


must document in the beneficiary's medical record that the beneficiary is a 
diabetic. 


 
*When a claim contains a DSMT HCPCS code and the associated units cause the 
total time for any follow-up year to exceed 2 hours, a CWF error will set. 
 


300.4 - Coverage Requirements for Individual Training 
(Rev. 72, Issued:  05-25-07; Effective:  07-01-07; Implementation:  07-02-07) 
 







Medicare covers training on an individual basis for a Medicare beneficiary under any of 
the following conditions: 
 


• No group session is available within 2 months of the date the training is ordered; 
 


• The beneficiary’s physician (or qualified non-physician practitioner) documents 
in the beneficiary’s medical record that the beneficiary has special needs resulting 
from conditions, such as severe vision, hearing or language  limitations or other 
such special conditions as identified by the treating physician or non-physician 
practitioner, that will hinder effective participation in a group training session; or  


 
• The physician orders additional insulin training. 
 
• The need for individual training must be identified by the physician or non-


physician practitioner in the referral. 
 
NOTE: If individual training has been provided to a Medicare beneficiary and 
subsequently the A/B MAC (A) or (B) determines that training should have been 
provided in a group, A/B MACs (A) and (B) down-code the reimbursement from 
individual to the group level and provider education would be the appropriate 
actions instead of denying the service as billed. 


 
300.4.1 – Incident-To Provision 
(Rev. 13, 05-13-04) 
 
The “incident to” requirements of section 1861(s)(2)(A) of the Social Security Act do not 
apply to DSMT services.  Section 1861 (s)(2)(S) of the Act authorizes DSMT in a stand 
alone provision. DSMT services are covered only if the physician or qualified non- 
physician practitioner who is managing the beneficiary’s diabetic condition certifies that 
such services are needed and refers the patient to the DSMT program.  The referral must 
be done under a comprehensive plan of care related to the beneficiary’s diabetic 
condition.  Training may be furnished by a physician, individual, or entity that meets the 
following conditions: 
 


• Furnishes other services for which direct Medicare payment may be made; 
 
• May properly receive Medicare payment under 42CFR 424.73 or 424.80 


which set forth prohibitions on assignment and reassignment of claims; 
 
• Submits necessary documentation to, and is accredited by, an accreditation 


organization approved by CMS under 42CFR 410.142 to meet one of the sets 
of quality standards described in 42 CFR 410.144; and 


 
Provides documentation to CMS, as requested, including diabetes outcome 
measurements set forth at CFR 410.146. 
 







Any certified providers or suppliers that provide other individual items or services under 
Medicare that meet CMS’s quality standards and meet the conditions for CMS approval 
pursuant to 42 CFR 410.145, may receive reimbursement for diabetes training.  Entities 
are more likely than individuals to bill for DSMT services.  These certified providers 
must be currently receiving payment for other Medicare services. 


 
300.5 - Payment for DSMT 
(Rev. 72, Issued:  05-25-07; Effective:  07-01-07; Implementation:  07-02-07) 
 
Payment for DSMT may only be made to any provider that bills Medicare for other 
individual Medicare services and may be made only for training sessions actually 
attended by the beneficiary and documented on attendance sheets. 
 
See Pub. 100-04, chapter 18, section 120 for specific payment information for physicians 
and all provider types. 
 
300.5.1 - Special Claims Processing Instructions for A/B MACs (A) 
(Rev. 24, Issued: 10-29-04, Effective: 01-01-05, Implementation: 01-03-05) 
 


• Coding and Payment Requirements 
 


The provider bills for DSMT on Form CMS-1450 or its electronic equivalent.  
The cost of the service is billed under revenue code 942 in FL 42 “Revenue 
Code.”  The provider will report HCPCS codes G0108 or G0109 in FL 44 
“HCPCS/Rates.”  The definition of the HCPCS code used should be entered 
in FL 43 “Description.” 
 


• Applicable Bill Types 
 
The appropriate bill types are 12x, 22x, 13x, 34x (can be billed if service is 
outside of the treatment plan), 72x, 74x, 75x, 83x and 85x. 
 


310 – Kidney Disease Patient Education Services 
(Rev. 117; Issued:  12-18-09; Effective Date:  01-01-10; Implementation Date:  04-
05-10) 
 
By definition, chronic kidney disease (CKD) is kidney damage for 3 months or longer, 
regardless of the cause of kidney damage.  CKD typically evolves over a long period of 
time and patients may not have symptoms until significant, possibly irreversible, damage 
has been done.  Complications can develop from kidneys that do not function properly, 
such as high blood pressure, anemia, and weak bones.  When CKD progresses, it may 
lead to kidney failure, which requires artificial means to perform kidney functions 
(dialysis) or a kidney transplant to maintain life. 
 







Patients can be classified into 5 stages based on their glomerular filtration rate (GFR, 
how quickly blood is filtered through the kidneys), with stage I having kidney damage 
with normal or increased GFR to stage V with kidney failure, also called end-stage renal 
disease (ESRD).  Once patients with CKD are identified, treatment is available to help 
prevent complications of decreased kidney function, slow the progression of kidney 
disease, and reduce the risk of other diseases such as heart disease. 
 
Beneficiaries with CKD may benefit from kidney disease education (KDE) interventions 
due to the large amount of medical information that could affect patient outcomes, 
including the increasing emphasis on self-care and patients’ desire for informed, 
autonomous decision-making.  Pre-dialysis education can help patients achieve better 
understanding of their illness, dialysis modality options, and may help delay the need for 
dialysis.  Education interventions should be patient-centered, encourage collaboration, 
offer support to the patient, and be delivered consistently. 
 
Effective for claims with dates of service on and after January 1, 2010, Section 152(b) of 
the Medicare Improvements for Patients and Providers Act of 2008 (MIPPA) covers 
KDE services under Medicare Part B.  KDE services are designed to provide 
beneficiaries with Stage IV CKD comprehensive information regarding: the management 
of comorbidities, including delaying the need for dialysis; prevention of uremic 
complications; all therapeutic options (each option for renal replacement therapy, dialysis 
access options, and transplantation); ensuring that the beneficiary has opportunities to 
actively participate in his/her choice of therapy; and that the services be tailored to meet 
the beneficiary’s needs. 
 
Regulations for KDE services were established at 42 CFR 410.48.  Claims processing 
instructions and billing requirements can be found in Pub. 100-04, Medicare Claims 
Processing Manual, Chapter 32 – Billing Requirements for Special Services, Section 20. 
 
310.1 - Beneficiaries Eligible for Coverage 
(Rev. 117; Issued:  12-18-09; Effective Date:  01-01-10; Implementation Date:  04-
05-10) 
 
Medicare Part B covers outpatient, face-to-face KDE services for a beneficiary that: 
 


• is diagnosed with Stage IV CKD, using the Modification of Diet in Renal Disease 
(MDRD) Study formula (severe decrease in GFR, GFR value of 15-29 
mL/min/1.73 m2), and  


 
• obtains a referral from the physician managing the beneficiary’s kidney condition. 


The referral should be documented in the beneficiary’s medical records. 
 
310.2 - Qualified Person 
(Rev. 117; Issued:  12-18-09; Effective Date:  01-01-10; Implementation Date:  04-
05-10) 
 







Medicare Part B covers KDE services provided by a ‘qualified person,’ meaning a: 
 


• physician (as defined in section 30 of this chapter), 
 
• physician assistant, nurse practitioner, or clinical nurse specialist (as defined in 


sections 190, 200, and 210 of this chapter), 
 
• hospital, critical access hospital (CAH), skilled nursing facility (SNF), 


comprehensive outpatient rehabilitation facility (CORF), home health agency 
(HHA), or hospice, if the KDE services are provided in a rural area (using the 
actual geographic location core based statistical area (CBSA) to identify facilities 
located in  rural areas), or  


 
• hospital or CAH that is treated as being rural (was reclassified from urban to rural 


status per 42 CFR 412.103). 
 
NOTE:  The “incident to” requirements at section 1861(s)(2)(A) of the Social Security 
Act (the Act) do not apply to KDE services. 
 
The following providers are not ‘qualified persons’ and are excluded from furnishing 
KDE services: 
 


• A hospital, CAH, SNF, CORF, HHA, or hospice located outside of a rural area 
(using the actual geographic location CBSA to identify facilities located outside 
of a rural area), unless the services are furnished by a hospital or CAH that is 
treated as being in a rural area; and 


 
• Renal dialysis facilities. 


 
310.3 - Limitations for Coverage 
(Rev. 194, Issued: 09-03-14, Effective: Upon Implementation of ICD-10, 
Implementation: Upon Implementation of ICD-10) 
 
Medicare Part B covers KDE services:  
 


• Up to six (6) sessions as a beneficiary lifetime maximum.  A session is 1 hour.  In 
order to bill for a session, a session must be at least 31 minutes in duration.  A 
session that lasts at least 31 minutes, but less than 1 hour still constitutes 1 
session. 
 


• On an individual basis or in group settings; if the services are provided in a group 
setting, a group consists of 2 to 20 individuals who need not all be Medicare 
beneficiaries. 
 


NOTE:  Two HCPCS codes were created for this benefit and one or the other must be 
present, along with the appropriate ICD diagnosis codes. 







 
The diagnosis codes are: 
 


• ICD-9-CM - code 585.4 (chronic kidney disease, Stage IV (severe)), or 
 


• ICD-10-CM - code N18.4 (chronic kidney disease, Stage IV). 
 
The HCPCS codes are: 
 


• G0420:  Face-to-face educational services related to the care of chronic kidney 
disease; individual, per session, per one hour 
 


• G0421:  Face-to-face educational services related to the care of chronic kidney 
disease; group, per session, per one hour 


 
310.4 – Standards for Content 
(Rev. 117; Issued:  12-18-09; Effective Date:  01-01-10; Implementation Date:  04-
05-10) 
 
Medicare Part B covers KDE services, provided by a qualified person, which provide 
comprehensive information regarding: 
 


A. The management of comorbidities, including delaying the need for dialysis, which 
includes, but is not limited to, the following topics: 


 
• Prevention and treatment of cardiovascular disease, 
• Prevention and treatment of diabetes, 
• Hypertension management, 
• Anemia management, 
• Bone disease and disorders of calcium and phosphorus metabolism management, 
• Symptomatic neuropathy management, and  


• Impairments in functioning and well-being. 


 
B. Prevention of uremic complications, which includes, but is not limited to, the 


following topics: 
 
• Information on how the kidneys work and what happens when the kidneys fail, 
• Understanding if remaining kidney function can be protected, preventing disease 


progression, and realistic chances of survival, 
• Diet and fluid restrictions, and  


• Medication review, including how each medication works, possible side effects 
and minimization of side effects, the importance of compliance, and informed 
decision making if the patient decides not to take a specific drug. 







 
C. Therapeutic options, treatment modalities and settings, advantages and 


disadvantages of each treatment option, and how the treatments replace the 
kidney, including, but not limited to, the following topics: 


 
• Hemodialysis, both at home and in-facility; 
• Peritoneal dialysis (PD), including intermittent PD, continuous ambulatory PD, 


and continuous cycling PD, both at home and in-facility; 
• All dialysis access options for hemodialysis and peritoneal dialysis; and  


• Transplantation. 
 


D. Opportunities for beneficiaries to actively participate in the choice of therapy and 
be tailored to meet the needs of the individual beneficiary involved, which 
includes, but is not limited to, the following topics: 


 
• Physical symptoms, 
• Impact on family and social life, 
• Exercise, 
• The right to refuse treatment, 
• Impact on work and finances, 
• The meaning of test results, and 
• Psychological impact. 


 
310.5 - Outcomes Assessment 
(Rev. 117; Issued:  12-18-09; Effective Date:  01-01-10; Implementation Date:  04-
05-10) 
 
Qualified persons that provide KDE services must develop outcomes assessments that are 
designed to measure beneficiary knowledge about CKD and its treatment.  The 
assessment must be administered to the beneficiary during a KDE session, and be made 
available to the Centers for Medicare & Medicaid Services (CMS) upon request.  The 
outcomes assessments serve to assist KDE educators and CMS in improving subsequent 
KDE programs, patient understanding, and assess program effectiveness of: 
 


• Preparing the beneficiary to make informed decisions about their healthcare 
options related to CKD, and  


 
• Meeting the communication needs of underserved populations, including persons 


with disabilities, persons with limited English proficiency, and persons with 
health literacy needs. 
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http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R202BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R196BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R194BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R193BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R192BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R191BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R186BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R185BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R184BP.pdf





Rev # Issue Date Subject Impl Date CR# 
Antigens and Deletion of Section 13.14 
from Chapter 13 of Pub. 100-08, 
Medicare Program Integrity Manual – 
Rescinded and replaced by Transmittal 
186 


R182BP 03/21/1014 Implementing the Part B Inpatient 
Payment Policies from CMS-1599-F 


04/21/2014 8666 


R181BP 03/14/2014 Pub. 100-02 Language-Only Update for 
ICD-10 – Rescinded and replaced by 
Transmittal 194 


10/01/2014 8605 


R180BP 02/21/2014 Aprepitant for Chemotherapy Induced 
Emesis – Rescinded and replaced by 
Transmittal 185 


07/07/2014 8418 


R179BP 01/14/2014 Manual Updates to Clarify Skilled 
Nursing Facility (SNF), Inpatient 
Rehabilitation Facility (IRF), Home 
Health (HH), and Outpatient (OPT) 
Coverage Pursuant to Jimmo vs. 
Sebelius 


01/07/2014 8458 


R178BP 12/30/2013 Expansion of Medicare Telehealth 
Services for CY 2014 


01/06/2014 8553 


R176BP 12/13/2013 Manual Updates to Clarify Skilled 
Nursing Facility (SNF), Inpatient 
Rehabilitation Facility (IRF), Home 
Health (HH), and Outpatient (OPT) 
Coverage Pursuant to Jimmo vs. 
Sebelius – Rescinded and replaced by 
Transmittal 179 


01/07/2014 8458 


R170BP 05/10/2013 Updates to Medicare Coverage of 
Hepatitis B Vaccine and its 
Administration and Medicare Coverage 
of the Annual Wellness Visit (AWV) 
Providing Personalized Prevention Plan 
Services (PPPS) 


06/10/2013 8275 


R167BP 02/06/2013 Expansion of Medicare Telehealth 
Services for CY 2012 


01/25/2013 7900 



http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R182BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R181BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R180BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R179BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R178BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R176BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R170BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R167BP.pdf





Rev # Issue Date Subject Impl Date CR# 


R165BP 12/21/2012 Implementing the Claims-Based Data 
Collection Requirement for Outpatient 
Therapy Services -- Section 3005(g) of 
the Middle Class Tax Relief and Jobs 
Creation Act (MCTRJCA) of 2012 


01/07/2013 8005 


R164BP 11/30/2012 Expansion of Medicare Telehealth 
Services for CY 2012 - Rescinded and 
replaced by Transmittal 167 


01/07/2013 7900 


R163BP 11/30/2012 Implementing the Claims-Based Data 
Collection Requirement for Outpatient 
Therapy Services -- Section 3005(g) of 
the Middle Class Tax Relief and Jobs 
Creation Act (MCTRJCA) of 2012 – 
Rescinded and replaced by Transmittal 
165 


01/07/2013 8005 


R161BP 10/26/2012 Manual Updates to Clarify SNF Claims 
Processing 


04/01/2013 8044 


R160BP 10/26/2012 Effect of Beneficiary Agreements Not to 
Use Medicare Coverage and When 
Payment May be Made to a Beneficiary 
for Service of an Opt-Out 
Physician/Practitioner 


01/28/2013 8100 


R159BP 08/31/2012 Expansion of Medicare Telehealth 
Services for CY 2012 Rescinded and 
replaced by Transmittal 164 


01/07/2013 7900 


R158BP 08/24/2012 Implementing the Claims-Based Data 
Collection Requirement for Outpatient 
Therapy Services -- Section 3005(g) of 
the Middle Class Tax Relief and Jobs 
Creation Act (MCTRJCA) of 2012 – 
Rescinded and replaced by Transmittal 
163 


01/07/2013 8005 


R157BP 06/08/2012 July 2012 Update of the Hospital 
Outpatient Prospective Payment System 
(OPPS) 


07/02/2012 7847 


R151BP 11/18/2011 Expansion of Medicare Telehealth 
Services for CY 2012 


01/03/2012 7504 



http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R165BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R164BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R163BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R161BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R160BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R159BP.pdf

http://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R158BP.pdf

http://www.cms.gov/transmittals/downloads/R157BP.pdf

http://www.cms.gov/transmittals/downloads/R151BP.pdf





Rev # Issue Date Subject Impl Date CR# 


R147BP 08/26/2011 Clarification of Evaluation and 
Management Payment Policy 


11/28/2011 7405 


R146BP 08/12/2011 Expansion of Medicare Telehealth 
Services for CY 2012 – Rescinded and 
replaced by Transmittal 151 


01/03/2012 7504 


R145BP 07/08/2011 Influenza Virus Vaccine 08/08/2011 7453 


R140BP 02/28/2011 Expansion of Medicare Telehealth 
Services for CY 2011 


01/03/2011 & 
04/04/2011 


7049 


R138BP 02/15/2011 Annual Wellness Visit (AWV), 
Including Personalized Prevention Plan 
Services (PPPS) 


04/04/2011 7079 


R134BP 12/03/2010 Annual Wellness Visit (AWV), 
Including Personalized Prevention Plan 
Services (PPPS) – Rescinded and 
replaced by Transmittal 138 


04/04/2011 7079 


R132BP 09/03/2010 Revisions and Re-issuance of Audiology 
Policies 


09/30/2010 6447 


R131BP 08/20/2010 Expansion of Medicare Telehealth 
Services for CY 2011 – Rescinded and 
replaced by Transmittal 140 


01/03/2011 7049 


R129BP 07/23/2010 Revisions and Re-issuance of Audiology 
Policies - Rescinded and replaced by 
Transmittal 132 


08/11/2010 6447 


R127BP 05/28/2010 Revisions and Re-issuance of Audiology 
Policies - Rescinded and replaced by 
Transmittal 129 


07/28/2010 6447 


R126BP 05/21/2010 Cardiac Rehabilitation and Intensive 
Cardiac Rehabilitation 


10042010 6850 


R124BP 05/07/2010 Pulmonary Rehabilitation (PR) Services 10/04/2010 6823 


R123BP 04/30/2010 Determining Self-Administration of 
Drug or Biological 


07/30/2010 6950 


R120BP 01/29/2010 Revision of Definition of Compendia as 
Authoritative Source for Use in the 


03/01/2010 6806 



http://www.cms.hhs.gov/transmittals/downloads/R147BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R146BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R145BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R140CP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R138BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R134BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R132BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R131BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R129BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R127BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R126BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R124BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R123BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R120BP.pdf





Rev # Issue Date Subject Impl Date CR# 
Determination of a Medically-Accepted 
Indication of Drugs/Biologicals Used 
Off-Label in Anti-Cancer 
Chemotherapeutic Regimens 


R118BP 12/18/2009 Expansion of Telelhealth Services for 
CY 2010 


01/04/2010 6705 


R117BP 12/18/2009 Coverage of Kidney Disease Patient 
Education Services 


04/05/2010 6557 


R116BP 12/11/2009 January 2010 Update of the Hospital 
Outpatient Prospective Payment System 
(OPPS) 


01/04/2010 6751 


R109BP 08/07/2009 Diabetes Self-Management Training 
(DSMT) Certified Diabetic Educator 


09/08/2009 6510 


R108BP 07/31/2009 New Reporting Requirements for the 
Quarterly Opt Out Report in Contractor 
Reporting of Operational Workload 
Data (CROWD) 


01/04/2010 6562 


R106BP 04/24/2009 Speech-Language Pathology Practice 
Payment Policy 


07/06/2009 6381 


R105BP 04/24/2009 List of Medicare Telehealth Services 05/26/2009 6458 


R104BP 03/13/2009 April 2009 Update to the ASC Payment 
System; Summary of Payment Policy 
Changes/Manual Revisions 


04/06/2009 6424 


R99BP 12/24/2008 Expansion of Medicare Telehealth 
Services 


01/05/2009 6130 


R97BP 11/14/2008 Adding Certain Entities as Originating 
Sites for Payment of Telehealth 
Services-Section 149 of the Medicare 
Improvements for Patients and 
Providers Act of 2008 (MIPPA) 


01/05/2009 6215 


R96BP 10/24/2008 Compendia as Authoritative Sources for 
Use in the Determination of a 
“Medically Accepted Indication” of 
Drugs and Biologicals Used Off-Label 


11/25/2008 6191 



http://www.cms.hhs.gov/Transmittals/Downloads/R118BP

http://www.cms.hhs.gov/transmittals/downloads/R117BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R116BP

http://www.cms.hhs.gov/Transmittals/Downloads/R109BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R108BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R106BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R105BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R104BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R99BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R97BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R96BP.pdf





Rev # Issue Date Subject Impl Date CR# 
in an Anti-Cancer Chemotherapeutic 
Regimen 


R94BP 08/29/2008 Physician Signature Requirements for 
Diagnostic Tests 


09/30/2008 6100 


R93BP 07/25/2008 Screening DNA Stool Test for 
Colorectal Cancer 


08/25/2008 6145 


R92BP 06/27/2008 Private Contracting/Opting Out of 
Medicare 


09/29/2008 6081 


R91BP 06/20/2008 Self-Administered Drug Exclusion Lists 07/21/2008 5988 


R88BP 05/07/2008 Therapy Personnel Qualifications and 
Policies Effective January 1, 2008 


06/09/2008 5921 


R87BP 05/02/2008 Incident to Policy Update - Rescinded 06/02/2008 5288 


R86BP 04/18/2008 Payments for Medicare Part B Services 
Furnished by Certain Indian Health 
Service (IHS) Hospitals and Clinics 


05/19/2008 5807 


R85BP 02/29/2008 Psychological and Neuropsychological 
Tests 


12/28/2006 5204 


R84BP 02/29/2008 Update to Audiology Policies 04/07/2008 5717 


R81BP 02/07/2008 Process for Amending the List of 
Compendia for Determination of 
Medically-Accepted Indications for Off-
Label Uses of Drugs and Biologicals in 
an Anti-Cancer Chemotherapeutic 
Regimen 


03/07/2008 5870 


R80BP 01/11/2008 Requirements for Ordering and 
Following Orders for Diagnostic Tests – 
Replaced by Transmittal 80 


11/19/2007 5743 


R79BP 10/19/2007 Requirements for Ordering and 
Following Orders for Diagnostic Tests – 
Replaced by Transmittal 80 


11/19/2007 5743 


R78BP 09/21/2007 Unlabeled Use for Anti-Cancer Drugs – 
Medical Literature Used to Determine 
Medically Accepted Indications for 


10/22/2007 5729 



http://www.cms.hhs.gov/Transmittals/Downloads/R94BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R93BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R92BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R91BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R87BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R86BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R85BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R84BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R81BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R80BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R79BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R78BP.pdf





Rev # Issue Date Subject Impl Date CR# 
Drugs and Biologicals Used in Anti-
Cancer Treatment 


R77BP 08/29/2007 Testing and Implementation of 2008 
Ambulatory Surgical Center (ASC) 
Payment System Changes 


01/07/2008 5680 


R76BP 07/20/2007 Testing and Implementation of 2008 
Ambulatory Surgical Center (ASC) 
Payment System Changes – Replaced by 
Transmittal 77 


01/07/2008 5680 


R75BP 08/17/2007 Nurse Practitioner (NP) Services and 
Clinical Nurse Specialist (CNS) 
Services 


11/19/2007 5639 


R74BP 06/29/2007 Medicare Telehealth Services 01/07/2008 5628 


R72BP 05/25/2007 Guidelines for Payment of Diabetes 
Self-Management Training (DSMT) 


07/02/2007 5433 


R71BP 05/25/2007 Clarification of Manual Instruction 
Regarding the Scope of Portable X-Ray 
Benefit 


07/02/2007 5536 


R70BP 05/11/2007 Bone Mass Measurements (BMMs) 07/02/2007 5521 


R64BP 01/19/2007 Guidelines for Payment of Diabetes 
Self-Management Training (DSMT) – 
Replaced by Transmittal 72 


07/02/2007 5433 


R63BP 12/29/2006 Outpatient Therapy Cap Exceptions 
Process for Calendar Year (CY) 2007 


01/29/2007 5478 


R62BP 12/22/2006 Private Contracting-Definition of 
Physician/Practitioner 


04/02/2007 5426 


R60BP 11/09/2006 Outpatient Therapy Cap Clarification 01/02/2007 5271 


R55BP 09/29/2006 Psychological and Neuropsychological 
Tests – Rescinded and Replaced by 
Transmittal 85 


12/28/2006 5204 


R53BP 07/07/2006 Medicare Telehealth Services Update 08/07/2006 5122 


R52BP 06/30/2006 Therapy Caps Exception Process 03/13/2006 4364 



http://www.cms.hhs.gov/Transmittals/Downloads/R77BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R76BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R75BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R74BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R72BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R71BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R70BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R64BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R63BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R62BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R60BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R55BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R53BP.pdf

http://www.cms.hhs.gov/transmittals/downloads/R52BP.pdf





Rev # Issue Date Subject Impl Date CR# 


R51BP 06/23/2006 Requirements for Diagnostic X-Ray, 
Diagnostic Laboratory, and Other 
Diagnostic Tests; Clinical Psychologist 
Services 


09/21/2006 4400 


R48BP 03/24/2006 Expansion of Glaucoma Screening 
Services 


04/03/2006 4365 


R47BP 02/15/2006 Therapy Caps Exception Process 03/13/2006 4364 


R46BP 02/13/2006 Therapy Caps Exception Process - 
Rescinded and replaced by Transmittal 
47 


03/13/2006 4364 


R43BP 12/23/2005 List of Medicare Telehealth Services 04/03/2006 4204 


R37BP 08/12/2005 Conforming Changes for Change 
Request 3648 to Pub. 100-02 


09/12/2005 3912 


R36BP 06/24/2005 Pub. 100-02, Chapter 15, Sections 220 
and 230 Therapy Services 


06/06/2005 3648 


R34BP 05/06/2005 Pub. 100-02, Chapter 15, Sections 220 
and 230 Therapy Services 


06/06/2005 3648 


R31BP 04/01/2005 List of Medicare Telehealth Services 05/02/2005 3747 


R30BP 02/18/2005 Policy for Repair and Replacement of 
Durable Medical Equipment (DME) 


N/A 3693 


R24BP 10/29/2004 Revision of Section 300.5.1, Chapter 15 
of the Medicare Benefit Policy Manual 
to include 22x TOB as an applicable 
TOB for Diabetes Self-Management 
Training 


01/03/2005 3531 


R23BP 10/08/2004 Revised Requirements for Chiropractic 
Billing of Active/Corrective Treatment 
and Maintenance Therapy. Full 
Replacement of CR 3063 


10/04/2004 3449 


R20BP 09/17/2004 Providing Information for Incident to 
Services.  Full Replacement of CR CR 
3242. - Rescinded 


04/01/2005 3460 



http://www.cms.hhs.gov/transmittals/downloads/R51BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R48BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R47BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R46BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R43BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R37BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R36BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R34BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R31BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R30BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R24BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R23BP.pdf





Rev # Issue Date Subject Impl Date CR# 


R18BP 09/03/2004 Revised Requirements for Chiropractic 
Billing of Active/Corrective Treatment 
and Maintenance Therapy.  Full 
Replacement of CR 3063 


10/04/2004 3449 


R17BP 06/18/2004 Providing Information for Incident to 
Services. - Replaced by Transmittal 20-
CR 3460. 


10/04/2004 3242 


R13BP 05/28/2004 Diabetes Self Management Training 
Services 


06/28/2004 3185 


R12BP 05/28/2004 Chiropractor’s Services 10/04/2004 3063 


R09BP 04/23/2004 Arrangements for Physical, 
Occupational, and Speech Language 
Pathology Services (PT, OT, SLP) 


05/24/2004 3134 


R06BP 01/23/2004 Intravenous Immune Globulin 04/05/2004 3059 


R05BP 01/09/2004 Coverage of Outpatient Physical 
Therapy, Occupational Therapy and 
Speech-Language Pathology Services 
Under Medical Insurance 


03/15/2004 2859 
& 
2779 


R04BP 01/02/2004 Dentists, podiatrists, and optometrists 
are added to the definition/list of 
physicians who may opt out of Medicare 


02/02/2004 3016 


R03BP 12/19/2003 Coverage of iFOBT 01/05/2004 2996 


R01BP 10/01/2003 Introduction to the Benefit Policy 
Manual 


N/A N/A 


Back to top of chapter 



http://www.cms.hhs.gov/Transmittals/Downloads/R18BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R17BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R13BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R12BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R9BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R6BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R5BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R4BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R3BP.pdf

http://www.cms.hhs.gov/Transmittals/Downloads/R1BP.pdf



		60.1 - Incident To Physician’s Professional Services

		60.2 - Services of Nonphysician Personnel Furnished Incident To Physician’s Services

		6T42CFR410.596T,

		6T42CFR410.606T

		A.  General

		B.  Reasonable and Necessary

		C.  Rehabilitative Therapy

		 Evaluations and reevaluations;

		 Instruction leading to establishment of compensatory skills;

		B.  Documentation Required

		C.  Evaluation/Re-Evaluation and Plan of Care

		D.  Progress Report

		Assistant’s Participation in the Progress Report.  PTAs or OTAs may write elements of the progress report dated between clinician reports.  Reports written by assistants are not complete progress reports.  The clinician must write a progress report du...

		Content of Clinician (Therapist, Physician/NPP) Progress Reports.  In addition to the requirements above for notes written by assistants, the progress report of a clinician shall also include:

		E.  Treatment Note
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SPECIAL PAYMENT RULES FOR PARTICULAR ITEMS AND SERVICES


S��. 1834. [42 U.S.C. 1395m] (a) P������ ��� D������ M������ E��������.—
(1) G������ ���� ��� �������.—


(A) I� �������.—With respect to a covered item (as defined in paragraph (13)) for which
payment is determined under this subsection, payment shall be made in the frequency
specified in paragraphs (2) through (7) and in an amount equal to 80 percent of the payment
basis described in subparagraph (B).


(B) P������ �����.—Subject to subparagraph (F)(i), the payment basis described in this
subparagraph is the lesser of—


(i) the actual charge for the item, or
(ii) the payment amount recognized under paragraphs (2) through (7) of this subsection


for the item;
except that clause (i) shall not apply if the covered item is furnished by a public home health
agency (or by another home health agency which demonstrates to the satisfaction of the
Secretary that a significant portion of its patients are low income) free of charge or at nominal
charges to the public.


(C) E�������� ������� ����.—Subject to subparagraph (F)(ii), this subsection shall constitute
the exclusive provision of this title for payment for covered items under this part or under part
A to a home health agency.


(D) R�������� �� ��� ��������� ��� ������� �����.—With respect to a seat-lift chair or
transcutaneous electrical nerve stimulator furnished on or after April 1, 1990, the Secretary shall
reduce the payment amount applied under subparagraph (B)(ii) for such an item by 15 percent,
and, in the case of a transcutaneous electrical nerve stimulator furnished on or after January 1,
1991, the Secretary shall further reduce such payment amount (as previously reduced) by 45
percent.


(E) C������� ���������� ��� ��������.—
(i) I� �������.—The Secretary shall establish standards for clinical conditions for payment


for covered items under this subsection.
(ii) R�����������.—The standards established under clause (i) shall include the


specification of types or classes of covered items that require, as a condition of payment
under this subsection, a face-to-face examination of the individual by a physician (as
defined in section 1861(r)), a physician assistant, nurse practitioner, or a clinical nurse
specialist (as those terms are defined in section 1861(aa)(5)) and a prescription for the item.


(iii) P������� �� ������������� �� ���������.—In establishing the standards under this
subparagraph, the Secretary shall first establish standards for those covered items for
which the Secretary determines there has been a proliferation of use, consistent findings of
charges for covered items that are not delivered, or consistent findings of falsification of
documentation to provide for payment of such covered items under this part.


(iv) S�������� ��� ����� �����������.—Effective on the date of the enactment of this
subparagraph in the case of a covered item consisting of a motorized or power
wheelchair for an individual, payment may not be made for such covered item unless a
physician (as defined in section 1861(r)(1)), a physician assistant, nurse practitioner, or a
clinical nurse specialist (as those terms are defined in section 1861(aa)(5)) has conducted a
face-to-face examination of the individual and written a prescription for the item.


(v) L��������� �� ������� ��� ������� �����.—Payment may not be made for a covered
item under this subsection unless the item meets any standards established under this
subparagraph for clinical condition of coverage.


(F) A���������� �� ����������� �����������; ���������� �� �������� ��������������
���������.—In the case of covered items furnished on or after January 1, 2011, subject to
subparagraphs (G) and (H) that are included in a competitive acquisition program in a
competitive acquisition area under section 1847(a)—
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(i) the payment basis under this subsection for such items and services furnished in such
area shall be the payment basis determined under such competitive acquisition program;


(ii) the Secretary may (and, in the case of covered items furnished on or after January 1,
2016, subject to clause (iii). shall) use information on the payment determined under such
competitive acquisition programs to adjust the payment amount otherwise recognized
under subparagraph (B)(ii) for an area that is not a competitive acquisition area under
section 1847 and in the case of such adjustment, paragraph (10)(B) shall not be applied;
and


(iii) in the case of covered items furnished on or after January 1, 2016, the Secretary shall
continue to make such adjustments described in clause (ii) as, under such competitive
acquisition programs, additional covered items are phased in or information is updated as
contracts under section 1847(b)(3)(B).


(G) U�� �� ����������� �� ����������� ��� �����.— The Secretary shall specify by regulation
the methodology to be used in applying the provisions of subparagraph (F)(ii) and subsection
(h)(1)(H)(ii). In promulgating such regulation, the Secretary shall consider the costs of items and
services in areas in which such provisions would be applied compared to the payment rates for
such items and services in competitive acquisition areas. In the case of items and services
furnished on or after January 1, 2019, in making any adjustments under clause (ii) or (iii) of
subparagraph (F), under subsection (h)(1)(H)(ii), or under section 1842(s)(3)(B), the Secretary
shall—


(i) solicit and take into account stakeholder input; and
(ii) take into account the highest amount bid by a winning supplier in a competitive


acquisition area and a comparison of each of the following with respect to non-
competitive acquisition areas and competitive acquisition areas:


(I) The average travel distance and cost associated with furnishing items and services
in the area.


(II) The average volume of items and services furnished by suppliers in the area.
(III) The number of suppliers in the area.


(H)[134] D������� ��������.—
(i) I� �������.—On or after the date described in clause (ii), the payment amount under


this part for diabetic supplies, including testing strips, that are non-mail order items (as
defined by the Secretary) shall be equal to the single payment amounts established under
the national mail order competition for diabetic supplies under section 1847.


(ii) D��� ���������.—The date described in this clause is the date of the implementation
of the single payment amounts under the national mail order competition for diabetic
supplies under section 1847.


(I) [135] T�������� �� V����� E������� S������.—Effective for items and services furnished
on and after July 1, 2015, vacuum erection systems described as prosthetic devices described in
section 1861(s)(8) shall be treated in the same manner as erectile dysfunction drugs are treated
for purposes of section 1860D-2(e)(2)(A).


(2) P������ ��� ����������� ��� ����� ��������� ��������� ������� ������� ���������.—
(A) I� �������.—Payment for an item of durable medical equipment (as defined in paragraph


(13))—
(i) the purchase price of which does not exceed $150,
(ii) which the Secretary determines is acquired at least 75 percent of the time by


purchase,
(iii) which is an accessory used in conjunction with a nebulizer, aspirator, or a ventilator


excluded under paragraph (3)(A), or
(iv) in the case of devices furnished on or after October 1, 2015, and before October 1,


2018, which serves as a speech generating device or which is an accessory that is needed
for the individual to effectively utilize such a device ,


shall be made on a rental basis or in a lump-sum amount for the purchase of the item. The
payment amount recognized for purchase or rental of such equipment is the amount specified
in subparagraph (B) for purchase or rental, except that the total amount of payments with
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respect to an item may not exceed the payment amount specified in subparagraph (B) with
respect to the purchase of the item.


(B) P������ ������.—For purposes of subparagraph (A), the amount specified in this
subparagraph, with respect to the purchase or rental of an item furnished in a carrier service
area—


(i) in 1989 and in 1990 is the average reasonable charge in the area for the purchase or
rental, respectively, of the item for the 12-month period ending on June 30, 1987,
increased by the percentage increase in the consumer price index for all urban consumers
(U.S. city average) for the 6-month period ending with December 1987;


(ii) in 1991 is the sum of (I) 67 percent of the local payment amount for the item or
device computed under subparagraph (C)(i)(I) for 1991, and (II) 33 percent of the national
limited payment amount for the item or device computed under subparagraph (C)(ii) for
1991;


(iii) in 1992 is the sum of (I) 33 percent of the local payment amount for the item or
device computed under subparagraph (C)(i)(II) for 1992, and (II) 67 percent of the national
limited payment amount for the item or device computed under subparagraph (C)(ii) for
1992; and


(iv) in 1993 and each subsequent year is the national limited payment amount for the
item or device computed under subparagraph (C)(ii) for that year (reduced by 10 percent,
in the case of a blood glucose testing strip furnished after 1997 for an individual with
diabetes).


(C) C���������� �� ����� ������� ������ ��� �������� ������� ������� ������.—For
purposes of subparagraph (B)—


(i) the local payment amount for an item or device for a year is equal to—
(I) for 1991, the amount specified in subparagraph (B)(i) for 1990 increased by the


covered item update for 1991, and
(II) for 1992, 1993, and 1994 the amount determined under this clause for the


preceding year increased by the covered item update for the year; and
(ii) the national limited payment amount for an item or device for a year is equal to—


(I) for 1991, the local payment amount determined under clause (i) for such item or
device for that year, except that the national limited payment amount may not exceed
100 percent of the weighted average of all local payment amounts determined under
such clause for such item for that year and may not be less than 85 percent of the
weighted average of all local payment amounts determined under such clause for such
item,


(II) for 1992 and 1993, the amount determined under this clause for the preceding
year increased by the covered item update for such subsequent year,


(III) for 1994, the local payment amount determined under clause (i) for such item or
device for that year, except that the national limited payment amount may not exceed
100 percent of the median of all local payment amounts determined under such clause
for such item for that year and may not be less than 85 percent of the median of all
local payment amounts determined under such clause for such item or device for that
year, and


(IV) for each subsequent year, the amount determined under this clause for the
preceding year increased by the covered item update for such subsequent year.


(3) P������ ��� ����� ��������� �������� ��� ����������� ���������.—
(A) I� �������.—Payment for a covered item (such as IPPB machines and ventilators,


excluding ventilators that are either continuous airway pressure devices or intermittent assist
devices with continuous airway pressure devices) for which there must be frequent and
substantial servicing in order to avoid risk to the patient’s health shall be made on a monthly
basis for the rental of the item and the amount recognized is the amount specified in
subparagraph (B).


(B) P������ ������.—For purposes of subparagraph (A), the amount specified in this
subparagraph, with respect to an item or device furnished in a carrier service area—
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(i) in 1989 and in 1990 is the average reasonable charge in the area for the rental of the
item or device for the 12-month period ending with June 1987, increased by the
percentage increase in the consumer price index for all urban consumers (U.S. city average)
for the 6-month period ending with December 1987;


(ii) in 1991 is the sum of (I) 67 percent of the local payment amount for the item or
device computed under subparagraph (C)(i)(I) for 1991, and (II) 33 percent of the national
limited payment amount for the item or device computed under subparagraph (C)(ii) for
1991;


(iii) in 1992 is the sum of (I) 33 percent of the local payment amount for the item or
device computed under subparagraph (C)(i)(II) for 1992, and (II) 67 percent of the national
limited payment amount for the item or device computed under subparagraph (C)(ii) for
1992; and


(iv) in 1993 and each subsequent year is the national limited payment amount for the
item or device computed under subparagraph (C)(ii) for that year.


(C) C���������� �� ����� ������� ������ ��� �������� ������� ������� ������.—For
purposes of subparagraph (B)—


(i) the local payment amount for an item or device for a year is equal to—
(I) for 1991, the amount specified in subparagraph (B)(i) for 1990 increased by the


covered item update for 1991, and
(II) for 1992, 1993, and 1994 the amount determined under this clause for the


preceding year increased by the covered item update for the year; and
(ii) the national limited payment amount for an item or device for a year is equal to—


(I) for 1991, the local payment amount determined under clause (i) for such item or
device for that year, except that the national limited payment amount may not exeed
100 percent of the weighted average of all local payment amounts determined under
such clause for such item for that year and may not be less than 85 percent of the
weighted average of all local payment amounts determined under such clause for such
item,


(II) for 1992 and 1993, the amount determined under this clause for the preceding
year increased by the covered item update for such subsequent year,


(III) for 1994, the local payment amount determined under clause (i) for such item or
device for that year, except that the national limited payment amount may not exceed
100 percent of the median of all local payment amounts determined under such clause
for such item for that year and may not be less than 85 percent of the median of all
local payment amounts determined under such clause for such item or device for that
year, and


(IV) for each subsequent year, the amount determined under this clause for the
preceding year increased by the covered item update for such subsequent year.


(4) P������ ��� ������� ���������� �����.—Payment with respect to a covered item that is
uniquely constructed or substantially modified to meet the specific needs of an individual patient,
and for that reason cannot be grouped with similar items for purposes of payment under this title,
shall be made in a lump-sum amount (A) for the purchase of the item in a payment amount based
upon the carrier’s individual consideration for that item, and (B) for the reasonable and necessary
maintenance and servicing for parts and labor not covered by the supplier’s or manufacturer’s
warranty, when necessary during the period of medical need, and the amount recognized for such
maintenance and servicing shall be paid on a lump-sum, as needed basis based upon the carrier’s
individual consideration for that item. In the case of a wheelchair furnished on or after January 1,
1992, the wheelchair shall be treated as a customized item for purposes of this paragraph if the
wheelchair has been measured, fitted, or adapted in consideration of the patient’s body size,
disability, period of need, or intended use, and has been assembled by a supplier or ordered from a
manufacturer who makes available customized features, modifications, or components for
wheelchairs that are intended for an individual patient’s use in accordance with instructions from the
patient’s physician.


(5) P������ ��� ������ ��� ������ ���������.—
(A) I� �������.—Payment for oxygen and oxygen equipment shall be made on a monthly


basis in the monthly payment amount recognized under paragraph (9) for oxygen and oxygen
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equipment (other than portable oxygen equipment), subject to subparagraphs (B), (C), (E), and
(F).


(B) A��–�� ��� �������� ������ ���������.—When portable oxygen equipment is used, but
subject to subparagraph (D), the payment amount recognized under subparagraph (A) shall be
increased by the monthly payment amount recognized under paragraph (9) for portable
oxygen equipment.


(C) V����� ����������.—When the attending physician prescribes an oxygen flow rate—
(i) exceeding 4 liters per minute, the payment amount recognized under subparagraph


(A), subject to subparagraph (D), shall be increased by 50 percent, or
(ii) of less than 1 liter per minute, the payment amount recognized under subparagraph


(A) shall be decreased by 50 percent.
(D) L���� �� ����������.—When portable oxygen equipment is used and the attending


physician prescribes an oxygen flow rate exceeding 4 liters per minute, there shall only be an
increase under either subparagraph (B) or (C), whichever increase is larger, and not under both
such subparagraphs.


(E) R�������������� ��� �������� ��������� ���� ������ �������.—In the case of a patient
receiving home oxygen therapy services who, at the time such services are initiated, has an
initial arterial blood gas value at or above a partial pressure of 56 or an arterial oxygen
saturation at or above 89 percent (or such other values, pressures, or criteria as the Secretary
may specify) no payment may be made under this part for such services after the expiration of
the 90-day period that begins on the date the patient first receives such services unless the
patient’s attending physician certifies that, on the basis of a follow-up test of the patient’s
arterial blood gas value or arterial oxygen saturation conducted during the final 30 days of such
90-day period, there is a medical need for the patient to continue to receive such services.


(F) R����� ���.—
(i) I� �������.—Payment for oxygen equipment (including portable oxygen equipment)


under this paragraph may not extend over a period of continuous use (as determined by
the Secretary) of longer than 36 months.


(ii) P������� ��� ����� ����� ������ ���.—After the 36th continuous month during
which payment is made for the equipment under this paragraph—


(I) the supplier furnishing such equipment under this subsection shall continue to
furnish the equipment during any period of medical need for the remainder of the
reasonable useful lifetime of the equipment, as determined by the Secretary;


(II) payments for oxygen shall continue to be made in the amount recognized for
oxygen under paragraph (9) for the period of medical need; and


(III) maintenance and servicing payments shall, if the Secretary determines such
payments are reasonable and necessary, be made (for parts and labor not covered by
the supplier’s or manufacturer’s warranty, as determined by the Secretary to be
appropriate for the equipment), and such payments shall be in an amount determined
to be appropriate by the Secretary.


(6) P������ ��� ����� ������� ����� (����� ���� ������� ������� ���������).—Payment for
other covered items (other than durable medical equipment and other covered items described in
paragraph (3), (4), or (5)) shall be made in a lump-sum amount for the purchase of the item in the
amount of the purchase price recognized under paragraph (8).


(7) P������ ��� ����� ����� �� ������� ������� ���������.—
(A) P������.—In the case of an item of durable medical equipment not described in


paragraphs (2) through (6), the following rules shall apply:
(i) R�����.—


(I) I� �������.—Except as provided in clause (iii), payment for the item shall be made
on a monthly basis for the rental of the item during the period of medical need (but
payments under this clause may not extend over a period of continuous use (as
determined by the Secretary) of longer than 13 months).


(II) P������ ������.—Subject to subclause (III) andsubparagraph (B), the amount
recognized for the item, for each of the first 3 months of such period, is 10 percent of
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the purchase price recognized under paragraph (8) with respect to the item, and, for
each of the remaining months of such period, is 7.5 percent of such purchase price.


(III) For purposes of payment for powerdriven wheelchairs, subclause (II) shall be
applied by substituting “15 percent”and “6 percent”for “10 percent”and “7.5 percent”,
respectively.


(ii) O�������� ����� ������.—On the first day that begins after the 13th continuous
month during which payment is made for the rental of an item under clause (i), the supplier
of the item shall transfer title to the item to the individual.


(iii) P������� ��������� ������ ��� �������, �������������� �����-������ �����������.
—In the case of a complex, rehabilitative power-driven wheelchair, at the time the supplier
furnishes the item, the supplier shall offer the individual the option to purchase the item,
and payment for such item shall be made on a lump-sum basis if the individual exercises
such option.


(iv) M���������� ��� ���������.—After the supplier transfers title to the item under
clause (ii) or in the case of a power-driven wheelchair for which a purchase agreement has
been entered into under clause (iii), maintenance and servicing payments shall, if the
Secretary determines such payments are reasonable and necessary, be made (for parts and
labor not covered by the supplier’s or manufacturer’s warranty, as determined by the
Secretary to be appropriate for the particular type of durable medical equipment), and
such payments shall be in an amount determined to be appropriate by the Secretary.


(B) R���� ��� ������ �������.—
(i) F�� 1989.—For items furnished during 1989, the payment amount recognized under


subparagraph (A)(i) shall not be more than 115 percent, and shall not be less than 85
percent, of the prevailing charge established for rental of the item in January 1987,
increased by the percentage increase in the consumer price index for all urban consumers
(U.S. city average) for the 6-month period ending with December 1987.


(ii) F�� 1990.—For items furnished during 1990, clause (i) shall apply in the same manner
as it applies to items furnished during 1989.


(C) R���������� �� �����.—
(i) E������������ �� ���������� ������ ��������.—In accordance with clause (iii), the


Secretary shall determine and establish a reasonable useful lifetime for items of durable
medical equipment for which payment may be made under this paragraph.


(ii) P������ ��� ����������� �����.—If the reasonable lifetime of such an item, as so
established, has been reached during a continuous period of medical need, or the carrier
determines that the item is lost or irreparably damaged, the patient may elect to have
payment for an item serving as a replacement for such item made—


(I) on a monthly basis for the rental of the replacement item in accordance with
subparagraph (A); or


(II) in the case of an item for which a purchase agreement has been entered into
under subparagraph (A)(iii), in a lump-sum amount for the purchase of the item.


(iii) L����� �� ���������� ������ ��������.—The reasonable useful lifetime of an item of
durable medical equipment under this subparagraph shall be equal to 5 years, except that,
if the Secretary determines that, on the basis of prior experience in making payments for
such an item under this title, a reasonable useful lifetime of 5 years is not appropriate with
respect to a particular item, the Secretary shall establish an alternative reasonable lifetime
for such item.


(8) P������� ����� ���������� ��� ������������� ������� ��� �����.—For purposes of paragraphs
(6) and (7), the amount that is recognized under this paragraph as the purchase price for a covered
item is the amount described in subparagraph (C) of this paragraph, determined as follows:


(A) C���������� �� ����� �������� �����.—Each carrier under section 1842 shall compute a
base local purchase price for the item as follows:


(i) The carrier shall compute a base local purchase price, for each item described—
(I) in paragraph (6) equal to the average reasonable charge in the locality for the


purchase of the item for the 12-month period ending with June 1987, or
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(II) in paragraph (7) equal to the average of the purchase prices on the claims
submitted on an assignment-related basis for the unused item supplied during the 6-
month period ending with December 1986.


(ii) The carrier shall compute a local purchase price, with respect to the furnishing of each
particular item—


(I) in 1989 and 1990, equal to the base local purchase price computed under clause
(i) increased by the percentage increase in the consumer price index for all urban
consumers (U.S. city average) for the 6-month period ending with December 1987,


(II) in 1991, equal to the local purchase price computed under this clause for the
previous year, increased by the covered item update for 1991, and decreased by the
percentage by which the average of the reasonable charges for claims paid for all
items described in paragraph (7) is lower than the average of the purchase prices
submitted for such items during the final 9 months of 1988; or


(III) in 1992, 1993, and 1994 equal to the local purchase price computed under this
clause for the previous year increased by the covered item update for the year.


(B) C���������� �� �������� ������� �������� �����.—With respect to the furnishing of a
particular item in a year, the Secretary shall compute a national limited purchase price—


(i) for 1991, equal to the local purchase price computed under subparagraph (A)(ii) for
the item for the year, except that such national limited purchase price may not exceed 100
percent of the weighted average of all local purchase prices for the item computed under
such subparagraph for the year, and may not be less than 85 percent of the weighted
average of all local purchase prices for the item computed under such subparagraph for
the year;


(ii) for 1992 and 1993, the amount determined under this subparagraph for the
preceding year increased by the covered item update for such subsequent year;


(iii) for 1994, the local purchase price computed under subparagraph (A)(ii) for the item
for the year, except that such national limited purchase price may not exceed 100 percent
of the median of all local purchase prices computed for the item under such subparagraph
for the year and may not be less than 85 percent of the median of all local purchase prices
computed under such subparagraph for the item for the year;


(iv) for 1995, 1996, and 1997, equal to the amount determined under this subparagraph
for the preceding year increased by the covered item update for such subsequent year;


(v) for 1998, 75 percent of the amount determined under this subparagraph for 1997;
and


(vi) for 1999 and each subsequent year, 70 percent of the amount determined under this
subparagraph for 1997.


(C) P������� ����� ����������.—For purposes of paragraphs (6) and (7), the amount that is
recognized under this paragraph as the purchase price for each item furnished—


(i) in 1989 or 1990, is 100 percent of the local purchase price computed under
subparagraph (A)(ii)(I);


(ii) in 1991, is the sum of (I) 67 percent of the local purchase price computed under
subparagraph (A)(ii)(II) for 1991, and (II) 33 percent of the national limited purchase price
computed under subparagraph (B) for 1991;


(iii) in 1992, is the sum of (I) 33 percent of the local purchase price computed under
subparagraph (A)(ii)(III) for 1992, and (II) 67 percent of the national limited purchase price
computed under subparagraph (B) for 1992; and


(iv) in 1993 or a subsequent year, is the national limited purchase price computed under
subparagraph (B) for that year.


(9) M������ ������� ������ ���������� ���� ������� �� ������ ��� ������ ���������.—For
purposes of paragraph (5), the amount that is recognized under this paragraph for payment for
oxygen and oxygen equipment is the monthly payment amount described in subparagraph (C) of
this paragraph. Such amount shall be computed separately (i) for all items of oxygen and oxygen
equipment (other than portable oxygen equipment) and (ii) for portable oxygen equipment (each
such group referred to in this paragraph as an “item”).
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(A) C���������� �� ����� ������� ������� ����.—Each carrier under this section shall
compute a base local payment rate for each item as follows:


(i) The carrier shall compute a base local average monthly payment rate per beneficiary
as an amount equal to (I) the total reasonable charges for the item during the 12-month
period ending with December 1986, divided by (II) the total number of months for all
beneficiaries receiving the item in the area during the 12-month period for which the
carrier made payment for the item under this title.


(ii) The carrier shall compute a local average monthly payment rate for the item
applicable—


(I) to 1989 and 1990, equal to 95 percent of the base local average monthly
payment rate computed under clause (i) for the item increased by the percentage
increase in the consumer price index for all urban consumers (U.S. city average) for the
6-month period ending with December 1987, or


(II) to 1991, 1992, 1993, and 1994 equal to the local average monthly payment rate
computed under this clause for the item for the previous year increased by the
covered item increase for the year.


(B) C���������� �� �������� ������� ������� ������� ����.—With respect to the furnishing
of an item in a year, the Secretary shall compute a national limited monthly payment rate equal
to—


(i) for 1991, the local monthly payment rate computed under subparagraph (A)(ii)(II) for
the item for the year, except that such national limited monthly payment rate may not
exceed 100 percent of the weighted average of all local monthly payment rates computed
for the item under such subparagraph for the year, and may not be less than 85 percent of
the weighted average of all local monthly payment rates computed for the item under such
subparagraph for the year;


(ii) for 1992 and 1993, the amount determined under this subparagraph for the
preceding year increased by the covered item update for such subsequent year;


(iii) for 1994, the local monthly payment rate computed under subparagraph (A)(ii) for
the item for the year, except that such national limited monthly payment rate may not
exceed 100 percent of the median of all local monthly payment rates computed for the
item under such subparagraph for the year and may not be less than 85 percent of the
median of all local monthly payment rates computed for the item under such
subparagraph for the year;


(iv) for 1995, 1996, and 1997, equal to the amount determined under this subparagraph
for the preceding year increased by the covered item update for such subsequent year;


(v) for 1998, 75 percent of the amount determined under this subparagraph for 1997;
and


(vi) for 1999 and each subsequent year, 70 percent of the amount determined under this
subparagraph for 1997.


(C) M������ ������� ������ ����������.—For purposes of paragraph (5), the amount that
is recognized under this paragraph as the base monthly payment amount for each item
furnished—


(i) in 1989 and in 1990, is 100 percent of the local average monthly payment rate
computed under subparagraph (A)(ii) for the item;


(ii) in 1991, is the sum of (I) 67 percent of the local average monthly payment rate
computed under subparagraph (A)(ii)(II) for the item for 1991, and (II) 33 percent of the
national limited monthly payment rate computed under subparagraph (B)(i) for the item
for 1991;


(iii) in 1992, is the sum of (I) 33 percent of the local average monthly payment rate
computed under subparagraph (A)(ii)(II) for the item for 1992, and (II) 67 percent of the
national limited monthly payment rate computed under subparagraph (B)(ii) for the item
for 1992; and


(iv) in a subsequent year, is the national limited monthly payment rate computed under
subparagraph (B) for the item for that year.


(D) A�������� �� ������ �������.—
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(i) I� �������.—Subject to clause (ii), the Secretary may establish separate classes for any
item of oxygen and oxygen equipment and separate national limited monthly payment
rates for each of such classes.


(ii) B����� ����������.—The Secretary may take actions under clause (i) only to the
extent such actions do not result in expenditures for any year to be more or less than the
expenditures which would have been made if such actions had not been taken.


(10) E��������� ��� �����������.—
(A) A���� ������� ����������� ������ ������.—Exceptions to the amounts recognized under


the previous provisions of this subsection shall be made to take into account the unique
circumstances of covered items furnished in Alaska, Hawaii, or Puerto Rico.


(B) A��������� ��� �������� ��������������.—The Secretary is authorized to apply the
provisions of paragraphs (8) and (9) of section 1842(b) to covered items and suppliers of such
items and payments under this subsection in an area and with respect to covered items and
services for which the Secretary does not make a payment amount adjustment under paragraph
(1)(F).


(C) T������������� ���������� ����� ���������� (����).—In order to permit an attending
physician time to determine whether the purchase of a transcutaneous electrical nerve
stimulator is medically appropriate for a particular patient, the Secretary may determine an
appropriate payment amount for the initial rental of such item for a period of not more than 2
months. If such item is subsequently purchased, the payment amount with respect to such
purchase is the payment amount determined under paragraph (2).


(11) I������� ������� ��� ����������� �� ��������� �����.—
(A) I������� ������� ��� ������� ������ �����.—Notwithstanding any other provision of this


title, a supplier of a covered item for which payment is made under this subsection and which is
furnished on a rental basis shall continue to supply the item without charge (other than a
charge provided under this subsection for the maintenance and servicing of the item) after
rental payments may no longer be made under this subsection. If a supplier knowingly and
willfully violates the previous sentence, the Secretary may apply sanctions against the supplier
under section 1842(j)(2) in the same manner such sanctions may apply with respect to a
physician.


(B) R���������� �� ��������� �����.—
(i) I� �������.—The Secretary is authorized to require, for specified covered items, that


payment may be made under this subsection with respect to the item only if a physician
enrolled under section 1866(j) or an eligible professional under section 1848(k)(3)(B) that is
enrolled under section 1866(j)


(ii)[137] R����������� ��� ���� �� ���� ���������.—The Secretary shall require that
such an order be written pursuant to documenting such physician, physician assistant,
practitioner, or specialist has had a face-to-face encounter  a physician, a physician
assistant, a nurse practitioner, or a clinical nurse specialist (as those terms are defined in
section 1861(aa)(5))  (including through use of telehealth under subsection (m) and
other than with respect to encounters that are incident to services involved) with the
individual involved during the 6- month period preceding such written order, or other
reasonable timeframe as determined by the Secretary.


(12) R������� ��������.—The Secretary may designate, by regulation under section 1842, one
carrier for one or more entire regions to process all claims within the region for covered items under
this section.


(13) C������ ����.—In this subsection, the term “covered item” means durable medical
equipment (as defined in section 1861(n)), including such equipment described in section 1861(m)
(5), but not including implantable items for which payment may be made under section 1833(t).


(14) C������ ���� ������.—In this subsection, the term “covered item update” means, with
respect to a year—


(A) for 1991 and 1992, the percentage increase in the consumer price index for all urban
consumers (U.S. city average) for 12-month period ending with June of the previous year
reduced by 1 percentage point;


(B) for 1993, 1994, 1995, 1996, and 1997, the percentage increase in the consumer price index
for all urban consumers (U.S. city average) for the 12-month period ending with June of the


[138]


[139]
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previous year;
(C) for each of the years 1998 through 2000, 0 percentage points;
(D) for 2001, the percentage increase in the consumer price index for all urban consumers


(U.S. city average) for the 12-month period ending with June 2000;
(E) for 2002, 0 percentage points;
(F) for 2003, the percentage increase in the consumer price index for all urban consumers


(U.S. urban average) for the 12-month period ending with June of 2002;
(G) for 2004 through 2006—


(i) subject to clause (ii), in the case of class III medical devices described in section 513(a)
(1)(C) of the Federal Food, Drug, and Cosmetic Act  (21 U.S.C. 360(c)(1)(C)), the
percentage increase described in subparagraph (B) for the year involved; and


(ii) in the case of covered items not described in clause (i), 0 percentage points;
(H) for 2007—


(i) subject to clause (ii), in the case of class III medical devices described in section 513(a)
(1)(C) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360(c)(1)(C)), the percentage
change determined by the Secretary to be appropriate taking into account
recommendations contained in the report of the Comptroller General of the United States
under section 302(c)(1)(B) of the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003; and


(ii) in the case of covered items not described in clause (i), 0 percentage points;
(I) for 2008—


(i) subject to clause (ii), in the case of class III medical devices described in section 513(a)
(1)(C) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360(c)(1)(C)), the percentage
increase described in subparagraph (B) (as applied to the payment amount for 2007
determined after the application of the percentage change under subparagraph (H)(i)); and


(ii) in the case of covered items not described in clause (i), 0 percentage points;
(J) for 2009—


(i) in the case of items and services furnished in any geographic area, if such items or
services were selected for competitive acquisition in any area under the competitive
acquisition program under section 1847(a)(1)(B)(i)(I) before July 1, 2008, including related
accessories but only if furnished with such items and services selected for such competition
and diabetic supplies but only if furnished through mail order, - 9.5 percent; or


(ii) in the case of other items and services, the percentage increase in the consumer price
index for all urban consumers (U.S. urban average) for the 12- month period ending with
June 2008;


(K) for 2010, the percentage increase in the consumer price index for all urban consumers
(U.S. urban average) for the 12-month period ending with June of the previous year; and


(L) for 2011 and each subsequent year—
(i) the percentage increase in the consumer price index for all urban consumers (United


States city average) for the 12-month period ending with June of the previous year,
reduced by—


(ii) the productivity adjustment described in section 1886(b)(3)(B)(xi)(II).
The application of subparagraph (L)(ii) may result in the covered item update under this
paragraph being less than 0.0 for a year, and may result in payment rates under this subsection
for a year being less than such payment rates for the preceding year.


(15) A������ �������������� �� �������� ��� ������� �����.—
(A) D���������� �� ���� �� ����� �� ���������.—The Secretary may develop and periodically


update a list of items for which payment may be made under this subsection that the Secretary
determines, on the basis of prior payment experience, are frequently subject to unnecessary
utilization throughout a carrier’s entire service area or a portion of such area.


(B) D���������� �� ����� �� ��������� �� ���������.—The Secretary may develop and
periodically update a list of suppliers of items for which payment may be made under this
subsection with respect to whom—


(i) the Secretary has found that a substantial number of claims for payment under this
part for items furnished by the supplier have been denied on the basis of the application of


[140]
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section 1862(a)(1); or
(ii) the Secretary has identified a pattern of overutilization resulting from the business


practice of the supplier.
(C) D������������� �� �������� �� �������.—A carrier shall determine in advance of delivery


of an item whether payment for the item may not be made because the item is not covered or
because of the application of section 1862(a)(1) if—


(i) the item is included on the list developed by the Secretary under subparagraph (A);
(ii) the item is furnished by a supplier included on the list developed by the Secretary


under subparagraph (B); or
(iii) the item is a customized item (other than inexpensive items specified by the


Secretary) and the patient to whom the item is to be furnished or the supplier requests that
such advance determination be made.


(16) D��������� �� ����������� ��� ������ ����.—The Secretary shall not provide for the
issuance (or renewal) of a provider number for a supplier of durable medical equipment, for
purposes of payment under this part for durable medical equipment furnished by the supplier,
unless the supplier provides the Secretary on a continuing basis—


(A) with—
(i) full and complete information as to the identity of each person with an ownership or


control interest (as defined in section 1124(a)(3)) in the supplier or in any subcontractor (as
defined by the Secretary in regulations) in which the supplier directly or indirectly has a 5
percent or more ownership interest; and


(ii) to the extent determined to be feasible under regulations of the Secretary, the name
of any disclosing entity (as defined in section 1124(a)(2)) with respect to which a person
with such an ownership or control interest in the supplier is a person with such an
ownership or control interest in the disclosing entity; and


(B) with a surety bond in a form specified by the Secretary and in an amount that is not less
than $50,000.


The Secretary may waive the requirement of a bond under subparagraph (B) in the case of a supplier
that provides a comparable surety bond under State law. The Secretary, at the Secretary’s discretion,
may impose the requirements of the first sentence with respect to some or all providers of items or
services under part A or some or all suppliers or other persons (other than physicians or other
practitioners, as defined in section 1842(b)(18)(C)) who furnish items or services under this part.


(17) P���������� ������� ����������� ��������� �������� �� ���������.—
(A) I� �������.—A supplier of a covered item under this subsection may not contact an


individual enrolled under this part by telephone regarding the furnishing of a covered item to
the individual unless 1 of the following applies:


(i) The individual has given written permission to the supplier to make contact by
telephone regarding the furnishing of a covered item.


(ii) The supplier has furnished a covered item to the individual and the supplier is
contacting the individual only regarding the furnishing of such covered item.


(iii) If the contact is regarding the furnishing of a covered item other than a covered item
already furnished to the individual, the supplier has furnished at least 1 covered item to the
individual during the 15-month period preceding the date on which the supplier makes
such contact.


(B) P���������� ������� ��� ����� ��������� ���������� �� ����������� ��������.—If a
supplier knowingly contacts an individual in violation of subparagraph (A), no payment may be
made under this part for any item subsequently furnished to the individual by the supplier.


(C) E�������� ���� ������� ��� ��������� �������� �� ������� �� ����������� ��������.—If
a supplier knowingly contacts individuals in violation of subparagraph (A) to such an extent that
the supplier’s conduct establishes a pattern of contacts in violation of such subparagraph, the
Secretary shall exclude the supplier from participation in the programs under this Act, in
accordance with the procedures set forth in subsections (c), (f), and (g) of section 1128.


(18) R����� �� ������� ��������� ��� ������� ���������� �����.—
(A) I� �������.—If a nonparticipating supplier furnishes to an individual enrolled under this


part a covered item for which no payment may be made under this part by reason of paragraph
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(17)(B), the supplier shall refund on a timely basis to the patient (and shall be liable to the
patient for) any amounts collected from the patient for the item, unless—


(i) the supplier establishes that the supplier did not know and could not reasonably have
been expected to know that payment may not be made for the item by reason of
paragraph (17)(B), or


(ii) before the item was furnished, the patient was informed that payment under this part
may not be made for that item and the patient has agreed to pay for that item.


(B) S��������.—If a supplier knowingly and willfully fails to make refunds in violation of
subparagraph (A), the Secretary may apply sanctions against the supplier in accordance with
section 1842(j)(2).


(C) N�����.—Each carrier with a contract in effect under this part with respect to suppliers of
covered items shall send any notice of denial of payment for covered items by reason of
paragraph (17)(B) and for which payment is not requested on an assignment-related basis to
the supplier and the patient involved.


(D) T����� ����� �������.—A refund under subparagraph (A) is considered to be on a timely
basis only if—


(i) in the case of a supplier who does not request reconsideration or seek appeal on a
timely basis, the refund is made within 30 days after the date the supplier receives a denial
notice under subparagraph (C), or


(ii) in the case in which such a reconsideration or appeal is taken, the refund is made
within 15 days after the date the supplier receives notice of an adverse determination on
reconsideration or appeal.


(19) C������ �������� �����.—
(A) I���������’� ����� �� ������ �������� ����.—Notwithstanding any other provision of


this title, the Secretary may issue regulations under which an individual may purchase or rent
from a supplier an item of upgraded durable medical equipment for which payment would be
made under this subsection if the item were a standard item.


(B) P������� �� ��������.—In the case of the purchase or rental of an upgraded item under
subparagraph (A)—


(i) the supplier shall receive payment under this subsection with respect to such item as if
such item were a standard item; and


(ii) the individual purchasing or renting the item shall pay the supplier an amount equal
to the difference between the supplier’s charge and the amount under clause (i).


In no event may the supplier’s charge for an upgraded item exceed the applicable fee schedule
amount (if any) for such item.


(C) C������� ���������� ����������.—Any regulations under subparagraph (A) shall
provide for consumer protection standards with respect to the furnishing of upgraded
equipment under subparagraph (A). Such regulations shall provide for—


(i) determination of fair market prices with respect to an upgraded item;
(ii) full disclosure of the availability and price of standard items and proof of receipt of


such disclosure information by the beneficiary before the furnishing of the upgraded item;
(iii) conditions of participation for suppliers in the billing arrangement;
(iv) sanctions of suppliers who are determined to engage in coercive or abusive practices,


including exclusion; and
(v) such other safeguards as the Secretary determines are necessary.


(20) I������������� �� ������� ���������.—
(A) I� �������.—Subject to subparagraph (C), the Secretary shall establish and implement


quality standards for suppliers of items and services described in subparagraph (D) to be
applied by recognized independent accreditation organizations (as designated under
subparagraph (B)) and with which such suppliers shall be required to comply in order to—


(i) furnish any such item or service for which payment is made under this part; and
(ii) receive or retain a provider or supplier number used to submit claims for


reimbursement for any such item or service for which payment may be made under this
title.
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(B) D���������� �� ����������� ������������� �������������.—Not later than the date that
is 1 year after the date on which the Secretary implements the quality standards under
subparagraph (A), notwithstanding section 1865(a), the Secretary shall designate and approve
one or more independent accreditation organizations for purposes of such subparagraph.


(C) Q������ ���������.—The quality standards described in subparagraph (A) may not be less
stringent than the quality standards that would otherwise apply if this paragraph did not apply
and shall include consumer services standards.


(D) I���� ��� �������� ���������.—The items and services described in this subparagraph are
the following items and services, as the Secretary determines appropriate:


(i) Covered items (as defined in paragraph (13)) for which payment may otherwise be
made under this subsection.


(ii) Prosthetic devices and orthotics and prosthetics described in section 1834(h)(4).
(iii) Items and services described in section 1842(s)(2).


(E) I�������������.—The Secretary may establish by program instruction or otherwise the
quality standards under this paragraph, including subparagraph (F), after consultation with
representatives of relevant parties. Such standards shall be applied prospectively and shall be
published on the Internet website of the Centers for Medicare and Medicaid Services.


(F) A���������� �� ������������� �����������.—In implementing quality standards under this
paragraph—


(i) subject to clause (ii) and subparagraph (G), the Secretary shall require suppliers
furnishing items and services described in subparagraph (D) on or after October 1, 2009,
directly or as a subcontractor for another entity, to have submitted to the Secretary
evidence of accreditation by an accreditation organization designated under subparagraph
(B) as meeting applicable quality standards , except that the Secretary shall not require
under this clause pharmacies to obtain such accreditation before January 1, 2010, except
that the Secretary shall not require a pharmacy to have submitted to the Secretary such
evidence of accreditation prior to January 1, 2011; and


(ii) in applying such standards and the accreditation requirement of clause (i) with
respect to eligible professionals (as defined in section 1848(k)(3)(B)), and including such
other persons, such as orthotists and prosthetists, as specified by the Secretary, furnishing
such items and services—


(I) such standards and accreditation requirement shall not apply to such
professionals and persons unless the Secretary determines that the standards being
applied are designed specifically to be applied to such professionals and persons; and


(II) the Secretary may exempt such professionals and persons from such standards
and requirement if the Secretary determines that licensing, accreditation, or other
mandatory quality requirements apply to such professionals and persons with respect
to the furnishing of such items and services.


(G)A���������� �� ������������� ����������� �� ������� ����������.—
(i) I� �������.—With respect to items and services furnished on or after January 1, 2011,


in implementing quality standards under this paragraph—
(I) subject to subclause (II), in applying such standards and the accreditation


requirement of subparagraph (F)(i) with respect to pharmacies described in clause (ii)
furnishing such items and services, such standards and accreditation requirement shall
not apply to such pharmacies; and


(II) the Secretary may apply to such pharmacies an alternative accreditation
requirement established by the Secretary if the Secretary determines such alternative
accreditation requirement is more appropriate for such pharmacies.


(ii) P��������� ���������.—A pharmacy described in this clause is a pharmacy that meets
each of the following criteria:


(I) The total billings by the pharmacy for such items and services under this title are
less than 5 percent of total pharmacy sales, as determined based on the average total
pharmacy sales for the previous 3 calendar years, 3 fiscal years, or other yearly period
specified by the Secretary.
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(II) The pharmacy has been enrolled under section 1866(j) as a supplier of durable
medical equipment, prosthetics, orthotics, and supplies, has been issued (which may
include the renewal of) a provider number for at least 5 years, and for which a final
adverse action (as defined in section 424.57(a) of title 42, Code of Federal Regulations)
has not been imposed in the past 5 years.


(III) The pharmacy submits to the Secretary an attestation, in a form and manner,
and at a time, specified by the Secretary, that the pharmacy meets the criteria
described in subclauses (I) and (II). Such attestation shall be subject to section 1001 of
title 18, United States Code.


(IV) The pharmacy agrees to submit materials as requested by the Secretary, or
during the course of an audit conducted on a random sample of pharmacies selected
annually, to verify that the pharmacy meets the criteria described in subclauses (I) and
(II). Materials submitted under the preceding sentence shall include a certification by
an accountant on behalf of the pharmacy or the submission of tax returns filed by the
pharmacy during the relevant periods, as requested by the Secretary.


(21) S������ ������� ���� ��� ��������� ����� ��� ��������.—
(A) I� �������.—Notwithstanding the preceding provisions of this subsection, for specified


items and supplies (described in subparagraph (B)) furnished during 2005, the payment amount
otherwise determined under this subsection for such specified items and supplies shall be
reduced by the percentage difference between—


(i) the amount of payment otherwise determined for the specified item or supply under
this subsection for 2002, and


(ii) the amount of payment for the specified item or supply under chapter 89 of title 5,
United States Code, as identified in the column entitled “Median FEHP Price” in the table
entitled “SUMMARY OF MEDICARE PRICES COMPARED TO VA, MEDICAID, RETAIL, AND
FEHP PRICES FOR 16 ITEMS” included in the Testimony of the Inspector General before the
Senate Committee on Appropriations, June 12, 2002, or any subsequent report by the
Inspector General.


(B) S�������� ���� �� ������ ���������.—For purposes of subparagraph (A), a specified item or
supply means oxygen and oxygen equipment, standard wheelchairs (including standard power
wheelchairs), nebulizers, diabetic supplies consisting of lancets and testing strips, hospital beds,
and air mattresses, but only if the HCPCS code for the item or supply is identified in a table
referred to in subparagraph (A)(ii).


(C) A���������� �� ������ �� ������� ������� ������.—The covered item update under
paragraph (14) for specified items and supplies for 2006 and each subsequent year shall be
applied to the payment amount under subparagraph (A) unless payment is made for such items
and supplies under section 1847.


(22)[141] S������ ������� ���� ��� �������� ��������.—Notwithstanding the preceding provisions
of this subsection, for purposes of determining the payment amount under this subsection for
diabetic supplies furnished on or after the first day of the calendar quarter during 2013 that is at
least 30 days after the date of the enactment of this paragraph and before the date described in
paragraph (1)(H)(ii), the Secretary shall recalculate and apply the covered item update under
paragraph (14) as if subparagraph (J)(i) of such paragraph was amended by striking “but only if
furnished through mail order”.


(b) F�� S�������� ��� R���������� S�������.—
(1) D����������.—The Secretary shall develop—


(A) a relative value scale to serve as the basis for the payment for radiologist services under
this part, and


(B) using such scale and appropriate conversion factors and subject to subsection (c)(1)(A),
fee schedules (on a regional, statewide, locality, or carrier service area basis) for payment for
radiologist services under this part, to be implemented for such services furnished during 1989.


(2) C�����������.—In carrying out paragraph (1), the Secretary shall regularly consult closely with
the Physician Payment Review Commission, the American College of Radiology, and other
organizations representing physicians or suppliers who furnish radiologist services and shall share
with them the data and data analysis being used to make the determinations under paragraph (1),
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including data on variations in current medicare payments by geographic area, and by service and
physician specialty.


(3) C�������������.—In developing the relative value scale and fee schedules under paragraph
(1), the Secretary—


(A) shall take into consideration variations in the cost of furnishing such services among
geographic areas and among different sites where services are furnished, and


(B) may also take into consideration such other factors respecting the manner in which
physicians in different specialties furnish such services as may be appropriate to assure that
payment amounts are equitable and designed to promote effective and efficient provision of
radiologist services by physicians in the different specialties.


(4) S������.—
(A) B����� ������� ��� ���������.—The Secretary shall develop preliminary fee schedules for


1989, which are designed to result in the same amount of aggregate payments (net of any
coinsurance and deductibles under sections 1833(a)(1)(J) and 1833(b)) for radiologist services
furnished in 1989 as would have been made if this subsection had not been enacted.


(B) I������ �������.—The fee schedules established for payment purposes under this
subsection for services furnished in 1989 shall be 97 percent of the amounts permitted under
these preliminary fee schedules developed under subparagraph (A).


(C) 1990 ��� ���������.—For radiologist services (other than portable X-ray services)
furnished under this part during 1990, after March 31 of such year, the conversion factors used
under this subsection shall be 96 percent of the conversion factors that applied under this
subsection as of December 31, 1989.


(D) 1991 ��� ���������.—For radiologist services (other than portable X–ray services)
furnished under this part during 1991, the conversion factors used in a locality under this
subsection shall, subject to clause (vii), be reduced to the adjusted conversion factor for the
locality determined as follows:


(i) N������� �������� ������� ���������� ������.—The Secretary shall estimate the
national weighted average of the conversion factors used under this subsection for services
furnished during 1990 beginning on April 1, using the best available data.


(ii) R������ �������� �������� �������.—The national weighted average estimated
under clause (i) shall be reduced by 13 percent.


(iii) C���������� �� 1990 �������� ����� �������� �� �������� �������.—The Secretary
shall establish an index which reflects, for each locality, the ratio of the conversion factor
used in the locality under this subsection to the national weighted average estimated
under clause (i).


(iv) A������� ���������� ������.—The adjusted conversion factor for the professional or
technical component of a service in a locality is the sum of 1/2 of the locally-adjusted
amount determined under clause (v) and 1/2 of the GPCI-adjusted amount determined
under clause (vi).


(v) L������-�������� ������.—For purposes of clause (iv), the locally adjusted amount
determined under this clause is the product of (I) the national weighted average conversion
factor computed under clause (ii), and (II) the index value established under clause (iii) for
the locality.


(vi) GPCI-�������� ������.—For purposes of clause (iv), the GPCI-adjusted amount
determined under this clause is the sum of—


(I) the product of (a) the portion of the reduced national weighted average
conversion factor computed under clause (ii) which is attributable to physician work
and (b) the geographic work index value for the locality (specified in Addendum C to
the Model Fee Schedule for Physician Services (published on September 4, 1990, 55
Federal Register pp. 36238-36243)); and


(II) the product of (a) the remaining portion of the reduced national weighted
average conversion factor computed under clause (ii), and (b) the geographic practice
cost index value specified in section 1842(b)(14)(C)(iv) for the locality.


In applying this clause with respect to the professional component of a service, 80 percent
of the conversion factor shall be considered to be attributable to physician work and with
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respect to the technical component of the service, 0 percent shall be considered to be
attributable to physician work.


(vii) L����� �� ���������� ������.—The conversion factor to be applied to a locality to
the professional or technical component of a service shall not be reduced under this
subparagraph by more than 9.5 percent below the conversion factor applied in the locality
under subparagraph (C) to such component, but in no case shall the conversion factor be
less than 60 percent of the national weighted average of the conversion factors (computed
under clause (i)).


(E) R��� ��� ������� �������� ��������.—In the case of the technical components of
magnetic resonance imaging (MRI) services and computer assisted tomography (CAT) services
furnished after December 31, 1990, the amount otherwise payable shall be reduced by 10
percent.


(F) S��������� ��������.—For radiologist services furnished in subsequent years, the fee
schedules shall be the schedules for the previous year updated by the percentage increase in
the MEI (as defined in section 1842(i)(3)) for the year.


(G) N��������������� ���������� ��� ���������.—Each fee schedule so established shall
provide that the payment rate recognized for nonparticipating physicians and suppliers is equal
to the appropriate percent (as defined in section 1842(b)(4)(A)(iv)) of the payment rate
recognized for participating physicians and suppliers.


(5) L������� ������� �� ���������������� ���������� ��� ���������.—
(A) I� �������.—In the case of radiologist services furnished after January 1, 1989, for which


payment is made under a fee schedule under this subsection, if a nonparticipating physician or
supplier furnishes the service to an individual entitled to benefits under this part, the physician
or supplier may not charge the individual more than the limiting charge (as defined in
subparagraph (B)).


(B) L������� ������ �������.—In subparagraph (A), the term “limiting charge” means, with
respect to a service furnished—


(i) in 1989, 125 percent of the amount specified for the service in the appropriate fee
schedule established under paragraph (1),


(ii) in 1990, 120 percent of the amount specified for the service in the appropriate fee
schedule established under paragraph (1), and


(iii) after 1990, 115 percent of the amount specified for the service in the appropriate fee
schedule established under paragraph (1).


(C) E����������.—If a physician or supplier knowingly and willfully bills in violation of
subparagraph (A), the Secretary may apply sanctions against such physician or supplier in
accordance with section 1842(j)(2) in the same manner as such sanctions may apply to a
physician.


(6) R���������� �������� �������.—For the purposes of this subsection and section 1833(a)(1)(J),
the term “radiologist services” only includes radiology services performed by, or under the direction
or supervision of, a physician—


(A) who is certified, or eligible to be certified, by the American Board of Radiology, or
(B) for whom radiology services account for at least 50 percent of the total amount of


charges made under this part.
(c) P������ ��� S�������� ��� S�������� M����������.—


(1) I� �������.—With respect to expenses incurred for screening mammography (as defined in
section 1861(jj)), payment may be made only—


(A) for screening mammography conducted consistent with the frequency permitted under
paragraph (2); and


(B) if the screening mammography is conducted by a facility that has a certificate (or
provisional certificate) issued under section 354 of the Public Health Service Act .


(2) F�������� �������.—
(A) I� �������.—Subject to revision by the Secretary under subparagraph (B)—


(i) no payment may be made under this part for screening mammography performed on
a woman under 35 years of age;
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(ii) payment may be made under this part for only one screening mammography
performed on a woman over 34 years of age, but under 40 years of age; and


(iii) in the case of a woman over 39 years of age, payment may not be made under this
part for screening mammography performed within 11 months following the month in
which a previous screening mammography was performed.


(B) R������� �� ���������.—
(i) R�����.—The Secretary, in consultation with the Director of the National Cancer


Institute, shall review periodically the appropriate frequency for performing screening
mammography, based on age and such other factors as the Secretary believes to be
pertinent.


(ii) R������� �� ���������.—The Secretary, taking into consideration the review made
under clause (i), may revise from time to time the frequency with which screening
mammography may be paid for under this subsection.


(d) F�������� L����� ��� P������ ��� C��������� C����� S�������� T����.—
(1) S�������� �����-������ ����� �����.—


(A) P������ ������.—The payment amount for colorectal cancer screening tests consisting
of screening fecal-occult blood tests is equal to the payment amount established for diagnostic
fecal-occult blood tests under section 1833(h).


(B) F�������� �����.—No payment may be made under this part for a colorectal cancer
screening test consisting of a screening fecal-occult blood test—


(i) if the individual is under 50 years of age; or
(ii) if the test is performed within the 11 months after a previous screening fecal-occult


blood test.
(2) S�������� �������� ���������������.—


(A) F�� ��������.—With respect to colorectal cancer screening tests consisting of screening
flexible sigmoidoscopies, payment under section 1848 shall be consistent with payment under
such section for similar or related services.


(B) P������ �����.—In the case of screening flexible sigmoidoscopy services, payment under
this part shall not exceed such amount as the Secretary specifies, based upon the rates
recognized for diagnostic flexible sigmoidoscopy services.


(C) F������� ������� �����.—
(i) I� �������.—Notwithstanding subsections (i)(2)(A) and (t) of section 1833, in the case


of screening flexible sigmoidoscopy services furnished on or after January 1, 1999, that—
(I) in accordance with regulations, may be performed in an ambulatory surgical


center and for which the Secretary permits ambulatory surgical center payments under
this part,


(II) are performed in an ambulatory surgical center or hospital outpatient
department, payment under this part shall be based on the lesser of the amount under
the fee schedule that would apply to such services if they were performed in a hospital
outpatient department in an area or the amount under the fee schedule that would
apply to such services if they were performed in an ambulatory surgical center in the
same area.


(ii) L��������� �� �����������.—Notwithstanding any other provision of this title, in the
case of a beneficiary who receives the services described in clause (i)—


(I) in computing the amount of any applicable copayment, the computation of such
coinsurance shall be based upon the fee schedule under which payment is made for
the services, and


(II) the amount of such coinsurance is equal to 25 percent of the payment amount
under the fee schedule described in subclause (I).


(D) S������ ���� ��� �������� �������.—If during the course of such screening flexible
sigmoidoscopy, a lesion or growth is detected which results in a biopsy or removal of the lesion
or growth, payment under this part shall not be made for the screening flexible sigmoidoscopy
but shall be made for the procedure classified as a flexible sigmoidoscopy with such biopsy or
removal.
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(E) F�������� �����.—No payment may be made under this part for a colorectal cancer
screening test consisting of a screening flexible sigmoidoscopy—


(i) if the individual is under 50 years of age; or
(ii) if the procedure is performed within the 47 months after a previous screening flexible


sigmoidoscopy or, in the case of an individual who is not at high risk for colorectal cancer,
if the procedure is performed within the 119 months after a previous screening
colonoscopy.


(3) S�������� �����������.—
(A) F�� ��������.—With respect to colorectal cancer screening test consisting of a screening


colonoscopy, payment under section 1848 shall be consistent with payment amounts under
such section for similar or related services.


(B) P������ �����.—In the case of screening colonoscopy services, payment under this part
shall not exceed such amount as the Secretary specifies, based upon the rates recognized for
diagnostic colonoscopy services.


(C) F������� ������� �����.—
(i) I� �������.—Notwithstanding subsections (i)(2)(A) and (t) of section 1833, in the case


of screening colonoscopy services furnished on or after January 1, 1999, that are performed
in an ambulatory surgical center or a hospital outpatient department, payment under this
part shall be based on the lesser of the amount under the fee schedule that would apply to
such services if they were performed in a hospital outpatient department in an area or the
amount under the fee schedule that would apply to such services if they were performed in
an ambulatory surgical center in the same area.


(ii) L��������� �� �����������.—Notwithstanding any other provision of this title, in the
case of a beneficiary who receives the services described in clause (i)—


(I) in computing the amount of any applicable coinsurance, the computation of such
coinsurance shall be based upon the fee schedule under which payment is made for
the services, and


(II) the amount of such coinsurance is equal to 25 percent of the payment amount
under the fee schedule described in subclause (I).


(D) S������ ���� ��� �������� �������.—If during the course of such screening colonoscopy, a
lesion or growth is detected which results in a biopsy or removal of the lesion or growth,
payment under this part shall not be made for the screening colonoscopy but shall be made for
the procedure classified as a colonoscopy with such biopsy or removal.


(E) F�������� �����.—No payment may be made under this part for a colorectal cancer
screening test consisting of a screening colonoscopy for individuals at high risk for colorectal
cancer if the procedure is performed within the 23 months after a previous screening
colonoscopy or for other individuals if the procedure is performed within the 119 months after
a previous screening colonoscopy or within 47 months after a previous screening flexible
sigmoidoscopy.


(e)[143] A������������ R���������� ��� A������� D��������� I������ S�������.—
(1) I� �������.—


(A) I� �������.—Beginning with January 1, 2012, with respect to the technical component of
advanced diagnostic imaging services for which payment is made under the fee schedule
established under section 1848(b) and that are furnished by a supplier, payment may only be
made if such supplier is accredited by an accreditation organization designated by the Secretary
under paragraph (2)(B)(i).


(B) A������� ���������� ������� �������� �������.—In this subsection, the term “advanced
diagnostic imaging services” includes—


(i) diagnostic magnetic resonance imaging, computed tomography, and nuclear
medicine (including positron emission tomography); and


(ii) such other diagnostic imaging services, including services described in section
1848(b)(4)(B) (excluding X-ray, ultrasound, and fluoroscopy), as specified by the Secretary
in consultation with physician specialty organizations and other stakeholders.


(C) S������� �������.—In this subsection, the term “supplier” has the meaning given such
term in section 1861(d).
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(2) A������������ �� �������������.—
(A) F������ ��� ����������� �� ������������� �������������.—The Secretary shall consider


the following factors in designating accreditation organizations under subparagraph (B)(i) and
in reviewing and modifying the list of accreditation organizations designated pursuant to
subparagraph (C):


(i) The ability of the organization to conduct timely reviews of accreditation applications.
(ii) Whether the organization has established a process for the timely integration of new


advanced diagnostic imaging services into the organization’s accreditation program.
(iii) Whether the organization uses random site visits, site audits, or other strategies for


ensuring accredited suppliers maintain adherence to the criteria described in paragraph (3).
(iv) The ability of the organization to take into account the capacities of suppliers located


in a rural area (as defined in section 1886(d)(2)(D)).
(v) Whether the organization has established reasonable fees to be charged to suppliers


applying for accreditation.
(vi) Such other factors as the Secretary determines appropriate.


(B) D����������.—Not later than January 1, 2010, the Secretary shall designate organizations
to accredit suppliers furnishing the technical component of advanced diagnostic imaging
services. The list of accreditation organizations so designated may be modified pursuant to
subparagraph (C).


(C) R����� ��� ������������ �� ���� �� ������������� �������������.—
(i) I� �������.—The Secretary shall review the list of accreditation organizations


designated under subparagraph (B) taking into account the factors under subparagraph
(A). Taking into account the results of such review, the Secretary may, by regulation, modify
the list of accreditation organizations designated under subparagraph (B).


(ii) S������ ���� ��� �������������� ���� ����� �� ������� ���� ���� �� ����������
������������� �������������.—In the case where the Secretary removes an organization
from the list of accreditation organizations designated under subparagraph (B), any
supplier that is accredited by the organization during the period beginning on the date on
which the organization is designated as an accreditation organization under subparagraph
(B) and ending on the date on which the organization is removed from such list shall be
considered to have been accredited by an organization designated by the Secretary under
subparagraph (B) for the remaining period such accreditation is in effect.


(3) C����� ��� �������������.—The Secretary shall establish procedures to ensure that the criteria
used by an accreditation organization designated under paragraph (2)(B) to evaluate a supplier that
furnishes the technical component of advanced diagnostic imaging services for the purpose of
accreditation of such supplier is specific to each imaging modality. Such criteria shall include—


(A) standards for qualifications of medical personnel who are not physicians and who furnish
the technical component of advanced diagnostic imaging services;


(B) standards for qualifications and responsibilities of medical directors and supervising
physicians, including standards that recognize the considerations described in paragraph (4);


(C) procedures to ensure that equipment used in furnishing the technical component of
advanced diagnostic imaging services meets performance specifications;


(D) standards that require the supplier have procedures in place to ensure the safety of
persons who furnish the technical component of advanced diagnostic imaging services and
individuals to whom such services are furnished;


(E) standards that require the establishment and maintenance of a quality assurance and
quality control program by the supplier that is adequate and appropriate to ensure the
reliability, clarity, and accuracy of the technical quality of diagnostic images produced by such
supplier; and


(F) any other standards or procedures the Secretary determines appropriate.
(4) R���������� �� ��������� ��� ��� ���������� �� ������� ��������� ��� �����������


����������.—The standards described in paragraph (3)(B) shall recognize whether a medical director
or supervising physician—


(A) in a particular specialty receives training in advanced diagnostic imaging services in a
residency program;
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(B) has attained, through experience, the necessary expertise to be a medical director or a
supervising physician; Procedures.


(C) has completed any continuing medical education courses relating to such services; or
(D) has met such other standards as the Secretary determines appropriate.


(5) R��� ��� �������������� ���� ����� �� ������������.—In the case of a supplier that is
accredited before January 1, 2010, by an accreditation organization designated by the Secretary
under paragraph (2)(B) as of January 1, 2010, such supplier shall be considered to have been
accredited by an organization designated by the Secretary under such paragraph as of January 1,
2012, for the remaining period such accreditation is in effect.


(f) R�������� �� P������� ��� P�������� P�������� S������� D����� 1991.—
(1) I� �������.—For physician pathology services furnished under this part during 1991, the


prevailing charges used in a locality under this part shall be 7 percent below the prevailing charges
used in the locality under this part in 1990 after March 31.


(2) L���������.—The prevailing charge for the technical and professional components of an
physician pathology service furnished by a physician through an independent laboratory shall not
be reduced pursuant to paragraph (1) to the extent that such reduction would reduce such
prevailing charge below 115 percent of the prevailing charge for the professional component of
such service when furnished by a hospital-based physician in the same locality. For purposes of the
preceding sentence, an independent laboratory is a laboratory that is independent of a hospital and
separate from the attending or consulting physicians’ office.


(g) P������ ��� O��������� C������� A����� H������� S�������.—
(1) I� �������.—The amount of payment for outpatient critical access hospital services of a critical


access hospital is equal to 101 percent of the reasonable costs of the hospital in providing such
services, unless the hospital makes the election under paragraph (2).


(2) E������� �� ����–����� �������� ���������� ������� ������� ���� ��� �������� ���
������������ ��������.—A critical access hospital may elect to be paid for outpatient critical access
hospital services amounts equal to the sum of the following, less the amount that such hospital may
charge as described in section 1866(a)(2)(A):


(A) F������� ���.—With respect to facility services, not including any services for which
payment may be made under subparagraph (B), 101 percent of the reasonable costs of the
critical access hospital in providing such services.


(B) F�� �������� ��� ������������ ��������.—With respect to professional services otherwise
included within outpatient critical access hospital services, 115 percent of such amounts as
would otherwise be paid under this part if such services were not included in outpatient critical
access hospital services. Subsections (x) and (y) of section 1833shall not be taken into account
in determining the amounts that would otherwise be paid pursuant to the preceding sentence.


The Secretary may not require, as a condition for applying subparagraph (B) with respect to a critical
access hospital, that each physician or other practitioner providing professional services in the
hospital must assign billing rights with respect to such services, except that such subparagraph shall
not apply to those physicians and practitioners who have not assigned such billing rights.


(3) D����������� �������.—The payment amounts under this subsection shall be determined
without regard to the amount of the customary or other charge.


(4) T�������� �� �������� ���������� ���������� ��������.—No coinsurance, deductible,
copayment, or other cost–sharing otherwise applicable under this part shall apply with respect to
clinical diagnostic laboratory services furnished as an outpatient critical access hospital service.
Nothing in this title shall be construed as providing for payment for clinical diagnostic laboratory
services furnished as part of outpatient critical access hospital services, other than on the basis
described in this subsection. For purposes of the preceding sentence and section 1861(mm)(3),
clinical diagnostic laboratory services furnished by a critical access hospital shall be treated as being
furnished as part of outpatient critical access services without regard to whether the individual with
respect to whom such services are furnished is physically present in the critical access hospital, or in
a skilled nursing facility or a clinic (including a rural health clinic) that is operated by a critical access
hospital, at the time the specimen is collected.


(5) C������� �� ����� ��� ������� ��������� ���� ��–���� ���������.—In determining the
reasonable costs of outpatient critical access hospital services under paragraphs (1) and (2)(A), the
Secretary shall recognize as allowable costs, amounts (as defined by the Secretary) for reasonable


[144]



https://www.ssa.gov/OP_Home/ssact/title18/1866.htm#act-1866-a-2-a

https://www.ssa.gov/OP_Home/ssact/title18/1833.htm#act-1833-x

https://www.ssa.gov/OP_Home/ssact/title18/1833.htm#act-1833-y

https://www.ssa.gov/OP_Home/ssact/title18/1861.htm#act-1861-mm-3





10/12/2018 Social Security Act §1834


https://www.ssa.gov/OP_Home/ssact/title18/1834.htm 21/40


compensation and related costs for physicians, physician assistants, nurse practitioners, and clinical
nurse specialists who are on-call (as defined by the Secretary) to provide emergency services but
who are not present on the premises of the critical access hospital involved, and are not otherwise
furnishing services covered under this title and are not on-call at any other provider or facility.


(h) P������ ��� P��������� D������ ��� O�������� ��� P����������.—
(1) G������ ���� ��� �������.—


(A) I� �������.—Payment under this subsection for prosthetic devices and orthotics and
prosthetics shall be made in a lump-sum amount for the purchase of the item in an amount
equal to 80 percent of the payment basis described in subparagraph (B).


(B) P������ �����.—Except as provided in subparagraphs (C), (E), and (H)(i), the payment basis
described in this subparagraph is the lesser of—


(i) the actual charge for the item; or
(ii) the amount recognized under paragraph (2) as the purchase price for the item.


(C) E�������� ��� ������� ������ ���� ������ ��������.—Subparagraph (B)(i) shall not apply
to an item furnished by a public home health agency (or by another home health agency which
demonstrates to the satisfaction of the Secretary that a significant portion of its patients are low
income) free of charge or at nominal charges to the public.


(D) E�������� ������� ����.—Subject to subparagraph (H)(ii), this subsection shall constitute
the exclusive provision of this title for payment for prosthetic devices, orthotics, and prosthetics
under this part or under part A to a home health agency.


(E) E�������� ��� ������� �����.—Payment for ostomy supplies, tracheostomy supplies, and
urologicals shall be made in accordance with subparagraphs (B) and (C) of section 1834(a)(2).


(F) S������ ������� ����� ��� ������� ����������� ��� ������–���������� ���������.—
(i) I� �������.—No payment shall be made under this subsection for an item of custom–


fabricated orthotics described in clause (ii) or for an item of prosthetics unless such item is
—


(I) furnished by a qualified practitioner; and
(II) fabricated by a qualified practitioner or a qualified supplier at a facility that


meets such criteria as the Secretary determines appropriate.
(ii) D���������� �� ������–���������� ����.—


(I) I� �������.—An item described in this clause is an item of custom-fabricated
orthotics that requires education, training, and experience to custom-fabricate and
that is included in a list established by the Secretary in subclause (II). Such an item
does not include shoes and shoe inserts.


(II) L��� �� �����.—The Secretary, in consultation with appropriate experts in
orthotics (including national organizations representing manufacturers of orthotics),
shall establish and update as appropriate a list of items to which this subparagraph
applies. No item may be included in such list unless the item is individually fabricated
for the patient over a positive model of the patient.


(iii) Q�������� ������������ �������.—In this subparagraph, the term “qualified
practitioner” means a physician or other individual who—


(I) is a qualified physical therapist or a qualified occupational therapist;
(II) in the case of a State that provides for the licensing of orthotics and prosthetics,


is licensed in orthotics or prosthetics by the State in which the item is supplied; or
(III) in the case of a State that does not provide for the licensing of orthotics and


prosthetics, is specifically trained and educated to provide or manage the provision of
prosthetics and custom–designed or –fabricated orthotics, and is certified by the
American Board for Certification in Orthotics and Prosthetics, Inc. or by the Board for
Orthotist/Prosthetist Certification, or is credentialed and approved by a program that
the Secretary determines, in consultation with appropriate experts in orthotics and
prosthetics, has training and education standards that are necessary to provide such
prosthetics and orthotics.


(iv) Q�������� �������� �������.—In this subparagraph, the term “qualified supplier”
means any entity that is accredited by the American Board for Certification in Orthotics and
Prosthetics, Inc. or by the Board for Orthotist/ Prosthetist Certification, or accredited and
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approved by a program that the Secretary determines has accreditation and approval
standards that are essentially equivalent to those of such Board.


(G) R���������� �� ���������� ������� ��� �����.—
(i) I� �������.—Payment shall be made for the replacement of prosthetic devices which


are artificial limbs, or for the replacement of any part of such devices, without regard to
continuous use or useful lifetime restrictions if an ordering physician determines that the
provision of a replacement device, or a replacement part of such a device, is necessary
because of any of the following:


(I) A change in the physiological condition of the patient.
(II) An irreparable change in the condition of the device, or in a part of the device.
(III) The condition of the device, or the part of the device, requires repairs and the


cost of such repairs would be more than 60 percent of the cost of a replacement
device, or, as the case may be, of the part being replaced.


(ii) C����������� ��� �� �������� �� ������ �� ���� ����� �������� �� ���� ���� 3 �����
���.—If a physician determines that a replacement device, or a replacement part, is
necessary pursuant to clause (i)—


(I) such determination shall be controlling; and
(II) such replacement device or part shall be deemed to be reasonable and necessary


for purposes of section 1862(a)(1)(A);
except that if the device, or part, being replaced is less than 3 years old (calculated from
the date on which the beneficiary began to use the device or part), the Secretary may also
require confirmation of necessity of the replacement device or replacement part, as the
case may be.


(H) A���������� �� ����������� ����������� �� ���������; ���������� �� ��������
�������������� ���������.—In the case of orthotics described in paragraph (2)(C) of section
1847(a) furnished on or after January 1, 2011, subject to subparagraph (G)(1)(A), that are
included in a competitive acquisition program in a competitive acquisition area under such
section—


(i) the payment basis under this subsection for such orthotics furnished in such area shall
be the payment basis determined under such competitive acquisition program; and


(ii) subject to section 1834(a)(1)(G), the Secretary may use information on the payment
determined under such competitive acquisition programs to adjust the payment amount
otherwise recognized under subparagraph (B)(ii) for an area that is not a competitive
acquisition area under section 1847, and in the case of such adjustment, paragraphs (8)
and (9) of section 1842(b) shall not be applied.


(2) P������� ����� ����������.—For purposes of paragraph (1), the amount that is recognized
under this paragraph as the purchase price for prosthetic devices, orthotics, and prosthetics is the
amount described in subparagraph (C) of this paragraph, determined as follows:


(A) C���������� �� ����� �������� �����.—Each carrier under section 1842 shall compute a
base local purchase price for the item as follows:


(i) The carrier shall compute a base local purchase price for each item equal to the
average reasonable charge in the locality for the purchase of the item for the 12-month
period ending with June 1987.


(ii) The carrier shall compute a local purchase price, with respect to the furnishing of each
particular item—


(I) in 1989 and 1990, equal to the base local purchase price computed under clause
(i) increased by the percentage increase in the consumer price index for all urban
consumers (United States city average) for the 6-month period ending with December
1987, or


(II) in 1991, 1992 or 1993, equal to the local purchase price computed under this
clause for the previous year increased by the applicable percentage increase for the
year.


(B) C���������� �� �������� �������� �����.—With respect to the furnishing of a particular
item in each region (as defined by the Secretary), the Secretary shall compute a regional
purchase price—
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(i) for 1992, equal to the average (weighted by relative volume of all claims among
carriers) of the local purchase prices for the carriers in the region computed under
subparagraph (A)(ii)(II) for the year, and


(ii) for each subsequent year, equal to the regional purchase price computed under this
subparagraph for the previous year increased by the applicable percentage increase for the
year.


(C) P������� ����� ����������.—For purposes of paragraph (1) and subject to subparagraph
(D), the amount that is recognized under this paragraph as the purchase price for each item
furnished—


(i) in 1989, 1990, or 1991, is 100 percent of the local purchase price computed under
subparagraph (A)(ii);


(ii) in 1992, is the sum of (I) 75 percent of the local purchase price computed under
subparagraph (A)(ii)(II) for 1992, and (II) 25 percent of the regional purchase price
computed under subparagraph (B) for 1992;


(iii) in 1993, is the sum of (I) 50 percent of the local purchase price computed under
subparagraph (A)(ii)(II) for 1993, and (II) 50 percent of the regional purchase price
computed under subparagraph (B) for 1993; and


(iv) in 1994 or a subsequent year, is the regional purchase price computed under
subparagraph (B) for that year.


(D) R���� �� ������ ����������.—The amount that is recognized under subparagraph (C)
as the purchase price for an item furnished—


(i) in 1992, may not exceed 125 percent, and may not be lower than 85 percent, of the
average of the purchase prices recognized under such subparagraph for all the carrier
service areas in the United States in that year; and


(ii) in a subsequent year, may not exceed 120 percent, and may not be lower than 90
percent, of the average of the purchase prices recognized under such subparagraph for all
the carrier service areas in the United States in that year.


(3) A������������ �� ������� ���������� �������� �� ������� ������� ���������.—Paragraphs (12),
(15), and (17) and subparagraphs (A) and (B) of paragraph (10) and paragraph (11) of subsection (a)
shall apply to prosthetic devices, orthotics, and prosthetics in the same manner as such provisions
apply to covered items under such subsection.


(4) D����������.—In this subsection—
(A) the term “applicable percentage increase” means—


(i) for 1991, 0 percent;
(ii) for 1992 and 1993, the percentage increase in the consumer price index for all urban


consumers (United States city average) for the 12-month period ending with June of the
previous year;


(iii) for 1994 and 1995, 0 percent;
(iv) for 1996 and 1997, the percentage increase in the consumer price index for all urban


consumers (United States city average) for the 12-month period ending with June of the
previous year;


(v) for each of the years 1998 through 2000, 1 percent;
(vi) for 2001, the percentage increase in the consumer price index for all urban


consumers (U.S. city average) for the 12-month period ending with June 2000;
(vii) for 2002, 1 percent;
(viii) for 2003, the percentage increase in the consumer price index for all urban


consumers (United States city average) for the 12-month period ending with June of the
previous year;


(ix) for 2004, 2005, and 2006, 0 percent;
(x) for for  each of 2007 through 2010, the percentage increase in the consumer price


index for all urban consumers (United States city average) for the 12-month period ending
with June of the previous year.and


(xi) for 2011 and each subsequent year—
(I) the percentage increase in the consumer price index for all urban consumers


(United States city average) for the 12-month period ending with June of the previous
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year, reduced by—
(II) the productivity adjustment described in section 1886(b)(3)(B)(xi)(II).


The application of subparagraph (A)(xi)(II) may result in the applicable percentage increase
under subparagraph (A) being less than 0.0 for a year, and may result in payment rates
under this subsection for a year being less than such payment rates for the preceding year.


(B) the term “prosthetic devices” has the meaning given such term in section 1861(s)(8),
except that such term does not include parenteral and enteral nutrition nutrients, supplies, and
equipment and does not include an implantable item for which payment may be made under
section 1833(t); and


(C) the term “orthotics and prosthetics” has the meaning given such term in section 1861(s)
(9) (and includes shoes described in section 1861(s)(12)), but does not include intraocular lenses
or medical supplies (including catheters, catheter supplies, ostomy bags, and supplies related to
ostomy care) furnished by a home health agency under section 1861(m)(5).


(i) P������ ��� S������� D��������.—
(1) I� �������.—Payment under this subsection for surgical dressings (described in section 1861(s)


(5)) shall be made in a lump sum amount for the purchase of the item in an amount equal to 80
percent of the lesser of—


(A) the actual charge for the item; or
(B) a payment amount determined in accordance with the methodology described in


subparagraphs (B) and (C) of subsection (a)(2) (except that in applying such methodology, the
national limited payment amount referred to in such subparagraphs shall be initially computed
based on local payment amounts using average reasonable charges for the 12-month period
ending December 31, 1992, increased by the covered item updates described in such
subsection for 1993 and 1994).


(2) E���������.—Paragraph (1) shall not apply to surgical dressings that are—
(A) furnished as an incident to a physician’s professional service; or
(B) furnished by a home health agency.


(j) R����������� ��� S�������� �� M������ E�������� ��� S�������.—
(1) I������� ��� ������� �� �������� ������.—


(A) P������.—Except as provided in subparagraph (C), no payment may be made under this
part after the date of the enactment of the Social Security Act Amendments of 1994 for items
furnished by a supplier of medical equipment and supplies unless such supplier obtains (and
renews at such intervals as the Secretary may require) a supplier number.


(B) S�������� ��� ���������� � �������� ������.—A supplier may not obtain a supplier
number unless—


(i) for medical equipment and supplies furnished on or after the date of the enactment of
the Social Security Act Amendments of 1994 and before January 1, 1996, the supplier
meets standards prescribed by the Secretary in regulations issued on June 18, 1992; and


(ii) for medical equipment and supplies furnished on or after January 1, 1996, the
supplier meets revised standards prescribed by the Secretary (in consultation with
representatives of suppliers of medical equipment and supplies, carriers, and consumers)
that shall include requirements that the supplier—


(I) comply with all applicable State and Federal licensure and regulatory
requirements;


(II) maintain a physical facility on appropriate site;
(III) have proof of appropriate liability insurance; and
(IV) meet such other requirements as the Secretary may specify.


(C) E�������� ��� ����� ��������� �� �������� �� � ���������’� �������.—Subparagraph (A)
shall not apply with respect to medical equipment and supplies furnished incident to a
physician’s service.


(D) P���������� ������� �������� �������� �������.—The Secretary may not issue more than
one supplier number to any supplier of medical equipment and supplies unless the issuance of
more than one number is appropriate to identify subsidiary or regional entities under the
supplier’s ownership or control.
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(E) P���������� ������� ���������� �� �������� ��������������.—The Secretary may not
delegate (other than by contract under section 1842) the responsibility to determine whether
suppliers meet the standards necessary to obtain a supplier number.


(2) C����������� �� ������� ���������.—
(A) L��������� �� ����������� �������� �� ��������� �� ������������ �� ������� ���������.—


(i) I� �������.—Effective 60 days after the date of the enactment of the Social Security
Act Amendments of 1994, a supplier of medical equipment and supplies may distribute to
physicians, or to individuals entitled to benefits under this part, a certificate of medical
necessity for commercial purposes which contains no more than the following information
completed by the supplier:


(I) An identification of the supplier and the beneficiary to whom such medical
equipment and supplies are furnished.


(II) A description of such medical equipment and supplies.
(III) Any product code identifying such medical equipment and supplies.
(IV) Any other administrative information (other than information relating to the


beneficiary’s medical condition) identified by the Secretary.
(ii) I���������� �� ������� ������ ��� �������.—If a supplier distributes a certificate


of medical necessity containing any of the information permitted to be supplied under
clause (i), the supplier shall also list on the certificate of medical necessity the fee schedule
amount and the supplier’s charge for the medical equipment or supplies being furnished
prior to distribution of such certificate to the physician.


(iii) P������.—Any supplier of medical equipment and supplies who knowingly and
willfully distributes a certificate of medical necessity in violation of clause (i) or fails to
provide the information required under clause (ii) is subject to a civil money penalty in an
amount not to exceed $1,000 for each such certificate of medical necessity so distributed.
The provisions of section 1128A (other than subsections (a) and (b)) shall apply to civil
money penalties under this subparagraph in the same manner as they apply to a penalty or
proceeding under section 1128A(a).


(B) D���������.—For purposes of this paragraph, the term “certificate of medical necessity”
means a form or other document containing information required by the carrier to be
submitted to show that an item is reasonable and necessary for the diagnosis or treatment of
illness or injury or to improve the functioning of a malformed body member.


(3) C������� ��� ������ ��������.—The Secretary shall annually review the coverage and
utilization of items of medical equipment and supplies to determine whether such items should be
made subject to coverage and utilization review criteria, and if appropriate, shall develop and apply
such criteria to such items.


(4) L��������� �� ������� ���������.—If a supplier of medical equipment and supplies (as defined in
paragraph (5))—


(A) furnishes an item or service to a beneficiary for which no payment may be made by
reason of paragraph (1);


(B) furnishes an item or service to a beneficiary for which payment is denied in advance under
subsection (a)(15); or


(C) furnishes an item or service to a beneficiary for which payment is denied under section
1862(a)(1);


any expenses incurred for items and services furnished to an individual by such a supplier not on an
assigned basis shall be the responsibility of such supplier. The individual shall have no financial
responsibility for such expenses and the supplier shall refund on a timely basis to the individual (and
shall be liable to the individual for) any amounts collected from the individual for such items or
services. The provisions of subsection (a)(18) shall apply to refunds required under the previous
sentence in the same manner as such provisions apply to refunds under such subsection.


(5) D���������.—The term “medical equipment and supplies” means—
(A) durable medical equipment (as defined in section 1861(n));
(B) prosthetic devices (as described in section 1861(s)(8));
(C) orthotics and prosthetics (as described in section 1861(s)(9));
(D) surgical dressings (as described in section 1861(s)(5));
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(E) such other items as the Secretary may determine; and
(F) for purposes of paragraphs (1) and (3)—


(i) home dialysis supplies and equipment (as described in section 1861(s)(2)(F)),
(ii) immunosuppressive drugs (as described in section 1861(s)(2)(J)),
(iii) therapeutic shoes for diabetics (as described in section 1861(s)(12)),
(iv) oral drugs prescribed for use as an anticancer therapeutic agent (as described in


section 1861(s)(2)(Q)), and
(v) self-administered erythropoetin (as described in section 1861(s)(2)(P)).


(k) P������ ��� O��������� T������ S������� ��� C������������ O��������� R������������� S�������.
—


(1) I� �������.—With respect to services described in section 1833(a)(8) or 1833(a)(9) for which
payment is determined under this subsection, the payment basis shall be—


(A) for services furnished during 1998, the amount determined under paragraph (2); or
(B) for services furnished during a subsequent year, 80 percent of the lesser of—


(i) the actual charge for the services, or
(ii) the applicable fee schedule amount (as defined in paragraph (3)) for the services.


(2) P������ �� 1998 ����� ���� �������� ���������� �����.—The amount under this paragraph
for services is the lesser of—


(A) the charges imposed for the services, or
(B) the adjusted reasonable costs (as defined in paragraph (4)) for the services, less 20


percent of the amount of the charges imposed for such services.
(3) A��������� ��� �������� ������.—In this subsection, the term “applicable fee schedule


amount” means, with respect to services furnished in a year, the amount determined under the fee
schedule established under section 1848 for such services furnished during the year or, if there is no
such fee schedule established for such services, the amount determined under the fee schedule
established for such comparable services as the Secretary specifies.


(4) A������� ���������� �����.—In paragraph (2), the term “adjusted reasonable costs” means,
with respect to any services, reasonable costs determined for such services, reduced by 10 percent.
The 10–percent reduction shall not apply to services described in section 1833(a)(8)(B) (relating to
services provided by hospitals).


(5) U������ ������.—For claims for services submitted on or after April 1, 1998, for which the
amount of payment is determined under this subsection, the claim shall include a code (or codes)
under a uniform coding system specified by the Secretary that identifies the services furnished.


(6) R�������� �� �������.—The provisions of subparagraphs (A) and (B) of section 1842(b)(18) shall
apply to therapy services for which payment is made under this subsection in the same manner as
they apply to services provided by a practitioner described in section 1842(b)(18)(C).


(7)[147] A��������� �� �������� ��� ������� �������� ������� ��������.—In the case of therapy
services furnished on or after April 1, 2013, and for which payment is made under this subsection
pursuant to the applicable fee schedule amount (as defined in paragraph (3)), instead of the 25
percent multiple procedure payment reduction specified in the final rule published by the Secretary
in the Federal Register on November 29, 2010, the reduction percentage shall be 50 percent.


(l)[148] E������������ �� F�� S������� ��� A�������� S�������.—
(1) I� �������.—The Secretary shall establish a fee schedule for payment for ambulance services


whether provided directly by a supplier or provider or under arrangement with a provider under this
part through a negotiated rulemaking process described in title 5, United States Code, and in
accordance with the requirements of this subsection.


(2) C�������������.—In establishing such fee schedule, the Secretary shall—
(A) establish mechanisms to control increases in expenditures for ambulance services under


this part;
(B) establish definitions for ambulance services which link payments to the type of services


provided;
(C) consider appropriate regional and operational differences;
(D) consider adjustments to payment rates to account for inflation and other relevant factors;


and
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(E) phase in the application of the payment rates under the fee schedule in an efficient and
fair manner consistent with paragraph (11), except that such phase–in shall provide for full
payment of any national mileage rate for ambulance services provided by suppliers that are
paid by carriers in any of the 50 States where payment by a carrier for such services for all such
suppliers in such State did not, prior to the implementation of the fee schedule, include a
separate amount for all mileage within the county from which the beneficiary is transported.


(3) S������.—In establishing such fee schedule, the Secretary shall—
(A) ensure that the aggregate amount of payments made for ambulance services under this


part during 2000 does not exceed the aggregate amount of payments which would have been
made for such services under this part during such year if the amendments made by section
4531(a) of the Balanced Budget Act of 1997 continued in effect, except that in making such
determination the Secretary shall assume an update in such payments for 2002 equal to
percentage increase in the consumer price index for all urban consumers (U.S. city average) for
the 12–month period ending with June of the previous year reduced in the case of 2002 by 1.0
percentage points;


(B) set the payment amounts provided under the fee schedule for services furnished in 2001
and each subsequent year at amounts equal to the payment amounts under the fee schedule
for services furnished during the previous year, increased, subject to subparagraph (C) and the
succeeding sentence of this paragraph, by the percentage increase in the consumer price index
for all urban consumers (U.S. city average) for the 12–month period ending with June of the
previous year reduced in the case of 2002 by 1.0 percentage points; and


(C) for 2011 and each subsequent year, after determining the percentage increase under
subparagraph (B) for the year, reduce such percentage increase by the productivity adjustment
described in section 1886(b)(3)(B)(xi)(II).


The application of subparagraph (C) may result in the percentage increase under subparagraph (B)
being less than 0.0 for a year, and may result in payment rates under the fee schedule under this
subsection for a year being less than such payment rates for the preceding year.


(4) C�����������.—In establishing the fee schedule for ambulance services under this subsection,
the Secretary shall consult with various national organizations representing individuals and entities
who furnish and regulate ambulance services and share with such organizations relevant data in
establishing such schedule.


(5) L��������� �� ������.—There shall be no administrative or judicial review under section 1869
or otherwise of the amounts established under the fee schedule for ambulance services under this
subsection, including matters described in paragraph (2).


(6) R�������� �� �������.—The provisions of subparagraphs (A) and (B) of section 1842(b)(18) shall
apply to ambulance services for which payment is made under this subsection in the same manner
as they apply to services provided by a practitioner described in section 1842(b)(18)(C).


(7) C����� ������.—The Secretary may require the claim for any services for which the amount of
payment is determined under this subsection to include a code (or codes) under a uniform coding
system specified by the Secretary that identifies the services furnished.


(8) S������� ��������� �� �������� ������ ���������.—Notwithstanding any other provision of this
subsection, the Secretary shall pay 101 percent of the reasonable costs incurred in furnishing
ambulance services if such services are furnished—


(A) by a critical access hospital (as defined in section 1861(mm)(1)), or
(B) by an entity that is owned and operated by a critical access hospital, but only if the critical


access hospital or entity is the only provider or supplier of ambulance services that is located
within a 35–mile drive of such critical access hospital.


(9) T����������� ���������� ��� ����� ���������.—In the case of ground ambulance services
furnished on or after July 1, 2001, and before January 1, 2004, for which the transportation
originates in a rural area (as defined in section 1886(d)(2)(D)) or in a rural census tract of a
metropolitan statistical area (as determined under the most recent modification of the Goldsmith
Modification, originally published in the Federal Register on February 27, 1992 (57 Fed. Reg. 6725)),
the fee schedule established under this subsection shall provide that, with respect to the payment
rate for mileage for a trip above 17 miles, and up to 50 miles, the rate otherwise established shall be
increased by not less than 1/2 of the additional payment per mile established for the first 17 miles
of such a trip originating in a rural area.
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(10) P����-�� ��������� ����� ����� ����� �� ��� �������� ��� �������� ��� ���������.—In
carrying out the phase-in under paragraph (2)(E) for each level of ground service furnished in a year,
the portion of the payment amount that is based on the fee schedule shall be the greater of the
amount determined under such fee schedule (without regard to this paragraph) or the following
blended rate of the fee schedule under paragraph (1) and of a regional fee schedule for the region
involved:


(A) For 2004 (for services furnished on or after July 1, 2004), the blended rate shall be based
20 percent on the fee schedule under paragraph (1) and 80 percent on the regional fee
schedule.


(B) For 2005, the blended rate shall be based 40 percent on the fee schedule under paragraph
(1) and 60 percent on the regional fee schedule.


(C) For 2006, the blended rate shall be based 60 percent on the fee schedule under
paragraph (1) and 40 percent on the regional fee schedule.


(D) For 2007, 2008, and 2009, the blended rate shall be based 80 percent on the fee schedule
under paragraph (1) and 20 percent on the regional fee schedule.


(E) For 2010 and each succeeding year, the blended rate shall be based 100 percent on the
fee schedule under paragraph (1).


For purposes of this paragraph, the Secretary shall establish a regional fee schedule for each of the
nine census divisions (referred to in section 1886(d)(2)) using the methodology (used in establishing
the fee schedule under paragraph (1)) to calculate a regional conversion factor and a regional
mileage payment rate and using the same payment adjustments and the same relative value units as
used in the fee schedule under such paragraph.


(11) A��������� �� ������� ��� ������� ���� �����.—In the case of ground ambulance services
furnished on or after July 1, 2004, and before January 1, 2009, regardless of where the transportation
originates, the fee schedule established under this subsection shall provide that, with respect to the
payment rate for mileage for a trip above 50 miles the per mile rate otherwise established shall be
increased by 1/4 of the payment per mile otherwise applicable to miles in excess of 50 miles in such
trip.


(12) A��������� ��� ����� ��������� ���������� �������� �� ��� ���������� ������� �����.—
(A) I� �������.—In the case of ground ambulance services furnished on or after July 1, 2004,


and before January 1, 2018 , for which the transportation originates in a qualified rural area
(identified under subparagraph (B)(iii)), the Secretary shall provide for a percent increase in the
base rate of the fee schedule for a trip established under this subsection. In establishing such
percent increase, the Secretary shall estimate the average cost per trip for such services (not
taking into account mileage) in the lowest quartile as compared to the average cost per trip for
such services (not taking into account mileage) in the highest quartile of all rural county
populations.


(B) I������������� �� ��������� ����� �����.—
(i) D������������ �� ���������� ������� �� ����.—Based upon data from the United


States decennial census for the year 2000, the Secretary shall determine, for each rural area,
the population density for that area.


(ii) R������ �� �����.—The Secretary shall rank each such area based on such population
density.


(iii) I������������� �� ��������� ����� �����.—The Secretary shall identify those areas (in
subparagraph (A) referred to as “qualified rural areas”) with the lowest population densities
that represent, if each such area were weighted by the population of such area (as used in
computing such population densities), an aggregate total of 25 percent of the total of the
population of all such areas.


(iv) R���� ����.—For purposes of this paragraph, the term “rural area” has the meaning
given such term in section 1886(d)(2)(D). If feasible, the Secretary shall treat a rural census
tract of a metropolitan statistical area (as determined under the most recent modification
of the Goldsmith Modification, originally published in the Federal Register on February 27,
1992 (57 Fed. Reg. 6725) as a rural area for purposes of this paragraph.


(v) J������� ������.—There shall be no administrative or judicial review under section
1869, 1878, or otherwise, respecting the identification of an area under this subparagraph.


(13) T�������� �������� ��� ������ ��������� ��������.
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(A) I� �������.—After computing the rates with respect to ground ambulance services under
the other applicable provisions of this subsection, in the case of such services furnished on or
after July 1, 2004, and before January 1, 2007, and for such services furnished on or after July 1,
2008 and before January 1, 2018,  for which the transportation originates in—


(i) a rural area described in paragraph (9) or in a rural census tract described in such
paragraph, the fee schedule established under this section shall provide that the rate for
the service otherwise established, after the application of any increase under paragraphs
(11) and (12), shall be increased by 2 percent (or 3 percent if such service is furnished on or
after July 1, 2008, and before January 1, 2018 ); and


(ii) an area not described in clause (i), the fee schedule established under this subsection
shall provide that the rate for the service otherwise established, after the application of any
increase under paragraph (11), shall be increased by 1 percent (or 2 percent if such service
is furnished on or after July 1, 2008, and before January 1, 2018 ).


(B) A���������� �� ��������� �������� ����� ���������� ������.—The increased payments
under subparagraph (A) shall not be taken into account in calculating payments for services
furnished after the applicable period specified in such subparagraph.


(14) P�������� ����������� �������� �� ����� ��� ��������� ��������.—
(A) I� �������.—The regulations described in section 1861(s)(7) shall provide, to the extent


that any ambulance services (whether ground or air) may be covered under such section, that a
rural air ambulance service (as defined in subparagraph (C)) is reimbursed under this subsection
at the air ambulance rate if the air ambulance service—


(i) is reasonable and necessary based on the health condition of the individual being
transported at or immediately prior to the time of the transport; and


(ii) complies with equipment and crew requirements established by the Secretary.
(B) S����������� �� ����������� �� ��������� ���������.—The requirement of subparagraph


(A)(i) is deemed to be met for a rural air ambulance service if—
(i) subject to subparagraph (D), such service is requested by a physician or other


qualified medical personnel (as specified by the Secretary) who certifies or reasonably
determines that the individual’s condition is such that the time needed to transport the
individual by land or the instability of transportation by land poses a threat to the
individual’s survival or seriously endangers the individual’s health; or


(ii) such service is furnished pursuant to a protocol that is established by a State or
regional emergency medical service (EMS) agency and recognized or approved by the
Secretary under which the use of an air ambulance is recommended, if such agency does
not have an ownership interest in the entity furnishing such service.


(C) R���� ��� ��������� ������� �������.—For purposes of this paragraph, the term “rural air
ambulance service” means fixed wing and rotary wing air ambulance service in which the point
of pick up of the individual occurs in a rural area (as defined in section 1886(d)(2)(D)) or in a
rural census tract of a metropolitan statistical area (as determined under the most recent
modification of the Goldsmith Modification, originally published in the Federal Register on
February 27, 1992 (57 Fed. Reg. 6725)).


(D) L���������.—
(i) I� �������.—Subparagraph (B)(i) shall not apply if there is a financial or employment


relationship between the person requesting the rural air ambulance service and the entity
furnishing the ambulance service, or an entity under common ownership with the entity
furnishing the air ambulance service, or a financial relationship between an immediate
family member of such requester and such an entity.


(ii) E��������.—Where a hospital and the entity furnishing rural air ambulance services
are under common ownership, clause (i) shall not apply to remuneration (through
employment or other relationship) by the hospital of the requester or immediate family
member if the remuneration is for provider-based physician services furnished in a hospital
(as described in section 1887) which are reimbursed under part A and the amount of the
remuneration is unrelated directly or indirectly to the provision of rural air ambulance
services.


(15)[153] P������ ���������� ��� ���-��������� ��������� ���������� ��� ���� �������������.
—The fee schedule amount otherwise applicable under the preceding provisions of this subsection
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shall be reduced by 10 percent for ambulance services furnished on or after October 1, 2013,
consisting of non-emergency basic life support services involving transport of an individual with
end-stage renal disease for renal dialysis services (as described in section 1881(b)(14)(B)) furnished
other than on an emergency basis by a provider of services or a renal dialysis facility


(16)P���� ������������� ��� ���������� ��������� ���- �������� ��������� ����������. —
(A) I� �������. — Beginning January 1, 2017, if the expansion to all States of the model of


prior authorization described in paragraph (2) of section 515(a) of the Medicare Access and
CHIP Reauthorization Act of 2015 meets the requirements described in paragraphs (1) through
(3) of section 1115A(c), then the Secretary shall expand such model to all States.


(B) F������. — The Secretary shall use funds made available under section 1893(h)(10) to
carry out this paragraph.


(C) C������������ ��������� ������ ����������. — Nothing in this paragraph may be
construed to limit or modify the application of section 1115A(b)(3)(B) to models described in
such section, including with respect to the model described in subparagraph (A) and expanded
beginning on January 1, 2017, under such subparagraph.


(m) P������ ��� T��������� S�������.—
(1) I� �������.—The Secretary shall pay for telehealth services that are furnished via a


telecommunications system by a physician (as defined in section 1861(r)) or a practitioner (described
in section 1842(b)(18)(C)) to an eligible telehealth individual enrolled under this part
notwithstanding that the individual physician or practitioner providing the telehealth service is not
at the same location as the beneficiary. For purposes of the preceding sentence, in the case of any
Federal telemedicine demonstration program conducted in Alaska or Hawaii, the term
“telecommunications system” includes store-and-forward technologies that provide for the
asynchronous transmission of health care information in single or multimedia formats.


(2) P������ ������.—
(A) D������ ����.—The Secretary shall pay to a physician or practitioner located at a distant


site that furnishes a telehealth service to an eligible telehealth individual an amount equal to
the amount that such physician or practitioner would have been paid under this title had such
service been furnished without the use of a telecommunications system.


(B) F������� ��� ��� ����������� ����.—With respect to a telehealth service, subject to section
1833(a)(1)(U), there shall be paid to the originating site a facility fee equal to—


(i) for the period beginning on October 1, 2001, and ending on December 31, 2001, and
for 2002, $20; and


(ii) for a subsequent year, the facility fee specified in clause (i) or this clause for the
preceding year increased by the percentage increase in the MEI (as defined in section
1842(i)(3)) for such subsequent year.


(C) T������������ ��� ��������.—Nothing in this subsection shall be construed as requiring
an eligible telehealth individual to be presented by a physician or practitioner at the originating
site for the furnishing of a service via a telecommunications system, unless it is medically
necessary (as determined by the physician or practitioner at the distant site).


(3) L��������� �� ����������� �������.—
(A) P�������� ��� ������������.—The provisions of section 1848(g) and subparagraphs (A)


and (B) of section 1842(b)(18) shall apply to a physician or practitioner receiving payment under
this subsection in the same manner as they apply to physicians or practitioners under such
sections.


(B) O���������� ����.—The provisions of section 1842(b)(18) shall apply to originating sites
receiving a facility fee in the same manner as they apply to practitioners under such section.


(4) D����������.—For purposes of this subsection:
(A) D������ ����.—The term “distant site” means the site at which the physician or practitioner


is located at the time the service is provided via a telecommunications system.
(B) E������� ���������� ����������.—The term “eligible telehealth individual” means an


individual enrolled under this part who receives a telehealth service furnished at an originating
site.


(C) O���������� ����.—
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(i) I� �������.—The term “originating site” means only those sites described in clause (ii)
at which the eligible telehealth individual is located at the time the service is furnished via a
telecommunications system and only if such site is located—


(I) in an area that is designated as a rural health professional shortage area under
section 332(a)(1)(A) of the Public Health Service Act (42 U.S.C. 254e(a)(1)(A));


(II) in a county that is not included in a Metropolitan Statistical Area; or
(III) from an entity that participates in a Federal telemedicine demonstration project


that has been approved by (or receives funding from) the Secretary of Health and
Human Services as of December 31, 2000.


(ii) S���� ���������.—The sites referred to in clause (i) are the following sites:
(I) The office of a physician or practitioner.
(II) A critical access hospital (as defined in section 1861(mm)(1)).
(III) A rural health clinic (as defined in section 1861(aa)(2)).
(IV) A Federally qualified health center (as defined in section 1861(aa)(4)).
(V) A hospital (as defined in section 1861(e)).
(VI) A hospital-based or critical access hospital- based renal dialysis center


(including satellites).
(VII) A skilled nursing facility (as defined in section 1819(a)).
(VIII) A community mental health center (as defined in section 1861(ff)(3)(B))


(D) P��������.—The term “physician” has the meaning given that term in section 1861(r).
(E) P�����������.—The term “practitioner” has the meaning given that term in section 1842(b)


(18)(C).
(F) T��������� �������.—


(i) I� �������.—The term “telehealth service” means professional consultations, office
visits, and office psychiatry services (identified as of July 1, 2000, by HCPCS codes 99241–
99275, 99201–99215, 90804–90809, and 90862 (and as subsequently modified by the
Secretary)), and any additional service specified by the Secretary.


(ii) Y����� ������.—The Secretary shall establish a process that provides, on an annual
basis, for the addition or deletion of services (and HCPCS codes), as appropriate, to those
specified in clause (i) for authorized payment under paragraph (1).


(n) A�������� �� M����� �� E�������� C������� �� C������ P��������� S������� ��� E������� A����� ��
M�������.—Notwithstanding any other provision of this title, effective beginning on January 1, 2010, if
the Secretary determines appropriate, the Secretary may—


(1) modify—
(A) the coverage of any preventive service described in subparagraph (A) of section


1861(ddd)(3) to the extent that such modification is consistent with the recommendations of
the United States Preventive Services Task Force; and the services included in the initial
preventive physical examination described in subparagraph (B) of such section; and


(B) the services included in the initial preventive physical examination described in
subparagraph (B) of such section; and


(2) provide that no payment shall be made under this title for a preventive service described in
subparagraph (A) of such section that has not received a grade of A, B, C, or I by such Task Force.


(o) D���������� ��� I������������� �� P���������� P������ S�����.—
(1) D����������.—


(A) I� �������.—The Secretary shall develop a prospective payment system for payment for
Federally qualified health center services furnished by Federally qualified health centers under
this title. Such system shall include a process for appropriately describing the services furnished
by Federally qualified health centers and shall establish payment rates for specific payment
codes based on such appropriate descriptions of services. Such system shall be established to
take into account the type, intensity, and duration of services furnished by Federally qualified
health centers. Such system may include adjustments, including geographic adjustments,
determined appropriate by the Secretary.


(B) C��������� �� ���� ��� ����������.—By not later than January 1, 2011, the Secretary
shall require Federally qualified health centers to submit to the Secretary such information as
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the Secretary may require in order to develop and implement the prospective payment system
under this subsection, including the reporting of services using HCPCS codes.


(2) I�������������.—
(A) I� �������.—Notwithstanding section 1833(a)(3)(A), the Secretary shall provide, for cost


reporting periods beginning on or after October 1, 2014, for payments of prospective payment
rates for Federally qualified health center services furnished by Federally qualified health
centers under this title in accordance with the prospective payment system developed by the
Secretary under paragraph (1).


(B) P�������.—
(i) I������ ��������.—The Secretary shall implement such prospective payment system so


that the estimated aggregate amount of prospective payment rates (determined prior to
the application of section 1833(a)(1)(Z)) under this title for Federally qualified health center
services in the first year that such system is implemented is equal to 100 percent of the
estimated amount of reasonable costs (determined without the application of a per visit
payment limit or productivity screen and prior to the application of section 1866(a)(2)(A)(ii))
that would have occurred for such services under this title in such year if the system had
not been implemented.


(ii) P������� �� ���������� �����.—Payment rates in years after the year of
implementation of such system shall be the payment rates in the previous year increased—


(I) in the first year after implementation of such system, by the percentage increase
in the MEI (as defined in section 1842(i)(3)) for the year involved; and


(II) in subsequent years, by the percentage increase in a market basket of Federally
qualified health center goods and services as promulgated through regulations, or if
such an index is not available, by the percentage increase in the MEI (as defined in
section 1842(i)(3)) for the year involved.


(C) P���������� ��� ��� ��������������.—Notwithstanding any other provision of law, the
Secretary may establish and implement by program instruction or otherwise the payment codes
to be used under the prospective payment system under this section.


(p) Q������ I��������� T� P������ P������ S����� ��� P����� H����� �� C������� T���������
(1) Q������ ����������.—In the case of an applicable computed tomography service (as defined in


paragraph (2)) for which payment is made under an applicable payment system (as defined in
paragraph (3)) and that is furnished on or after January 1, 2016, using equipment that is not
consistent with the CT equipment standard (described in paragraph (4)), the payment amount for
such service shall be reduced by the applicable percentage (as defined in paragraph (5)).


(2) A��������� �������� ���������� �������� �������.—In this subsection, the term `applicable
computed tomography service' means a service billed using diagnostic radiological imaging codes
for computed tomography (identified as of January 1, 2014, by HCPCS codes 70450-70498, 71250-
71275, 72125-72133, 72191-72194, 73200-73206, 73700-73706, 74150-74178, 74261-74263, and
75571-75574 (and any succeeding codes).


(3) A��������� ������� ������ ������� In this subsection, the term `applicable payment system'
means the following:


(A) The technical component and the technical component of the global fee under the fee
schedule established under section 1848(b).


(B) The prospective payment system for hospital outpatient department services under
section 1833(t).


(4) C���������� ���� �� ��������� ��������.—In this subsection, the term `not consistent with
the CT equipment standard' means, with respect to an applicable computed tomography service,
that the service was furnished using equipment that does not meet each of the attributes of the
National Electrical Manufacturers Association (NEMA) Standard XR-29-2013, entitled `Standard
Attributes on CT Equipment Related to Dose Optimization and Management'. Through rulemaking,
the Secretary may apply successor standards.


(5) A��������� ���������� �������.—In this subsection, the term `applicable percentage' means—
(A) for 2016, 5 percent; and
(B) for 2017 and subsequent years, 15 percent.


(6) I�������������.—
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(A) I����������.—The Secretary shall require that information be provided and attested to
by a supplier and a hospital outpatient department that indicates whether an applicable
computed tomography service was furnished that was not consistent with the CT equipment
standard (described in paragraph (4)). Such information may be included on a claim and may be
a modifier. Such information shall be verified, as appropriate, as part of the periodic
accreditation of suppliers under section 1834(e) and hospitals under section 1865(a).


(B) A�������������.—Chapter 35 of title 44, United States Code, shall not apply to
information described in subparagraph (A).


(r)P������ ��� R���� D������� S������� ��� I���������� W��� A���� K����� I�����.—
``(1) Payment rate. — In the case of renal dialysis services (as defined in subparagraph (B) of section
1881(b)(14)) furnished under this part by a renal dialysis facility or provider of services paid under
such section during a year (beginning with 2017) to an individual with acute kidney injury (as
defined in paragraph (2)), the amount of payment under this part for such services shall be the base
rate for renal dialysis services determined for such year under such section, as adjusted by any
applicable geographic adjustment factor applied under subparagraph (D)(iv)(II) of such section and
may be adjusted by the Secretary (on a budget neutral basis for payments under this paragraph) by
any other adjustment factor under subparagraph (D) of such section. [[Page 129 STAT. 419]]
``(2) Individual with acute kidney injury defined.—
In this subsection, the term `individual with acute kidney injury' means an individual who has acute
loss of renal function and does not receive renal dialysis services for which payment is made under
section 1881(b)(14).


(q) R���������� A���������� U�� C������� ��� C������ I������ S�������.—
(q) P������ �����������.—


(A) I� �������.—The Secretary shall establish a program to promote the use of appropriate
use criteria (as defined in subparagraph (B)) for applicable imaging services (as defined in
subparagraph (C)) furnished in an applicable setting (as defined in subparagraph (D)) by
ordering professionals and furnishing professionals (as defined in subparagraphs (E) and (F),
respectively).


(B) A���������� ��� �������� �������.—In this subsection, the term `appropriate use criteria'
means criteria, only developed or endorsed by national professional medical specialty societies
or other provider-led entities, to assist ordering professionals and furnishing professionals in
making the most appropriate treatment decision for a specific clinical condition for an
individual. To the extent feasible, such criteria shall be evidence-based.


(C) A��������� ������� ������� �������.—In this subsection, the term `applicable imaging
service' means an advanced diagnostic imaging service (as defined in subsection (e)(1)(B)) for
which the Secretary determines —


(i) one or more applicable appropriate use criteria specified under paragraph (2) apply;
(ii) there are one or more qualified clinical decision support mechanisms listed under


paragraph (3)(C); and
(iii) one or more of such mechanisms is available free of charge.


(D) A��������� ������� �������.—In this subsection, the term `applicable setting' means a
physician's office, a hospital outpatient department (including an emergency department), an
ambulatory surgical center, and any other provider-led outpatient setting determined
appropriate by the Secretary.


(E) O������� ������������ �������.—In this subsection, the term `ordering professional'
means a physician (as defined in section 1861(r)) or a practitioner described in section 1842(b)
(18)(C) who orders an applicable imaging service.


(F) F��������� ������������ �������.—In this subsection, the term `furnishing professional'
means a physician (as defined in section 1861(r)) or a practitioner described in section 1842(b)
(18)(C) who furnishes an applicable imaging service.


(2) E������������ �� ���������� ����������� ��� ��������.—
(A) I� �������.—Not later than November 15, 2015, the Secretary shall through rulemaking,


and in consultation with physicians, practitioners, and other stakeholders, specify applicable
appropriate use criteria for applicable imaging services only from among appropriate use
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criteria developed or endorsed by national professional medical specialty societies or other
provider-led entities.


(B) C�������������.—In specifying applicable appropriate use criteria under subparagraph
(A), the Secretary shall take into account whether the criteria—


(i) have stakeholder consensus;
(ii) are scientifically valid and evidence based; and
(iii) are based on studies that are published and reviewable by stakeholders.


(C) R��������.—The Secretary shall review, on an annual basis, the specified applicable
appropriate use criteria to determine if there is a need to update or revise (as appropriate) such
specification of applicable appropriate use criteria and make such updates or revisions through
rulemaking.


(D) T�������� �� �������� ���������� ����������� ��� ��������.—In the case where the
Secretary determines that more than one appropriate use criterion applies with respect to an
applicable imaging service, the Secretary shall apply one or more applicable appropriate use
criteria under this paragraph for the service.


(3) M��������� ��� ������������ ���� ���������� ����������� ��� ��������.—
(A) I������������� �� ���������� �� ������� ���� ���������� ����������� ��� ��������.—


(i) I� �������.—The Secretary shall specify qualified clinical decision support mechanisms
that could be used by ordering professionals to consult with applicable appropriate use
criteria for applicable imaging services.


(ii) C�����������.—The Secretary shall consult with physicians, practitioners, health care
technology experts, and other stakeholders in specifying mechanisms under this
paragraph.


(iii) I�������� �� ������� ����������.—Mechanisms specified under this paragraph may
include any or all of the following that meet the requirements described in subparagraph
(B)(ii):


(I) Use of clinical decision support modules in certified EHR technology (as defined
in section 1848(o)(4)).


(II) Use of private sector clinical decision support mechanisms that are independent
from certified EHR technology, which may include use of clinical decision support
mechanisms available from medical specialty organizations.


(III) Use of a clinical decision support mechanism established by the Secretary.
(B) Q�������� �������� �������� ������� ����������.—


(i) I� �������.—For purposes of this subsection, a qualified clinical decision support
mechanism is a mechanism that the Secretary determines meets the requirements
described in clause (ii).


(ii) R�����������.—The requirements described in this clause are the following:
(I) The mechanism makes available to the ordering professional applicable


appropriate use criteria specified under paragraph (2) and the supporting
documentation for the applicable imaging service ordered.


(II) In the case where there is more than one applicable appropriate use criterion
specified under such paragraph for an applicable imaging service, the mechanism
indicates the criteria that it uses for the service.


(III) The mechanism determines the extent to which an applicable imaging service
ordered is consistent with the applicable appropriate use criteria so specified.


(IV) The mechanism generates and provides to the ordering professional a
certification or documentation that documents that the qualified clinical decision
support mechanism was consulted by the ordering professional.


(V) The mechanism is updated on a timely basis to reflect revisions to the
specification of applicable appropriate use criteria under such paragraph.


(VI) The mechanism meets privacy and security standards under applicable
provisions of law.


(VII) The mechanism performs such other functions as specified by the Secretary,
which may include a requirement to provide aggregate feedback to the ordering
professional.
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(C) L��� �� ���������� ��� ������������ ���� ���������� ����������� ��� ��������.—
(i) I������ ����.—Not later than April 1, 2016, the Secretary shall publish a list of


mechanisms specified under this paragraph.
(ii) P������� �������� �� ����.—The Secretary shall identify on an annual basis the list of


qualified clinical decision support mechanisms specified under this paragraph.
(4) C����������� ���� ���������� ����������� ��� ��������.—


(A) C����������� �� �������� ������������.—Beginning with January 1, 2017, subject to
subparagraph (C), with respect to an applicable imaging service ordered by an ordering
professional that would be furnished in an applicable setting and paid for under an applicable
payment system (as defined in subparagraph (D)), an ordering professional shall—


(i) consult with a qualified decision support mechanism listed under paragraph (3)(C);
and


(ii) provide to the furnishing professional the information described in clauses (i) through
(iii) of subparagraph (B).


(B) R�������� �� ���������� ������������.—Beginning with January 1, 2017, subject to
subparagraph (C), with respect to an applicable imaging service furnished in an applicable
setting and paid for under an applicable payment system (as defined in subparagraph (D)),
payment for such service may only be made if the claim for the service includes the following:


(i) Information about which qualified clinical decision support mechanism was consulted
by the ordering professional for the service.


(ii) I���������� ���������.—
(I) whether the service ordered would adhere to the applicable appropriate use


criteria specified under paragraph (2);
(II) whether the service ordered would not adhere to such criteria; or
(III) whether such criteria was not applicable to the service ordered.


(iii) The national provider identifier of the ordering professional (if different from the
furnishing professional).


(C) E���������.—The provisions of subparagraphs (A) and (B) and paragraph (6)(A) shall not
apply to the following:


(i) E�������� ��������.—An applicable imaging service ordered for an individual with an
emergency medical condition (as defined in section 1867(e)(1)).


(ii) I�������� ��������.—An applicable imaging service ordered for an inpatient and for
which payment is made under part A.


(iii) S���������� ��������.—An applicable imaging service ordered by an ordering
professional who the Secretary may, on a case-by- case basis, exempt from the application
of such provisions if the Secretary determines, subject to annual renewal, that consultation
with applicable appropriate use criteria would result in a significant hardship, such as in the
case of a professional who practices in a rural area without sufficient Internet access.


(D) A��������� ������� ������ �������.—In this subsection, the term `applicable payment
system' means the following:


(i) The physician fee schedule established under section 1848(b).
(ii) The prospective payment system for hospital outpatient department services under


section 1833(t).
(iii) The ambulatory surgical center payment systems under section 1833(i).


(5) I������������� �� ������� �������� �������������.—
(A) I� �������.—With respect to applicable imaging services furnished beginning with 2017,


the Secretary shall determine, on an annual basis, no more than five percent of the total
number of ordering professionals who are outlier ordering professionals.


(B) O������ �������� �������������.—The determination of an outlier ordering professional
shall—


(i) be based on low adherence to applicable appropriate use criteria specified under
paragraph (2), which may be based on comparison to other ordering professionals; and


(ii) include data for ordering professionals for whom prior authorization under paragraph
(6)(A) applies.
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(C) U�� �� ��� ����� �� ����.—The Secretary shall use two years of data to identify outlier
ordering professionals under this paragraph.


(D) P������.—The Secretary shall establish a process for determining when an outlier
ordering professional is no longer an outlier ordering professional.


(E) C����������� ���� ������������.—The Secretary shall consult with physicians,
practitioners and other stakeholders in developing methods to identify outlier ordering
professionals under this paragraph.


(6) P���� ������������� ��� �������� ������������� ��� ��� ��������.—
(A) I� �������.—Beginning January 1, 2020, subject to paragraph (4)(C), with respect to


services furnished during a year, the Secretary shall, for a period determined appropriate by the
Secretary, apply prior authorization for applicable imaging services that are ordered by an
outlier ordering professional identified under paragraph (5).


(B) A���������� ��� �������� �� ����� �������������.—In applying prior authorization under
subparagraph (A), the Secretary shall utilize only the applicable appropriate use criteria
specified under this subsection.


(C) F������.—For purposes of carrying out this paragraph, the Secretary shall provide for the
transfer, from the Federal Supplementary Medical Insurance Trust Fund under section 1841, of
$5,000,000 to the Centers for Medicare & Medicaid Services Program Management Account for
each of fiscal years 2019 through 2021. Amounts transferred under the preceding sentence
shall remain available until expended.


(7) C�����������.—Nothing in this subsection shall be construed as granting the Secretary the
authority to develop or initiate the development of clinical practice guidelines or appropriate use
criteria.


(r)P������ ��� R���� D������� S������� ��� I���������� W��� A���� K����� I����� .—
(1) P������ ����.— In the case of renal dialysis services (as defined in subparagraph (B) of section


1881(b)(14)) furnished under this part by a renal dialysis facility or provider of services paid under
such section during a year (beginning with 2017) to an individual with acute kidney injury (as
defined in paragraph (2)), the amount of payment under this part for such services shall be the base
rate for renal dialysis services determined for such year under such section, as adjusted by any
applicable geographic adjustment factor applied under subparagraph (D)(iv)(II) of such section and
may be adjusted by the Secretary (on a budget neutral basis for payments under this paragraph) by
any other adjustment factor under subparagraph (D) of such section.


(2) I��������� ���� ����� ������ ������ �������.— In this subsection, the term `individual with
acute kidney injury' means an individual who has acute loss of renal function and does not receive
renal dialysis services for which payment is made under section 1881(b)(14).''.


(s)P������ ��� A��������� D��������� D������. —
(1) S������� �������. — The Secretary shall make a payment (separate from the payments


otherwise made under section 1895) in the amount established under paragraph (3) to a home
health agency for an applicable disposable device (as defined in paragraph (2)) when furnished on
or after January 1, 2017, to an individual who receives home health services for which payment is
made under section 1895(b).


(2) A��������� ���������� ������. — In this subsection, the term applicable disposable device
means a disposable device that, as determined by the Secretary, is —


(A) a disposable negative pressure wound therapy device that is an integrated system
comprised of a non- manual vacuum pump, a receptacle for collecting exudate, and dressings
for the purposes of wound therapy; and


(B) a substitute for, and used in lieu of, a negative pressure wound therapy durable medical
equipment item that is an integrated system of a negative pressure vacuum pump, a separate
exudate collection canister, and dressings that would otherwise be covered for individuals for
such wound therapy.


(3) P������ ������. — The separate payment amount established under this paragraph for an
applicable disposable device for a year shall be equal to the amount of the payment that would be
made under section 1833(t) (relating to payment for covered OPD services) for the year for the Level
I Healthcare Common Procedure Coding System (HCPCS) code for which the description for a
professional service includes the furnishing of such device.


(t)S���-��-S������ P���� T�����������


[157]
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(1) I� �������In order to facilitate price transparency with respect to items and services for which
payment may be made either to a hospital outpatient department or to an ambulatory surgical
center under this title, the Secretary shall, for 2018 and each year thereafter, make available to the
public via a searchable Internet website, with respect to an appropriate number of such items and
services—


(A) the estimated payment amount for the item or service under the outpatient department
fee schedule under subsection (t) of section 1833 and the ambulatory surgical center payment
system under subsection (i) of such section; and


(B) the estimated amount of beneficiary liability applicable to the item or service.
(2) C���������� �� ��������� ����������� ���������For purposes of paragraph (1)(B), the estimated


amount of beneficiary liability, with respect to an item or service, is the amount for such item or
service for which an individual who does not have coverage under a Medicare supplemental policy
certified under section 1882 or any other supplemental insurance coverage is responsible.


(3) I�������������In carrying out this subsection, the Secretary—
(A) shall include in the notice described in section 1804(a) a notification of the availability of


the estimated amounts made available under paragraph (1); and
(B) may utilize mechanisms in existence on the date of enactment of this subsection, such as


the portion of the Internet website of the Centers for Medicare & Medicaid Services on which
information comparing physician performance is posted (commonly referred to as the Physician
Compare Internet website), to make available such estimated amounts under such paragraph.


(4) F������For purposes of implementing this subsection, the Secretary shall provide for the
transfer, from the Federal Supplementary Medical Insurance Trust Fund under section 1841 to the
Centers for Medicare & Medicaid Services Program Management Account, of $6,000,000 for fiscal
year 2017, to remain available until expended.


(u)P������ ��� R������ R����������� ��� H��� I������� T������
(1)P������


(A)S����� �������
(i) I� �������Subject to clause (iii) and subparagraphs (B) and (C), the Secretary shall


implement a payment system under which a single payment is made under this title to a
qualified home infusion therapy supplier for items and services described in subparagraphs
(A) and (B) of section 1861(iii)(2)) furnished by a qualified home infusion therapy supplier
(as defined in section 1861(iii)(3)(D)) in coordination with the furnishing of home infusion
drugs (as defined in section 1861(iii)(3)(C)) under this part.


(ii) U��� �� ������ �������A unit of single payment under the payment system
implemented under this subparagraph is for each infusion drug administration calendar
day in the individual's home. The Secretary shall, as appropriate, establish single payment
amounts for types of infusion therapy, including to take into account variation in utilization
of nursing services by therapy type.


(iii) L���������The single payment amount determined under this subparagraph after
application of subparagraph (B) and paragraph (3) shall not exceed the amount determined
under the fee schedule under section 1848 for infusion therapy services furnished in a
calendar day if furnished in a physician office setting, except such single payment shall not
reflect more than 5 hours of infusion for a particular therapy in a calendar day.


(B) R������� �����������The Secretary shall adjust the single payment amount determined
under subparagraph (A) for home infusion therapy services under section 1861(iii)(1) to reflect
other factors such as—


(i) a geographic wage index and other costs that may vary by region; and
(ii) patient acuity and complexity of drug administration.


(C)D������������ �����������
(i) I� �������Subject to clause (ii), the Secretary may adjust the single payment amount


determined under subparagraph (A) (after application of subparagraph (B)) to reflect
outlier situations and other factors as the Secretary determines appropriate.


(ii) R���������� �� ������ ����������Any adjustment under this subparagraph shall be
made in a budget neutral manner.


[160]
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(2) C�������������In developing the payment system under this subsection, the Secretary may
consider the costs of furnishing infusion therapy in the home, consult with home infusion therapy
suppliers, consider payment amounts for similar items and services under this part and part A, and
consider payment amounts established by Medicare Advantage plans under part C and in the
private insurance market for home infusion therapy (including average per treatment day payment
amounts by type of home infusion therapy).


(3)A����� �������
(A) I� �������Subject to subparagraph (B), the Secretary shall update the single payment


amount under this subsection from year to year beginning in 2022 by increasing the single
payment amount from the prior year by the percentage increase in the Consumer Price Index
for all urban consumers (United States city average) for the 12-month period ending with June
of the preceding year.


(B) A���������For each year, the Secretary shall reduce the percentage increase described in
subparagraph (A) by the productivity adjustment described in section 1886(b)(3)(B)(xi)(II). The
application of the preceding sentence may result in a percentage being less than 0.0 for a year,
and may result in payment being less than such payment rates for the preceding year.


(4) A�������� �� ����� ����� �������������The Secretary may, as determined appropriate by the
Secretary, apply prior authorization for home infusion therapy services under section 1861(iii)(1).


(5)A������������ �� ��������� ���� �������� ������� ���������
(A) F������ ��� ����������� �� ������������� �������������The Secretary shall consider the


following factors in designating accreditation organizations under subparagraph (B) and in
reviewing and modifying the list of accreditation organizations designated pursuant to
subparagraph (C):


(i) The ability of the organization to conduct timely reviews of accreditation applications.
(ii) The ability of the organization to take into account the capacities of suppliers located


in a rural area (as defined in section 1886(d)(2)(D)).
(iii) Whether the organization has established reasonable fees to be charged to suppliers


applying for accreditation.
(iv) Such other factors as the Secretary determines appropriate.


(B) D����������Not later than January 1, 2021, the Secretary shall designate organizations to
accredit suppliers furnishing home infusion therapy. The list of accreditation organizations so
designated may be modified pursuant to subparagraph (C).


(C)R����� ��� ������������ �� ���� �� ������������� �������������
(i) I� �������The Secretary shall review the list of accreditation organizations designated


under subparagraph (B) taking into account the factors under subparagraph (A). Taking
into account the results of such review, the Secretary may, by regulation, modify the list of
accreditation organizations designated under subparagraph (B).


(ii) S������ ���� ��� �������������� ���� ����� �� ������� ���� ���� �� ����������
������������� �������������In the case where the Secretary removes an organization from
the list of accreditation organizations designated under subparagraph (B), any supplier that
is accredited by the organization during the period beginning on the date on which the
organization is designated as an accreditation organization under subparagraph (B) and
ending on the date on which the organization is removed from such list shall be
considered to have been accredited by an organization designated by the Secretary under
subparagraph (B) for the remaining period such accreditation is in effect.


(D) R��� ��� �������������� ���� ����� �� �����������In the case of a supplier that is
accredited before January 1, 2021, by an accreditation organization designated by the Secretary
under subparagraph (B) as of January 1, 2019, such supplier shall be considered to have been
accredited by an organization designated by the Secretary under such paragraph as of January
1, 2023, for the remaining period such accreditation is in effect.


(6) N����������� �� �������� ������� ������� ��������� ����� �� ���������� ���� ��������
�������Prior to the furnishing of home infusion therapy to an individual, the physician who
establishes the plan described in section 1861(iii)(1) for the individual shall provide notification (in a
form, manner, and frequency determined appropriate by the Secretary) of the options available
(such as home, physician's office, hospital outpatient department) for the furnishing of infusion
therapy under this part.[161]







10/12/2018 Social Security Act §1834


https://www.ssa.gov/OP_Home/ssact/title18/1834.htm 39/40


  December 8, 2003.
  P.L. 112-240, §636 (a)(2), struck out “subparagraph (G)” and inserted “subparagraphs (G) and (H)”, effective


January 2, 2013.
  * P.L.114-255, §16008(a); Inserted sentence beginning with “In the case of items” and clauses (i) and (ii).


Effective December 10, 2016.
  P.L. 112-240, §636 (a)(2), added subparagraph (H), effective January 2, 2013.
  P.L. 113–295, §203, added subparagraph (I). Effective December 19, 2014.
  P.L. 114–40, §2(b), restructured subparagraph (A) and inserted clause (iv). Effective July 30, 2015
  See Vol. II, P.L. 111–148, §6407(c) and (d), with respect to the application to other areas under Medicare and


application to Medicaid, respectively.
  P.L. 114-10, §504(a)(1) struck “the physician documenting that”. Effective April 16, 2015.
  P.L. 114-10, §504(a)(1) struck “has had a face-to-face encounter”; inserted “documenting such physician,


physician assistant, practitioner, or specialist has had a face-to-face encounter”. Effective April 16, 2015.
  See Vol. II, P.L. 75-717, §513(a)(1)(C).
  P.L. 112-240, §636 (b), added this new paragraph (22), effective January 2, 2013.
  See Vol. II, P.L. 78-410, §354.
  See Vol. II, P.L. 110-275, §135(b), with respect to a demonstration project to assess the appropriate use of


imaging services.
  As in original; possibly should be “a”.
  * P.L.114-255, §16008(b)(1); Inserted "subject to section 1834(a)(1)(G),” before “the Secretary”. Effective


December 10, 2016.
  As in original.
  P.L. 112-240, §633(b), added this new paragraph (7), effective January 2, 2013.
  See Vol. II, P.L. 108-173, §414(f), with respect to a final GAO report on cost and access of ambulance services.


See Vol. II, P.L. 110-275, §146(b), with respect to air ambulance payment improvements.
See Vol. II, P.L. 112-96, §3007(d), with respect to a GAO Update Report and 3007(e), with respect to a MedPac


Report.
See Vol. II, P.L. 112-240, §604(d), with respect to studies of ambulance costs.


  P.L. 112-78, §306(c), struck “January 1, 2012”, inserted “March 1, 2012*”, effective December 23, 2011.
*P.L. 112-96, 3007(c), struck “March 1, 2012”, inserted “January 1, 2013**”, effective February 22, 2012.
**P.L. 112-96, 3007(c), struck “January 1, 2013”, inserted “January 1, 2014”, effective January 2, 2013.
***P.L. 113-67, §1104, struck “January 1, 2014”, inserted “April 1, 2014”, effective December 26, 2013.
****P.L. 113-93, §104(b) struck “April 1, 2014”, inserted “”, effective April 1, 2014.
***** P.L. 114-10, §203(a) struck “April 1, 2015”, inserted “January 1, 2018”. Effective April 16, 2015.


  P.L. 112-78, §306(a)(1), struck out “January 1, 2012” and inserted “March 1, 2012*”, effective December 23,
2011.


*P.L. 112-96, §3007(a)(1), struck out “March 1, 2012” and inserted “January 1, 2013**”, effective February 22, 2012.
**P.L. 112-240, §604(a)(1), struck out “January 1, 2013” and inserted “January 1, 2014”, effective January 2, 2013.
***P.L. 113-67, §1104(a)(1), struck out “January 1, 2014” and inserted “April 1, 2014”, effective December 26, 2013.
As in original. Second comma added by P.L. 111-309, §106(a)(1).
****P.L. 113-93, §104(a) struck out “April 1, 2014” and inserted “”, effective April 1, 2014.
P.L. 114-10, §203(a) struck “”, inserted “January 1, 2018”. Effective April 16, 2015.


  P.L. 112-78, §306(a)(2), struck out “January 1, 2012” and inserted “March 1, 2012*”, effective December 23,
2011.


*P.L. 112-96, §3007(a)(2), struck out “March 1, 2012” and inserted “January 1, 2013*”, effective February 22, 2012.
**P.L. 112-240, §604(a)(2), struck out “January 1, 2013” and inserted “January 1, 2014”, effective January 2, 2013.
**P.L. 113-67, §1104, struck out “January 1, 2014” and inserted “April 1, 2014”, effective December 26, 2013.
****P.L. 113-93, §104(a) struck out “April 1, 2014” and inserted “”, effective April 1, 2014.
P.L. 114-10, §203(a) struck “”, inserted “January 1, 2018”. Effective April 16, 2015.


  P.L. 112-78, §306(a)(2), struck “January 1, 2012”, inserted “March 1, 2012*”, effective December 23, 2011.
*P.L. 112-96, §3007(a)(2), struck “March 1, 2012”, inserted “January 1, 2013”, effective February 22, 2012.
**P.L. 112-240, §604(a)(2), struck “January 1, 2013”, inserted “January 1, 2014”, effective January 2, 2013.
***P.L. 113-67, §1104, struck “January 1, 2014”, inserted “April 1, 2014”, effective December 26, 2013.
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****P.L. 113-93, §104(a) struck “April 1, 2014”, inserted “”, effective April 1, 2014.
*****P.L. 114-10, §203(a) struck “April 1, 2015”, inserted “January 1, 2018”. Effective April 16, 2015.


  P.L. 112-240, §637, added this new paragraph (15), effective January 2, 2013.
  P.L. 114-10, §515(b); Inserted paragraph (16). Effective April 16, 2015
  P.L. 113-93, §218(a)(1), added subsection (p). Effective April 1, 2014.
  P.L. 114-27, §808(a); Inserted paragraph (r). Effective June 29, 2015
  P.L. 113-93, §218(b)(1), added subsection (q). Effective April 1, 2014.
  P.L. 114-27, §808(b), inserted subsection (r). Effective June 29, 2015.
  P.L.114-113, §504(a) inserted subsection (s). Effective December 18, 2015.
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PAYMENT FOR PHYSICIANS’ SERVICES


S��. 1848. [42 U.S.C. 1395w–4]  (a) P������ B���� �� F�� S�������.—
(1) I� �������.—Effective for all physicians’ services (as defined in subsection (j)(3)) furnished


under this part during a year (beginning with 1992) for which payment is otherwise made on the
basis of a reasonable charge or on the basis of a fee schedule under section 1834(b), payment under
this part shall instead be based on the lesser of—


(A) the actual charge for the service, or
(B) subject to the succeeding provisions of this subsection, the amount determined under the


fee schedule established under subsection (b) for services furnished during that year (in this
subsection referred to as the “fee schedule amount”).


(2) T��������� �� ���� ��� ��������.—
(A) L������� ���������� ��� ��������� �� 15 ������� �� 1992.—


(i) L���� �� ��������.—In the case of a service in a fee schedule area (as defined in
subsection (j)(2)) for which the adjusted historical payment basis (as defined in
subparagraph (D)) is less than 85 percent of the fee schedule amount for services furnished
in 1992, there shall be substituted for the fee schedule amount an amount equal to the
adjusted historical payment basis plus 15 percent of the fee schedule amount otherwise
established (without regard to this paragraph).


(ii) L���� �� ���������.—In the case of a service in a fee schedule area for which the
adjusted historical payment basis exceeds 115 percent of the fee schedule amount for
services furnished in 1992, there shall be substituted for the fee schedule amount an
amount equal to the adjusted historical payment basis minus 15 percent of the fee
schedule amount otherwise established (without regard to this paragraph).


(B) S������ ���� ��� 1993, 1994, ��� 1995.—If a physicians’ service in a fee schedule area is
subject to the provisions of subparagraph (A) in 1992, for physicians’ services furnished in the
area—


(i) during 1993, there shall be substituted for the fee schedule amount an amount equal
to the sum of—


(I) 75 percent of the fee schedule amount determined under subparagraph (A),
adjusted by the update established under subsection (d)(3) for 1993, and


(II) 25 percent of the fee schedule amount determined under paragraph (1) for 1993
without regard to this paragraph;


(ii) during 1994, there shall be substituted for the fee schedule amount an amount equal
to the sum of—


(I) 67 percent of the fee schedule amount determined under clause (i), adjusted by
the update established under subsection (d)(3) for 1994 and as adjusted under
subsection (c)(2)(F)(ii) and under section 13515(b) of the Omnibus Budget
Reconciliation Act of 1993 , and


(II) 33 percent of the fee schedule amount determined under paragraph (1) for 1994
without regard to this paragraph; and


(iii) during 1995, there shall be substituted for the fee schedule amount an amount equal
to the sum of—


(I) 50 percent of the fee schedule amount determined under clause (ii) adjusted by
the update established under subsection (d)(3) for 1995, and


(II) 50 percent of the fee schedule amount determined under paragraph (1) for 1995
without regard to this paragraph.


(C) S������ ���� ��� ���������� ��� ��������� ��������.— With respect to physicians’ services
which are anesthesia services, the Secretary shall provide for a transition in the same manner as
a transition is provided for other services under subparagraph (B). With respect to radiology
services, “109 percent” and “9 percent” shall be substituted for “115 percent” and “15 percent”,
respectively, in subparagraph (A)(ii).


(D) A������� ���������� ������� ����� �������.—
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(i) I� �������.—In this paragraph, the term “adjusted historical payment basis” means,
with respect to a physicians’ service furnished in a fee schedule area, the weighted average
prevailing charge applied in the area for the service in 1991 (as determined by the
Secretary without regard to physician specialty and as adjusted to reflect payments for
services with customary charges below the prevailing charge or other payment limitations
imposed by law or regulation) adjusted by the update established under subsection (d)(3)
for 1992.


(ii) A���������� �� ��������� ��������.—In applying clause (i) in the case of physicians’
services which are radiology services (including radiologist services, as defined in section
1834(b)(6)), but excluding nuclear medicine services that are subject to section 6105(b) of
the Omnibus Budget Reconciliation Act of 1989, there shall be substituted for the weighted
average prevailing charge the amount provided under the fee schedule established for the
service for the fee schedule area under section 1834(b).


(iii) N������ �������� ��������.—In applying clause (i) in the case of physicians’ services
which are nuclear medicine services, there shall be substituted for the weighted average
prevailing charge the amount provided under section 6105(b) of the Omnibus Budget
Reconciliation Act of 1989.


(3) I��������� ��� ������������� ���������� ��� ���������.—In applying paragraph (1)(B) in the
case of a nonparticipating physician or a nonparticipating supplier or other person, the fee schedule
amount shall be 95 percent of such amount otherwise applied under this subsection (without regard
to this paragraph). In the case of physicians’ services (including services which the Secretary
excludes pursuant to subsection (j)(3)) of a nonparticipating physician, supplier, or other person for
which payment is made under this part on a basis other than the fee schedule amount, the payment
shall be based on 95 percent of the payment basis for such services furnished by a participating
physician, supplier, or other person.


(4) S������ ���� ��� ������� ���������.—
(A) I� �������.—With respect to physicians’ services furnished on or after January 1, 1994,


and consisting of medical direction of two, three, or four concurrent anesthesia cases, except as
provided in paragraph (5), the fee schedule amount to be applied shall be equal to one-half of
the amount described in subparagraph (B).


(B) A�����.—The amount described in this subparagraph, for a physician’s medical direction
of the performance of anesthesia services, is the following percentage of the fee schedule
amount otherwise applicable under this section if the anesthesia services were personally
performed by the physician alone:


(i) For services furnished during 1994, 120 percent.
(ii) For services furnished during 1995, 115 percent.
(iii) For services furnished during 1996, 110 percent.
(iv) For services furnished during 1997, 105 percent.
(v) For services furnished after 1997, 100 percent.


(5) I�������� ������� ����������.—
(A) ����������.—


(i) I� �������.—Subject to subparagraph (B) and subsection (m)(2)(B), with respect to
covered professional services furnished by an eligible professional during 2012, 2013or
2014, if the eligible professional is not a successful electronic prescriber for the reporting
period for the year (as determined under subsection (m)(3)(B)), the fee schedule amount
for such services furnished by such professional during the year (including the fee schedule
amount for purposes of determining a payment based on such amount) shall be equal to
the applicable percent of the fee schedule amount that would otherwise apply to such
services under this subsection (determined after application of paragraph (3) but without
regard to this paragraph).


(ii) A��������� �������.—For purposes of clause (i), the term “applicable percent” means
—


(I) for 2012, 99 percent;
(II) for 2013, 98.5 percent; and
(III) for 2014, 98 percent.
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(B) S���������� �������� ���������.—The Secretary may, on a case-by-case basis, exempt an
eligible professional from the application of the payment adjustment under subparagraph (A) if
the Secretary determines, subject to annual renewal, that compliance with the requirement for
being a successful electronic prescriber would result in a significant hardship, such as in the
case of an eligible professional who practices in a rural area without sufficient Internet access.


(C) A����������.—
(i) P�������� ��������� ������ �����.—Paragraphs (5), (6), and (8) of subsection (k) shall


apply for purposes of this paragraph in the same manner as they apply for purposes of
such subsection.


(ii) E�������� ������� ���������� �����.—Clauses (ii) and (iii) of subsection (m)(5)(D)
shall apply for purposes of this paragraph in a similar manner as they apply for purposes of
such subsection.


(D) D����������.—For purposes of this paragraph—
(i) E������� ������������; ������� ������������ ��������.—The terms “eligible


professional” and “covered professional services” have the meanings given such terms in
subsection (k)(3).


(ii) P�������� ��������� ������.—The term “physician reporting system” means the
system established under subsection (k).


(iii) R�������� ������.—The term “reporting period” means, with respect to a year, a
period specified by the Secretary.


(6) S������ ���� ��� �������� �����������������.—With respect to physicians’ services furnished
on or after January 1, 2010, in the case of teaching anesthesiologists involved in the training of
physician residents in a single anesthesia case or two concurrent anesthesia cases, the fee schedule
amount to be applied shall be 100 percent of the fee schedule amount otherwise applicable under
this section if the anesthesia services were personally performed by the teaching anesthesiologist
alone and paragraph (4) shall not apply if—


(A) the teaching anesthesiologist is present during all critical or key portions of the anesthesia
service or procedure involved; and


(B) the teaching anesthesiologist (or another anesthesiologist with whom the teaching
anesthesiologist has entered into an arrangement) is immediately available to furnish
anesthesia services during the entire procedure.


(7) I��������� ��� ���������� ��� �� ��������� ��� ����������.—
(A) A���������.—


(i) I� �������.—Subject to subparagraphs (B) and (D), with respect to covered
professional services furnished by an eligible professional during each of 2015 through
2018 , if the eligible professional is not a meaningful EHR user (as determined under
subsection (o)(2)) for an EHR reporting period for the year, the fee schedule amount for
such services furnished by such professional during the year (including the fee schedule
amount for purposes of determining a payment based on such amount) shall be equal to
the applicable percent of the fee schedule amount that would otherwise apply to such
services under this subsection (determined after application of paragraph (3) but without
regard to this paragraph).


(ii) A��������� �������.—Subject to clause (iii), for purposes of clause (i), the term
“applicable percent” means—


(I) for 2015, 99 percent (or, in the case of an eligible professional who was subject to
the application of the payment adjustment under section 1848(a)(5) for 2014, 98
percent);


(II) for 2016, 98 percent; and
(III) for 2017 and 2018 , 97 percent.


(iii) A�������� �� �������� ���������� ���������� ��� 2018 .—For 2018 , if the
Secretary finds that the proportion of eligible professionals who are meaningful EHR users
(as determined under subsection (o)(2)) is less than 75 percent, the applicable percent shall
be decreased by 1 percentage point from the applicable percent in the preceding year .


(B) S���������� �������� ���������.—The Secretary may, on a case-by-case basis, exempt an
eligible professional from the application of the payment adjustment under subparagraph (A) if
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the Secretary determines, subject to annual renewal, that compliance with the requirement for
being a meaningful EHR user would result in a significant hardship, such as in the case of an
eligible professional who practices in a rural area without sufficient Internet access. The
Secretary shall exempt an eligible professional from the application of the payment adjustment
under subparagraph (A) with respect to a year, subject to annual renewal, if the Secretary
determines that compliance with the requirement for being a meaningful EHR user is not
possible because the certified EHR technology used by such professional has been decertified
under a program kept or recognized pursuant to section 3001(c)(5) of the Public Health Service
Act. In no case may an eligible professional be granted an exemption under this subparagraph
for more than 5 years.


(C) A���������� �� ��������� ��������� ������ �����.—Paragraphs (5), (6), and (8) of
subsection (k) shall apply for purposes of this paragraph in the same manner as they apply for
purposes of such subsection.


(D) N��-����������� �� ��������-����� ��� ���������� �������� ������-����� ��������
�������������.—


(i) H�������-����� No payment adjustment may be made under subparagraph (A) in the
case of hospital-based eligible professionals (as defined in subsection (o)(1)(C)(ii)).


(ii) A��������� �������� ������-�����Subject to clause (iv), no payment adjustment may
be made under subparagraph (A) for 2017 and 2018 in the case of an eligible professional
with respect to whom substantially all of the covered professional services furnished by
such professional are furnished in an ambulatory surgical center.


(iii) D������������The determination of whether an eligible professional is an eligible
professional described in clause (ii) may be made on the basis of—


(I) the site of service (as defined by the Secretary); or
(II) an attestation submitted by the eligible professional. Determinations made under


subclauses (I) and (II) shall be made without regard to any employment or billing
arrangement between the eligible professional and any other supplier or provider of
services.


(iv) S�����Clause (ii) shall no longer apply as of the first year that begins more than 3
years after the date on which the Secretary determines, through notice and comment
rulemaking, that certified EHR technology applicable to the ambulatory surgical center
setting is available.


(E) D����������.—For purposes of this paragraph:
(i) C������ ������������ ��������.—The term “covered professional services” has the


meaning given such term in subsection (k)(3).
(ii) EHR ��������� ������.—The term “EHR reporting period” means, with respect to a


year, a period (or periods) specified by the Secretary.
(iii) E������� ������������.—The term “eligible professional” means a physician, as


defined in section 1861(r).
(8) I��������� ��� ������� ���������.—


(A) A���������.—
(i) I� �������.—With respect to covered professional services furnished by an eligible


professional during each of 2015 through 2018 , if the eligible professional does not
satisfactorily submit data on quality measures for covered professional services for the
quality reporting period for the year (as determined under subsection (m)(3)(A)), the fee
schedule amount for such services furnished by such professional during the year
(including the fee schedule amount for purposes of determining a payment based on such
amount) shall be equal to the applicable percent of the fee schedule amount that would
otherwise apply to such services under this subsection (determined after application of
paragraphs (3), (5), and (7), but without regard to this paragraph).


(ii) A��������� �������.—For purposes of clause (i), the term “applicable percent” means
—


(I) for 2015, 98.5 percent; and
(II) for 2016, 2017, and 2018 , 98 percent.


(B) A����������.—
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(i) P�������� ��������� ������ �����.—Paragraphs (5), (6), and (8) of subsection (k) shall
apply for purposes of this paragraph in the same manner as they apply for purposes of
such subsection.


(ii) Clauses (ii) and (iii) of subsection (m)(5)(D) shall apply for purposes of this paragraph
in a similar manner as they apply for purposes of such subsection.


(C) D����������.—For purposes of this paragraph:
(i) E������� ������������; ������� ������������ ��������.—The terms “eligible


professional” and “covered professional services” have the meanings given such terms in
subsection (k)(3).


(ii) The term “physician reporting system” means the system established under
subsection (k).


(iii) Q������ ��������� ������.—The term “quality reporting period” means, with respect
to a year, a period specified by the Secretary.


(9) I���������� ��������� �� �������� �������� �� ������ �������� ��������.— With respect
to services for which a physician is required to report information in accordance with subsection (c)
(8)(B)(i), the Secretary may through rulemaking delay payment of 5 percent of the amount that
would otherwise be payable under the physician fee schedule under this section for such services
until the information so required is reported.


(b) E������������ �� F�� S��������.—
(1) I� �������.—Before November 1 of the preceding year, for each year beginning with 1998,


subject to subsection (p), the Secretary shall establish, by regulation, fee schedules that establish
payment amounts for all physicians’ services furnished in all fee schedule areas (as defined in
subsection (j)(2)) for the year. Except as provided in paragraph (2), each such payment amount for a
service shall be equal to the product of—


(A) the relative value for the service (as determined in subsection (c)(2)),
(B) the conversion factor (established under subsection (d)) for the year, and
(C) the geographic adjustment factor (established under subsection (e)(2)) for the service for


the fee schedule area.
(2) T�������� �� ��������� �������� ��� ���������� ��������.—


(A) R�������� ��������.—With respect to radiology services (including radiologist services, as
defined in section 1834(b)(6)), the Secretary shall base the relative values on the relative value
scale developed under section 1834(b)(1)(A), with appropriate modifications of the relative
values to assure that the relative values established for radiology services which are similar or
related to other physicians’ services are consistent with the relative values established for those
similar or related services.


(B) A��������� ��������.—In establishing the fee schedule for anesthesia services for which a
relative value guide has been established under section 4048(b) of the Omnibus Budget
Reconciliation Act of 1987 , the Secretary shall use, to the extent practicable, such relative
value guide, with appropriate adjustment of the conversion factor, in a manner to assure that
the fee schedule amounts for anesthesia services are consistent with the fee schedule amounts
for other services determined by the Secretary to be of comparable value. In applying the
previous sentence, the Secretary shall adjust the conversion factor by geographic adjustment
factors in the same manner as such adjustment is made under paragraph (1)(C).


(C) C�����������.—The Secretary shall consult with the Physician Payment Review
Commission and organizations representing physicians or suppliers who furnish radiology
services and anesthesia services in applying subparagraphs (A) and (B).


(3) T�������� �� �������������� �� ������������������.— The Secretary—
(A) shall make separate payment under this section for the interpretation of


electrocardiograms performed or ordered to be performed as part of or in conjunction with a
visit to or a consultation with a physician, and


(B) shall adjust the relative values established for visits and consultations under subsection (c)
so as not to include relative value units for interpretations of electrocardiograms in the relative
value for visits and consultations.


(4) S������ ���� ��� ������� ��������.—
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(A) I� �������.—In the case of imaging services described in subparagraph (B) furnished on
or after January 1, 2007, if—


(i) the technical component (including the technical component portion of a global fee)
of the service established for a year under the fee schedule described in paragraph (1)
without application of the geographic adjustment factor described in paragraph (1)(C),
exceeds


(ii) the Medicare OPD fee schedule amount established under the prospective payment
system for hospital outpatient department services under paragraph (3)(D) of section
1833(t) for such service for such year, determined without regard to geographic adjustment
under paragraph (2)(D) of such section, the Secretary shall substitute the amount described
in clause (ii), adjusted by the geographic adjustment factor described in paragraph (1)(C),
for the fee schedule amount for such technical component for such year.


(B) I������ �������� ���������.—For purposes of this subparagraph, imaging services
described in this subparagraph are imaging and computer-assisted imaging services, including
X-ray, ultrasound (including echocardiography), nuclear medicine (including positron emission
tomography), magnetic resonance imaging, computed tomography, and fluoroscopy, but
excluding diagnostic and screening mammography, and for 2010, 2011, and the first 2 months
of 2012 , dual-energy x-ray absorptiometry services (as described in paragraph (6)).


(C)[249] A��������� �� ������� ����������� ����.—With respect to fee schedules established
for 2011 and subsequent years , in the methodology for determining practice expense
relative value units for expensive diagnostic imaging equipment under the final rule published
by the Secretary in the Federal Register on November 25, 2009 (42 CFR 410 et al.), the Secretary
shall use a 75 percent assumption instead of the utilization rates otherwise established in such
final rule. With respect to fee schedules established for 2014 and subsequent years, in such
methodology, the Secretary shall use a 90 percent utilization rate.


(D)[252] A��������� �� ��������� ��������� �������� �� ������-������� ������� ���������
����������� ���� �����.—For services furnished on or after July 1, 2010, the Secretary shall
increase the reduction in payments attributable to the multiple procedure payment reduction
applicable to the technical component for imaging under the final rule published by the
Secretary in the Federal Register on November 21, 2005 (part 405 of title 42, Code of Federal
Regulations) from 25 percent to 50 percent.


(5) T�������� �� ��������� ������� �������������� �������.—
(A) I� �������.—In the case of an intensive cardiac rehabilitation program described in


section 1861(eee)(4), the Secretary shall substitute the Medicare OPD fee schedule amount
established under the prospective payment system for hospital outpatient department service
under paragraph (3)(D) of section 1833(t) for cardiac rehabilitation (under HCPCS codes 93797
and 93798 for calendar year 2007, or any succeeding HCPCS codes for cardiac rehabilitation).


(B) D��������� �� �������.—Each of the services described in subparagraphs (A) through (E) of
section 1861(eee)(3), when furnished for one hour, is a separate session of intensive cardiac
rehabilitation.


(C) M������� �������� ��� ���.—Payment may be made for up to 6 sessions per day of the
series of 72 one-hour sessions of intensive cardiac rehabilitation services described in section
1861(eee)(4)(B).


(6) T�������� �� ���� ���� �����.—For dual-energy x-ray absorptiometry services (identified in
2006 by HCPCS codes 76075 and 76077 (and any succeeding codes)) furnished during 2010, 2011,
and the first 2 months of 2012 , instead of the payment amount that would otherwise be
determined under this section for such years, the payment amount shall be equal to 70 percent of
the product of—


(A) the relative value for the service (as determined in subsection (c)(2)) for 2006;
(B) the conversion factor (established under subsection (d)) for 2006; and
(C) the geographic adjustment factor (established under subsection (e)(2)) for the service for


the fee schedule area for 2010, 2011, and first 2 months of 2012 , respectively.
(7) A��������� �� �������� ��� ������� �������� ������� ��������.—In the case of therapy


services furnished on or after January 1, 2011, and before April 1, 2013,  and for which payment is
made under fee schedules established under this section, instead of the 25 percent multiple
procedure payment reduction specified in the final rule published by the Secretary in the Federal
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Register on November 29, 2010, the reduction percentage shall be 20 percent. In the case of such
services furnished on or after April 1, 2013, and for which payment is made under such fee
schedules, instead of the 25 percent multiple procedure payment reduction specified in such final
rule, the reduction percentage shall be 50 percent.


(8)E���������� ���� ���������� ��� ����������� ���� ������� ���� �����.—
(A) I� �������. — In order to encourage the management of care for individuals with chronic


care needs the Secretary shall, subject to subparagraph (B), make payment (as the Secretary
determines to be appropriate) under this section for chronic care management services
furnished on or after January 1, 2015, by a physician (as defined in section 1861(r)(1)), physician
assistant or nurse practitioner (as defined in section 1861(aa)(5)(A)), clinical nurse specialist (as
defined in section 1861(aa)(5)(B)), or certified nurse midwife (as defined in section 1861(gg)(2)).


(B) P������� �������� �� �������. — In carrying out this paragraph, with respect to chronic
care management services, the Secretary shall —


(i) make payment to only one applicable provider for such services furnished to an
individual during a period;


(ii) not make payment under subparagraph (A) if such payment would be duplicative of
payment that is otherwise made under this title for such services; and


(iii) not require that an annual wellness visit (as defined in section 1861(hhh)) or an initial
preventive physical examination (as defined in section 1861(ww)) be furnished as a
condition of payment for such management services.''.


(9)S������ ���� �� ����������� ���������� ���� ����������� �-��� ������� �� ������� �����������.
—


(A) L��������� �� ������� ��� ���� �-��� ������� ��������. — In the case of an imaging
service (including the imaging portion of a service) that is an X-ray taken using film and that is
furnished during 2017 or a subsequent year, the payment amount for the technical component
(including the technical component portion of a global service) of such service that would
otherwise be determined under this section (without application of this paragraph and before
application of any other adjustment under this section) for such year shall be reduced by 20
percent.


(B) P�����-�� ���������� �� ������� ��� �������� ����������� ������� ��������. — In the
case of an imaging service (including the imaging portion of a service) that is an X-ray taken
using computed radiography technology —


(i) in the case of such a service furnished during 2018, 2019, 2020, 2021, or 2022, the
payment amount for the technical component (including the technical component portion
of a global service) of such service that would otherwise be determined under this section
(without application of this paragraph and before application of any other adjustment
under this section) for such year shall be reduced by 7 percent; and


(ii) in the case of such a service furnished during 2023 or a subsequent year, the payment
amount for the technical component (including the technical component portion of a
global service) of such service that would otherwise be determined under this section
(without application of this paragraph and before application of any other adjustment
under this section) for such year shall be reduced by 10 percent.


(C) C������� ����������� ���������� �������. — For purposes of this paragraph, the term
`computed radiography technology' means cassette-based imaging which utilizes an imaging
plate to create the image involved.


(D) I�������������. — In order to implement this paragraph, the Secretary shall adopt
appropriate mechanisms which may include use of modifiers.


(10) R�������� �� �������� �� ������� ��� ������������ ��������� �� �������� �������
��������. —  In the case of the professional component of imaging services furnished on or after
January 1, 2017, instead of the 25 percent reduction for multiple procedures specified in the final
rule published by the Secretary in the Federal Register on November 28, 2011, as amended in the
final rule published by the Secretary in the Federal Register on November 16, 2012, the reduction
percentage shall be 5 percent.


(c) D������������ �� R������� V����� ��� P���������’ S�������.—
(1) D������� �� ����������’ �������� ��� ����������.—In this section, with respect to a physicians’


service:
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(A) W��� ��������� �������.—The term “work component” means the portion of the
resources used in furnishing the service that reflects physician time and intensity in furnishing
the service. Such portion shall—


(i) include activities before and after direct patient contact, and
(ii) be defined, with respect to surgical procedures, to reflect a global definition including


pre-operative and post-operative physicians’ services.
(B) P������� ������� ��������� �������.—The term “practice expense component” means


the portion of the resources used in furnishing the service that reflects the general categories of
expenses (such as office rent and wages of personnel, but excluding malpractice expenses)
comprising practice expenses.


(C) M���������� ��������� �������.—The term “malpractice component” means the portion
of the resources used in furnishing the service that reflects malpractice expenses in furnishing
the service.


(2) D������������ �� �������� ������.—
(A) I� �������.—


(i) C���������� �� ����� ��� ����������.—The Secretary shall develop a methodology
for combining the work, practice expense, and malpractice relative value units, determined
under subparagraph (C), for each service in a manner to produce a single relative value for
that service. Such relative values are subject to adjustment under subparagraph (F)(i) and
section 13515(b) of the Omnibus Budget Reconciliation Act of 1993 .


(ii) E������������.—The Secretary may use extrapolation and other techniques to
determine the number of relative value units for physicians’ services for which specific data
are not available and shall take into account recommendations of the Physician Payment
Review Commission and the results of consultations with organizations representing
physicians who provide such services.


(B) P������� ������ ��� ����������� �� �������� ������.—
(i) P������� ������.—The Secretary, not less often than every 5 years, shall review the


relative values established under this paragraph for all physicians’ services.
(ii) A����������.—


(I) I� �������.—The Secretary shall, to the extent the Secretary determines to be
necessary and subject to subclause (II) and paragraph (7) , adjust the number of
such units to take into account changes in medical practice, coding changes, new data
on relative value components, or the addition of new procedures. The Secretary shall
publish an explanation of the basis for such adjustments.


(II) L��������� �� ������ �����������.—Subject to clauses (iv) and (v), the
adjustments under subclause (I) for a year may not cause the amount of expenditures
under this part for the year to differ by more than $20,000,000 from the amount of
expenditures under this part that would have been made if such adjustments had not
been made.


(iii) C�����������.—The Secretary, in making adjustments under clause (ii), shall consult
with the Medicare Payment Advisory Commission and organizations representing
physicians.


(iv) E�������� �� ������� ���������� ������������.—The additional expenditures
attributable to—


(I) subparagraph (H) shall not be taken into account in applying clause (ii)(II) for
2004;


(II) subparagraph (I) insofar as it relates to a physician fee schedule for 2005 or 2006
shall not be taken into account in applying clause (ii)(II) for drug administration
services under the fee schedule for such year for a specialty described in subparagraph
(I)(ii)(II);


(III) subparagraph (J) insofar as it relates to a physician fee schedule for 2005 or
2006 shall not be taken into account in applying clause (ii)(II) for drug administration
services under the fee schedule for such year; and


(IV) subsection (b)(6) shall not be taken into account in applying clause (ii)(II) for
2010, 2011, or the first 2 months of 2012 .
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(v) E�������� �� ������� ������� ������������ ���� ������-���������� �����������.—
The following reduces expenditures, as estimated by the Secretary, shall not be taken into
account in applying clause (ii)(II):


(I) R������ ������� ��� �������� ������� ����������.—Effective for fee schedules
established beginning with 2007, reduced expenditures attributable to the multiple
payment reduction for imaging under the final rule published by the Secretary in the
Federal Register on November 21, 2005 (42 CFR 405, et al.) insofar as it relates to the
physician fee schedules for 2006 and 2007.


(II) OPD ������� ��� ��� ������� ��������.—Effective for fee schedules established
beginning with 2007, reduced expenditures attributable to subsection (b)(4).


(III)[263] C����� �� ����������� ���� ��� ������� ������� ��������.—Effective for fee
schedules established beginning with 2011, reduced expenditures attributable to the
changes in the utilization rate applicable to 2011 and 2014, as described in the first
and second sentence, respectively of  subsection (b)(4)(C).


(IV) [Stricken. ]
(V) [Stricken. ]
(VI)[267] A��������� ������� ������� ��� �������� ������� ����������.—Effective


for fee schedules established beginning with 2010 (but not applied for services
furnished prior to July 1, 2010), reduced expenditures attributable to the increase in
the multiple procedure payment reduction from 25 to 50 percent (as described in
subsection (b)(4)(D)).


(VII) R������ ������������ ��� �������� ������� ��������.—Effective for fee
schedules established beginning with 2011, reduced expenditures attributable to the
multiple procedure payment reduction for therapy services (as described in subsection
(b)(7)).


(VIII) R������ ������������ ������������ �� ����������� �� ������� ���������� ���
�������� ����������.—Effective for fee schedules established beginning with 2016,
reduced expenditures attributable to the application of the quality incentives for
computed tomography under section 1834(p).


(IX) R��������� ��� ��������� �������� �� ������ ��� ���.—Effective for fee
schedules beginning with 2017, reduced expenditures attributable to the application
of the target recapture amount described in subparagraph (O)(iii).


(X) R������ ������������ ������������ �� ���������� �� ���������� �� �������
�����������. — Effective for fee schedules established beginning with 2017, reduced
expenditures attributable to subparagraph (A) of subsection (b)(9) and effective for fee
schedules established beginning with 2018, reduced expenditures attributable to
subparagraph (B) of such subsection.


(XI) D������� �� ������� ��� ������������ ��������� �� ������� ��������.—
Effective for fee schedules established beginning with 2017, reduced expenditures
attributable to subsection (b)(10).


(vi) A���������� ����������� �� ������-���������� ����������.— Notwithstanding
subsection (d)(9)(A), effective for fee schedules established beginning with 2009, with
respect to the 5-year review of work relative value units used in fee schedules for 2007 and
2008, in lieu of continuing to apply budget neutrality adjustments required under clause (ii)
for 2007 and 2008 to work relative value units, the Secretary shall apply such budget-
neutrality adjustments to the conversion factor otherwise determined for years beginning
with 2009.


(C) C���������� �� �������� ����� ����� ��� ����������.— For purposes of this section for
each physicians’ service—


(i) W��� �������� ����� �����.—The Secretary shall determine a number of work relative
value units for the service or group of service s based on the relative resources
incorporating physician time and intensity required in furnishing the service.


(ii) P������� ������� �������� ����� �����.—The Secretary shall determine a number of
practice expense relative value units for the service for years before 1999 equal to the
product of—


(I) the base allowed charges (as defined in subparagraph (D)) for the service, and
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g p g p
(II) the practice expense percentage for the service (as determined under paragraph


(3)(C)(ii)),
and for years beginning with 1999 based on the relative practice expense resources
involved in furnishing the service or group of services .
For 1999, such number of units shall be determined based 75 percent on such product and
based 25 percent on the relative practice expense resources involved in furnishing the
service. For 2000, such number of units shall be determined based 50 percent on such
product and based 50 percent on such relative practice expense resources. For 2001, such
number of units shall be determined based 25 percent on such product and based 75
percent on such relative practice expense resources. For a subsequent year, such number
of units shall be determined based entirely on such relative practice expense resources.


(iii) M���������� �������� ����� �����.—The Secretary shall determine a number of
malpractice relative value units for the service or group of services  for years before
2000 equal to the product of—


(I) the base allowed charges (as defined in subparagraph (D)) for the service, and
(II) the malpractice percentage for the service (as determined under paragraph (3)(C)


(iii)),
and for years beginning with 2000 based on the malpractice expense resources involved in
furnishing the service.


(D) B��� ������� ������� �������.—In this paragraph, the term “base allowed charges”
means, with respect to a physician’s service, the national average allowed charges for the
service under this part for services furnished during 1991, as estimated by the Secretary using
the most recent data available.


(E) R�������� �� �������� ������� �������� ����� ����� ��� ������� ��������.—
(i) I� �������.—Subject to clause (ii), the Secretary shall reduce the practice expense


relative value units applied to services described in clause (iii) furnished in—
(I) 1994, by 25 percent of the number by which the number of practice expense


relative value units (determined for 1994 without regard to this subparagraph) exceeds
the number of work relative value units determined for 1994,


(II) 1995, by an additional 25 percent of such excess, and
(III) 1996, by an additional 25 percent of such excess.


(ii) F���� �� ����������.—The practice expense relative value units for a physician’s
service shall not be reduced under this subparagraph to a number less than 128 percent of
the number of work relative value units.


(iii) S������� �������.—For purposes of clause (i), the services described in this clause are
physicians’ services that are not described in clause (iv) and for which—


(I) there are work relative value units, and
(II) the number of practice expense relative value units (determined for 1994)


exceeds 128 percent of the number of work relative value units (determined for such
year).


(iv) E������� ��������.—For purposes of clause (iii), the services described in this clause
are services which the Secretary determines at least 75 percent of which are provided
under this title in an office setting.


(F) B����� ���������� �����������.—The Secretary—
(i) shall reduce the relative values for all services (other than anesthesia services)


established under this paragraph (and in the case of anesthesia services, the conversion
factor established by the Secretary for such services) by such percentage as the Secretary
determines to be necessary so that, beginning in 1996, the amendment made by section
13514(a) of the Omnibus Budget Reconciliation Act of 1993 would not result in
expenditures under this section that exceed the amount of such expenditures that would
have been made if such amendment had not been made, and


(ii) shall reduce the amounts determined under subsection (a)(2)(B)(ii)(I) by such
percentage as the Secretary determines to be required to assure that, taking into account
the reductions made under clause (i), the amendment made by section 13514(a) of the
Omnibus Budget Reconciliation Act of 1993 would not result in expenditures under this
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section in 1994 that exceed the amount of such expenditures that would have been made
if such amendment had not been made.


(G) A���������� �� �������� ����� ����� ��� 1998.—
(i) I� �������.—The Secretary shall—


(I) subject to clauses (iv) and (v), reduce the practice expense relative value units
applied to any services described in clause (ii) furnished in 1998 to a number equal to
110 percent of the number of work relative value units, and


(II) increase the practice expense relative value units for office visit procedure codes
during 1998 by a uniform percentage which the Secretary estimates will result in an
aggregate increase in payments for such services equal to the aggregate decrease in
payments by reason of subclause (I).


(ii) S������� �������.—For purposes of clause (i), the services described in this clause are
physicians’ services that are not described in clause (iii) and for which—


(I) there are work relative value units, and
(II) the number of practice expense relative value units (determined for 1998)


exceeds 110 percent of the number of work relative value units (determined for such
year).


(iii) E������� ��������.—For purposes of clause (ii), the services described in this clause
are services which the Secretary determines at least 75 percent of which are provided
under this title in an office setting.


(iv) L��������� �� ��������� ������������.—If the application of clause (i)(I) would result
in an aggregate amount of reductions under such clause in excess of $390,000,000, such
clause shall be applied by substituting for 110 percent such greater percentage as the
Secretary estimates will result in the aggregate amount of such reductions equaling
$390,000,000.


(v) N� ��������� ��� ������� ��������.—Practice expense relative value units for a
procedure performed in an office or in a setting out of an office shall not be reduced under
clause (i) if the in-office or out-of-office practice expense relative value, respectively, for the
procedure would increase under the proposed rule on resource-based practice expenses
issued by the Secretary on June 18, 1997 (62 Federal Register 33158 et seq.).


(H) A���������� �� �������� ������� �������� ����� ����� ��� ������� ���� ��������������
�������� ��������� �� 2004.—


(i) U�� �� ������ ����.—In establishing the physician fee schedule under subsection (b)
with respect to payments for services furnished on or after January 1, 2004, the Secretary
shall, in determining practice expense relative value units under this subsection, utilize a
survey submitted to the Secretary as of January 1, 2003, by a physician specialty
organization pursuant to section 212 of the Medicare, Medicaid, and SCHIP Balanced
Budget Refinement Act of 1999 if the survey—


(I) covers practice expenses for oncology drug administration services; and
(II) meets criteria established by the Secretary for acceptance of such surveys.


(ii) P������ �� �������� �������� ������ �� �������� ������� �����������.—If the
survey described in clause (i) includes data on wages, salaries, and compensation of clinical
oncology nurses, the Secretary shall utilize such data in the methodology for determining
practice expense relative value units under subsection (c).


(iii) W��� �������� ����� ����� ��� ������� ���� �������������� ��������.—In
establishing the relative value units under this paragraph for drug administration services
described in clause (iv) furnished on or after January 1, 2004, the Secretary shall establish
work relative value units equal to the work relative value units for a level 1 office medical
visit for an established patient.


(iv) D��� �������������� �������� ���������.—The drug administration services
described in this clause are physicians’ services—


(I) which are classified as of October 1, 2003, within any of the following groups of
procedures: therapeutic or diagnostic infusions (excluding chemotherapy);
chemotherapy administration services; and therapeutic, prophylactic, or diagnostic
injections;
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(II) for which there are no work relative value units assigned under this subsection as
of such date; and


(III) for which national relative value units have been assigned under this subsection
as of such date.


(I) A���������� �� �������� ������� �������� ����� ����� ��� ������� ���� ��������������
�������� ��������� ���� 2005.—


(i) I� �������.—In establishing the physician fee schedule under subsection (b) with
respect to payments for services furnished on or after January 1, 2005 or 2006, the
Secretary shall adjust the practice expense relative value units for such year consistent with
clause (ii).


(ii) U�� �� ������������ ������ ����.—
(I) I� �������.—Subject to subclause (II), if a specialty submits to the Secretary by


not later than March 1, 2004, for 2005, or March 1, 2005, for 2006, data that includes
expenses for the administration of drugs and biologicals for which the payment
amount is determined pursuant to section 1842(o), the Secretary shall use such
supplemental survey data in carrying out this subparagraph for the years involved
insofar as they are collected and provided by entities and organizations consistent
with the criteria established by the Secretary pursuant to section 212(a) of the
Medicare, Medicaid, and SCHIP Balanced Budget Refinement Act of 1999.


(II) L��������� �� ���������.—Subclause (I) shall apply to a specialty only insofar as
not less than 40 percent of payments for the specialty under this title in 2002 are
attributable to the administration of drugs and biologicals, as determined by the
Secretary.


(III) A����������.—This clause shall not apply with respect to a survey to which
subparagraph (H)(i) applies.


(J) P��������� ��� ����������� ��������� ��� ������� ��� ����������’ �������� ���������� ����
��� �������������� �� ������� ���������� ����� ��� �����������.—


(i) E��������� �� �����.—The Secretary shall promptly evaluate existing drug
administration codes for physicians’ services to ensure accurate reporting and billing for
such services, taking into account levels of complexity of the administration and resource
consumption.


(ii) U�� �� �������� ���������.— In carrying out clause (i), the Secretary shall use existing
processes for the consideration of coding changes and, to the extent coding changes are
made, shall use such processes in establishing relative values for such services.


(iii) I�������������.—In carrying out clause (i), the Secretary shall consult with
representatives of physician specialties affected by the implementation of section 1847A or
section 1847B, and shall take such steps within the Secretary’s authority to expedite such
considerations under clause (ii).


(iv) S���������, ������ ������� ����������� ���������.—Nothing in subparagraph (H)
or (I) or this subparagraph shall be construed as preventing the Secretary from providing
for adjustments in practice expense relative value units under (and consistent with)
subparagraph (B) for years after 2004, 2005, or 2006, respectively.


(K) P���������� ��������� �����.—
(i) I� �������.—The Secretary shall—


(I) periodically identify services as being potentially misvalued using criteria specified
in clause (ii); and


(II) review and make appropriate adjustments to the relative values established
under this paragraph for services identified as being potentially misvalued under
subclause (I).


(ii) I������������� �� ����������� ��������� �����.—For purposes of identifying
potentially misvalued codes pursuant to clause (i)(I), the Secretary shall examine codes (and
families of codes as appropriate) based on any or all of the following criteria:


(I) Codes that have experienced the fastest growth.
(II) Codes that have experienced substantial changes in practice expenses.



https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-o

https://www.ssa.gov/OP_Home/ssact/title18/1847A.htm
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(III) Codes that describe new technologies or services within an appropriate time
period (such as 3 years) after the relative values are initially established for such codes.


(IV) Codes which are multiple codes that are frequently billed in conjunction with
furnishing a single service.


(V) Codes with low relative values, particularly those that are often billed multiple
times for a single treatment.


(VI) Codes that have not been subject to review since implementation of the fee
schedule.


(VII) Codes that account for the majority of spending under the physician fee
schedule.


(VIII) Codes for services that have experienced a substantial change in the hospital
length of stay or procedure time.


(IX) Codes for which there may be a change in the typical site of service since the
code was last valued.


(X) Codes for which there is a significant difference in payment for the same service
between different sites of service.


(XI) Codes for which there may be anomalies in relative values within a family of
codes.


(XII) Codes for services where there may be efficiencies when a service is furnished
at the same time as other services.


(XIII) Codes with high intra- service work per unit of time.
(XIV) Codes with high practice expense relative value units.
(XV) Codes with high cost supplies.
(XVI) Codes as determined appropriate by the Secretary .


(iii) R����� ��� �����������.—
(I) The Secretary may use existing processes to receive recommendations on the


review and appropriate adjustment of potentially misvalued services described in
clause (i)(II).


(II) The Secretary may conduct surveys, other data collection activities, studies, or
other analyses as the Secretary determines to be appropriate to facilitate the review
and appropriate adjustment described in clause (i)(II).


(III) The Secretary may use analytic contractors to identify and analyze services
identified under clause (i)(I), conduct surveys or collect data, and make
recommendations on the review and appropriate adjustment of services described in
clause (i)(II).


(IV) The Secretary may coordinate the review and appropriate adjustment described
in clause (i)(II) with the periodic review described in subparagraph (B).


(V) As part of the review and adjustment described in clause (i)(II), including with
respect to codes with low relative values described in clause (ii), the Secretary may
make appropriate coding revisions (including using existing processes for
consideration of coding changes) which may include consolidation of individual
services into bundled codes for payment under the fee schedule under subsection (b).


(VI) The provisions of subparagraph (B)(ii)(II) and paragraph (7 ) shall apply to
adjustments to relative value units made pursuant to this subparagraph in the same
manner as such provisions apply to adjustments under subparagraph (B)(ii)(I) .


(L) V��������� �������� ����� �����.—
(i) I� �������.—The Secretary shall establish a process to validate relative value units


under the fee schedule under subsection (b).
(ii) C��������� ��� �������� �� ����.—The process described in clause (i) may include


validation of work elements (such as time, mental effort and professional judgment,
technical skill and physical effort, and stress due to risk) involved with furnishing a service
and may include validation of the pre-, post-, and intra-service components of work.


(iii) S���� �� �����.—The validation of work relative value units shall include a sampling
of codes for services that is the same as the codes listed under subparagraph (K)(ii).
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(iv) M������.—The Secretary may conduct the validation under this subparagraph using
methods described in subclauses (I) through (V) of subparagraph (K)(iii) as the Secretary
determines to be appropriate.


(v) A����������.—The Secretary shall make appropriate adjustments to the work relative
value units under the fee schedule under subsection (b). The provisions of subparagraph
(B)(ii)(II) shall apply to adjustments to relative value units made pursuant to this
subparagraph in the same manner as such provisions apply to adjustments under
subparagraph (B)(ii)(II).


(M) A�������� �� ������� ��� ��� ����������� �� ����������' �������� �� ��� �������������
�� �������� ������.—


(i) C��������� �� �����������.—Notwithstanding any other provision of law, the
Secretary may collect or obtain information on the resources directly or indirectly related to
furnishing services for which payment is made under the fee schedule established under
subsection (b). Such information may be collected or obtained from any eligible
professional or any other source.


(ii) U�� �� �����������.—Notwithstanding any other provision of law, subject to clause
(v), the Secretary may (as the Secretary determines appropriate) use information collected
or obtained pursuant to clause (i) in the determination of relative values for services under
this section.


(iii) T���� �� �����������.—The types of information described in clauses (i) and (ii) may,
at the Secretary's discretion, include any or all of the following:


(I) Time involved in furnishing services.
(II) Amounts and types of practice expense inputs involved with furnishing services.
(III) Prices (net of any discounts) for practice expense inputs, which may include paid


invoice prices or other documentation or records.
(IV) Overhead and accounting information for practices of physicians and other


suppliers.
(V) Any other element that would improve the valuation of services under this


section.
(iv) I���������� ���������� ����������.—Information may be collected or obtained


pursuant to this subparagraph from any or all of the following:
(I) Surveys of physicians, other suppliers, providers of services, manufacturers, and


vendors.
(II) Surgical logs, billing systems, or other practice or facility records.
(III) Electronic health records.
(IV) Any other mechanism determined appropriate by the Secretary.


(v) T����������� �� ��� �� �����������.—
(I) I� �������.—Subject to subclauses (II) and (III), if the Secretary uses information


collected or obtained under this subparagraph in the determination of relative values
under this subsection, the Secretary shall disclose the information source and discuss
the use of such information in such determination of relative values through notice
and comment rulemaking.


(II) T��������� ��� ���.—The Secretary may establish thresholds in order to use
such information, including the exclusion of information collected or obtained from
eligible professionals who use very high resources (as determined by the Secretary) in
furnishing a service.


(III) D��������� �� �����������.—The Secretary shall make aggregate information
available under this subparagraph but shall not disclose information in a form or
manner that identifies an eligible professional or a group practice, or information
collected or obtained pursuant to a nondisclosure agreement.


(vi) I�������� �� �����������.—The Secretary may provide for such payments under this
part to an eligible professional that submits such solicited information under this
subparagraph as the Secretary determines appropriate in order to compensate such
eligible professional for such submission. Such payments shall be provided in a form and
manner specified by the Secretary.
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(vii) A�������������.—Chapter 35 of title 44, United States Code, shall not apply to
information collected or obtained under this subparagraph.


(viii) D��������� �� �������� ������������.—In this subparagraph, the term `eligible
professional' has the meaning given such term in subsection (k)(3)(B).


(ix) F������.—For purposes of carrying out this subparagraph, in addition to funds
otherwise appropriated, the Secretary shall provide for the transfer, from the Federal
Supplementary Medical Insurance Trust Fund under section 1841, of $2,000,000 to the
Centers for Medicare & Medicaid Services Program Management Account for each fiscal
year beginning with fiscal year 2014. Amounts transferred under the preceding sentence
for a fiscal year shall be available until expended.


(N) A�������� ��� ����������� ���������� �� ������������ �������� ������� �������� ������.
—The Secretary may establish or adjust practice expense relative values under this subsection
using cost, charge, or other data from suppliers or providers of services, including information
collected or obtained under subparagraph (M).


(O) T����� ��� �������� ����� ����������� ��� ��������� ��������.—With respect to fee
schedules established for each of 2016 through 2018, the following shall apply:


(i) D������������ �� ��� ��������� �� ������������.—For each year, the Secretary shall
determine the estimated net reduction in expenditures under the fee schedule under this
section with respect to the year as a result of adjustments to the relative values established
under this paragraph for misvalued codes.


(ii) B����� ������� �������������� �� ����� �� ������ ��� ��� �������� ��������
������� ��� ������ ��� ��� ���������� ����.—If the estimated net reduction in
expenditures determined under clause (i) for the year is equal to or greater than the target
for the year—


(I) reduced expenditures attributable to such adjustments shall be redistributed for
the year in a budget neutral manner in accordance with subparagraph (B)(ii)(II); and


(II) the amount by which such reduced expenditures exceeds the target for the year
shall be treated as a reduction in expenditures described in clause (i) for the
succeeding year, for purposes of determining whether the target has or has not been
met under this subparagraph with respect to that year.


(iii) E�������� ���� ������ ���������� �� ������ ��� ���.—If the estimated net
reduction in expenditures determined under clause (i) for the year is less than the target for
the year, reduced expenditures in an amount equal to the target recapture amount shall
not be taken into account in applying subparagraph (B)(ii)(II) with respect to fee schedules
beginning with 2016 .


(iv) T����� ��������� ������.—For purposes of clause (iii), the target recapture amount
is, with respect to a year, an amount equal to the difference between—


(I) the target for the year; and
(II) the estimated net reduction in expenditures determined under clause (i) for the


year.
(v) T�����.—For purposes of this subparagraph, with respect to a year, the target is


calculated as 0.5 percent (or, for 2016, 1.0 percent) of the estimated amount of
expenditures under the fee schedule under this section for the year.


(3)[283] C�������� �����������.—For purposes of paragraph (2), the Secretary shall determine a
work percentage, a practice expense percentage, and a malpractice percentage for each physician’s
service as follows:


(A) D������� �� �������� �� ���������.—For each physician’s service or class of physicians’
services, the Secretary shall determine the average percentage of each such service or class of
services that is performed, nationwide, under this part by physicians in each of the different
physician specialties (as identified by the Secretary).


(B) D������� �� ��������� �� ���������.—The Secretary shall determine the average
percentage division of resources, among the work component, the practice expense
component, and the malpractice component, used by physicians in each of such specialties in
furnishing physicians’ services. Such percentages shall be based on national data that describe
the elements of physician practice costs and revenues, by physician specialty. The Secretary may
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use extrapolation and other techniques to determine practice costs and revenues for specialties
for which adequate data are not available.


(C) D������������ �� ��������� �����������.—
(i) W��� ����������.—The work percentage for a service (or class of services) is equal to


the sum (for all physician specialties) of—
(I) the average percentage division for the work component for each physician


specialty (determined under subparagraph (B)), multiplied by
(II) the proportion (determined under subparagraph (A)) of such service (or services)


performed by physicians in that specialty.
(ii) P������� ������� ����������.—For years before 1999, the practice expense


percentage for a service (or class of services) is equal to the sum (for all physician
specialties) of—


(I) the average percentage division for the practice expense component for each
physician specialty (determined under subparagraph (B)), multiplied by


(II) the proportion (determined under subparagraph (A)) of such service (or services)
performed by physicians in that specialty.


(iii) M���������� ����������.—For years before 1999, the malpractice percentage for a
service (or class of services) is equal to the sum (for all physician specialties) of—


(I) the average percentage division for the malpractice component for each
physician specialty (determined under subparagraph (B)), multiplied by


(II) the proportion (determined under subparagraph (A)) of such service (or services)
performed by physicians in that specialty.


(D) P������� �������������.—The Secretary may, from time to time, provide for the
recomputation of work percentages, practice expense percentages, and malpractice
percentages determined under this paragraph.


(4) A�������� ��������.—The Secretary may establish ancillary policies (with respect to the use of
modifiers, local codes, and other matters) as may be necessary to implement this section.


(5) C�����.—The Secretary shall establish a uniform procedure coding system for the coding of all
physicians’ services. The Secretary shall provide for an appropriate coding structure for visits and
consultations. The Secretary may incorporate the use of time in the coding for visits and
consultations. The Secretary, in establishing such coding system, shall consult with the Physician
Payment Review Commission and other organizations representing physicians.


(6) N� ��������� ��� �����������.—The Secretary may not vary the conversion factor or the
number of relative value units for a physicians’ service based on whether the physician furnishing
the service is a specialist or based on the type of specialty of the physician.


(7) P����-�� �� ����������� �������� ����� ���� (���) ����������.—Effective for fee schedules
established beginning with 2016, for services that are not new or revised codes, if the total relative
value units for a service for a year would otherwise be decreased by an estimated amount equal to
or greater than 20 percent as compared to the total relative value units for the previous year, the
applicable adjustments in work, practice expense, and malpractice relative value units shall be
phased-in over a 2- year period.


(8)G����� �������� ��������. —
(A)P���������� �� �������������� �� ���� ��������� ������ �������� ��������.—


(i) I� �������.— The Secretary shall not implement the policy established in the final rule
published on November 13, 2014 (79 Fed. Reg. 67548 et seq.), that requires the transition
of all 10- day and 90-day global surgery packages to 0-day global periods.


(ii) C�����������.— Nothing in clause (i) shall be construed to prevent the Secretary
from revaluing misvalued codes for specific surgical services or assigning values to new or
revised codes for surgical services.


(B)C��������� �� ���� �� �������� �������� �� ������ �������� ��������.—
(i) I� �������.— Subject to clause (ii), the Secretary shall through rulemaking develop


and implement a process to gather, from a representative sample of physicians, beginning
not later than January 1, 2017, information needed to value surgical services. Such
information shall include the number and level of medical visits furnished during the global
period and other items and services related to the surgery and furnished during the global
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period, as appropriate. Such information shall be reported on claims at the end of the
global period or in another manner specified by the Secretary. For purposes of carrying out
this paragraph (other than clause (iii)), the Secretary shall transfer from the Federal
Supplemental Medical Insurance Trust Fund under section 1841 $2,000,000 to the Center
for Medicare & Medicaid Services Program Management Account for fiscal year 2015.
Amounts transferred under the previous sentence shall remain available until expended.


(ii) R����������� ��� ��������� ������.— Every 4 years, the Secretary shall reassess the
value of the information collected pursuant to clause (i). Based on such a reassessment and
by regulation, the Secretary may discontinue the requirement for collection of information
under such clause if the Secretary determines that the Secretary has adequate information
from other sources, such as qualified clinical data registries, surgical logs, billing systems or
other practice or facility records, and electronic health records, in order to accurately value
global surgical services under this section.


(iii) I�������� ������� �����.— The Inspector General of the Department of Health and
Human Services shall audit a sample of the information reported under clause (i) to verify
the accuracy of the information so reported.


(C) I�������� �������� �� ������� ��� �������� ��������.— For years beginning with 2019,
the Secretary shall use the information reported under subparagraph (B)(i) as appropriate and
other available data for the purpose of improving the accuracy of valuation of surgical services
under the physician fee schedule under this section.


(d) C��������� F������.—
(1) E������������.—


(A) I� �������.—The conversion factor for each year shall be the conversion factor
established under this subsection for the previous year (or, in the case of 1992, specified in
subparagraph (B)) adjusted by the update (established under paragraph (3)) for the year
involved (for years before 2001) and, for years beginning with 2001 and ending with 2025 ,
multiplied by the update (established under paragraph (4) or a subsequent paragraph ) for
the year involved. There shall be two separate conversion factors for each year beginning with
2026, one for items and services furnished by a qualifying APM participant (as defined in
section 1833(z)(2)) (referred to in this subsection as the `qualifying APM conversion factor') and
the other for other items and services (referred to in this subsection as the `nonqualifying APM
conversion factor'), equal to the respective conversion factor for the previous year (or, in the
case of 2026, equal to the single conversion factor for 2025) multiplied by the update
established under paragraph (20) for such respective conversion factor for such year.


(B) S������ ��������� ��� 1992.—For purposes of subparagraph (A), the conversion factor
specified in this subparagraph is a conversion factor (determined by the Secretary) which, if this
section were to apply during 1991 using such conversion factor, would result in the same
aggregate amount of payments under this part for physicians’ services as the estimated
aggregate amount of the payments under this part for such services in 1991.


(C) S������ ����� ��� 1998.—Except as provided in subparagraph (D), the single conversion
factor for 1998 under this subsection shall be the conversion factor for primary care services for
1997, increased by the Secretary’s estimate of the weighted average of the three separate
updates that would otherwise occur were it not for the enactment of chapter 1 of subtitle F of
title IV of the Balanced Budget Act of 1997.


(D) S������ ����� ��� ���������� ��������.—The separate conversion factor for anesthesia
services for a year shall be equal to 46 percent of the single conversion factor (or, beginning
with 2026, applicable conversion factor)  established for other physicians’ services, except as
adjusted for changes in work, practice expense, or malpractice relative value units.


(E) P���������� ��� ������������� �� �����������.—The Secretary shall—
(i) cause to have published in the Federal Register not later than November 1 of each


year (beginning with 2000) the conversion factor which will apply to physicians’ services for
the succeeding year, the update determined under paragraph (4) for such succeeding year,
and the allowed expenditures under such paragraph for such succeeding year; and


(ii) make available to the Medicare Payment Advisory Commission and the public by
March 1 of each year (beginning with 2000) an estimate of the sustainable growth rate and
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of the conversion factor which will apply to physicians’ services for the succeeding year and
data used in making such estimate.


(2) [ Stricken. ]
(3) U����� ��� 1999 ��� 2000.—


(A) I� �������.—Unless otherwise provided by law, subject to subparagraph (D) and the
budget–neutrality factor determined by the Secretary under subsection (c)(2)(B)(ii), the update
to the single conversion factor established in paragraph (1)(C) for a year beginning with 1999
and 2000 is equal to the product of—


(i) 1 plus the Secretary’s estimate of the percentage increase in the MEI (as defined in
section 1842(i)(3)) for the year (divided by 100), and


(ii) 1 plus the Secretary’s estimate of the update adjustment factor for the year (divided
by 100), minus 1 and multiplied by 100.


(B) U����� ���������� ������.—For purposes of subparagraph (A)(ii), the “update
adjustment factor” for a year is equal (as estimated by the Secretary) to—


(i) the difference between (I) the sum of the allowed expenditures for physicians’ services
(as determined under subparagraph (C)) for the period beginning April 1, 1997, and ending
on March 31 of the year involved, and (II) the amount of actual expenditures for physicians’
services furnished during the period beginning April 1, 1997, and ending on March 31 of
the preceding year; divided by


(ii) the actual expenditures for physicians’ services for the 12-month period ending on
March 31 of the preceding year, increased by the sustainable growth rate under subsection
(f) for the fiscal year which begins during such 12-month period.


(C) D������������ �� ������� ������������.—For purposes of this paragraph and paragraph
(4), the allowed expenditures for physicians’ services for the 12-month period ending with
March 31 of—


(i) 1997 is equal to the actual expenditures for physicians’ services furnished during such
12-month period, as estimated by the Secretary; or


(ii) a subsequent year is equal to the allowed expenditures for physicians’ services for the
previous year, increased by the sustainable growth rate under subsection (f) for the fiscal
year which begins during such 12-month period.


(D) R���������� �� ��������� ���� �������� �������� �����.—Notwithstanding the amount
of the update adjustment factor determined under subparagraph (B) for a year, the update in
the conversion factor under this paragraph for the year may not be—


(i) greater than 100 times the following amount: (1.03 + (MEI percentage/100)) –1; or
(ii) less than 100 times the following amount: (0.93 + (MEI percentage/100)) –1,


where “MEI percentage” means the Secretary’s estimate of the percentage increase in the MEI
(as defined in section 1842(i)(3)) for the year involved.


(4) U����� ��� ����� ��������� ���� 2001 ��� ������ ���� 2014.—
(A) I� �������.—Unless otherwise provided by law, subject to the budget–neutrality factor


determined by the Secretary under subsection (c)(2)(B)(ii) and subject to adjustment under
subparagraph (F), the update to the single conversion factor established in paragraph (1)(C) for
a year beginning with 2001 and ending with 2014  is equal to the product of—


(i) 1 plus the Secretary’s estimate of the percentage increase in the MEI (as defined in
section 1842(i)(3)) for the year (divided by 100); and


(ii) 1 plus the Secretary’s estimate of the update adjustment factor under subparagraph
(B) for the year.


(B) U����� ���������� ������.—For purposes of subparagraph (A)(ii), subject to
subparagraph (D) and the succeeding paragraphs of this subsection, the “update adjustment
factor” for a year is equal (as estimated by the Secretary) to the sum of the following:


(i) P���� ���� ���������� ���������.—An amount determined by—
(I) computing the difference (which may be positive or negative) between the


amount of the allowed expenditures for physicians’ services for the prior year (as
determined under subparagraph (C)) and the amount of the actual expenditures for
such services for that year;
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(II) dividing that difference by the amount of the actual expenditures for such
services for that year; and


(III) multiplying that quotient by 0.75.
(ii) C��������� ���������� ���������.—An amount determined by—


(I) computing the difference (which may be positive or negative) between the
amount of the allowed expenditures for physicians’ services (as determined under
subparagraph (C)) from April 1, 1996, through the end of the prior year and the
amount of the actual expenditures for such services during that period;


(II) dividing that difference by actual expenditures for such services for the prior year
as increased by the sustainable growth rate under subsection (f) for the year for which
the update adjustment factor is to be determined; and


(III) multiplying that quotient by 0.33.
(C) D������������ �� ������� ������������.—For purposes of this paragraph:


(i) P����� �� �� ����� 1, 1999.—The allowed expenditures for physicians’ services for a
period before April 1, 1999, shall be the amount of the allowed expenditures for such
period as determined under paragraph (3)(C).


(ii) T��������� �� �������� ���� ������� ������������.—Subject to subparagraph (E),
the allowed expenditures for—


(I) the 9-month period beginning April 1, 1999, shall be the Secretary’s estimate of
the amount of the allowed expenditures that would be permitted under paragraph (3)
(C) for such period; and


(II) the year of 1999, shall be the Secretary’s estimate of the amount of the allowed
expenditures that would be permitted under paragraph (3)(C) for such year.


(iii) Y���� ��������� ���� 2000.—The allowed expenditures for a year (beginning with
2000) is equal to the allowed expenditures for physicians’ services for the previous year,
increased by the sustainable growth rate under subsection (f) for the year involved.


(D) R���������� �� ������ ���������� ������.— The update adjustment factor determined
under subparagraph (B) for a year may not be less than –0.07 or greater than 0.03.


(E) R������������ �� ������� ������������ ��� ������� ��������� ���� 2001.—For purposes
of determining the update adjustment factor for a year beginning with 2001, the Secretary shall
recompute the allowed expenditures for previous periods beginning on or after April 1, 1999,
consistent with subsection (f)(3).


(F) T����������� ���������� �������� �� ������� ��� ������ ����������.—Under this
subparagraph the Secretary shall provide for an adjustment to the update under subparagraph
(A)—


(i) for each of 2001, 2002, 2003, and 2004, of –0.2 percent; and
(ii) for 2005 of +0.8 percent.


(5) U����� ��� 2004 ��� 2005.—The update to the single conversion factor established in
paragraph (1)(C) for each of 2004 and 2005 shall be not less than 1.5 percent.


(6) U����� ��� 2006.—The update to the single conversion factor established in paragraph (1)(C)
for each of 2006 shall be 0 percent.


(7) C��������� ������ ��� 2007.—
(A) I� �������.—The conversion factor that would otherwise be applicable under this


subsection for 2007 shall be the amount of such conversion factor divided by the product of—
(i) 1 plus the Secretary’s estimate of the percentage increase in the MEI (as defined in


section 1842(i)(3)) for 2007 (divided by 100); and
(ii) 1 plus the Secretary’s estimate of the update adjustment factor under paragraph (4)


(B) for 2007.
(B) N� ������ �� ����������� �� ���������� ������ ��� 2008.—The conversion factor under


this subsection shall be computed under paragraph (1)(A) for 2008 as if subparagraph (A) had
never applied.


(8) U����� ��� 2008.—
(A) I� �������.—Subject to paragraph (7)(B), in lieu of the update to the single conversion


factor established in paragraph (1)(C) that would otherwise apply for 2008, the update to the
single conversion factor shall be 0.5 percent.
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(B) N� ������ �� ����������� �� ���������� ������ ��� 2009.—The conversion factor under
this subsection shall be computed under paragraph (1)(A) and for 2009 and subsequent years
as if subparagraph (A) had never applied.


(9) U����� ��� 2009.—
(A) I� �������.—Subject to paragraphs (7)(B) and (8)(B), in lieu of the update to the single


conversion factor established in paragraph (1)(C) that would otherwise apply for 2009, the
update to the single conversion factor shall be 1.1 percent.


(B) N� ������ �� ����������� �� ���������� ������ ��� 2010 ��� ���������� �����.—The
conversion factor under this subsection shall be computed under paragraph (1)(A) for 2010 and
subsequent years as if subparagraph (A) had never applied.


(10) U����� ��� ������� ������� ��� �� 2010.—
(A) I� �������.—Subject to paragraphs (7)(B) and (8)(B), and (9)(B), in lieu of the update to


the single conversion factor established in paragraph (1)(C) that would otherwise apply for 2010
for the period beginning on January 1, 2010, and ending on May 31, 2010, the update to the
single conversion factor shall be 0 percent for 2010.


(B) N� ������ �� ����������� �� ���������� ������ ��� ��������� ������� �� 2010 ���
���������� �����.—The conversion factor under this subsection shall be computed under
paragraph (1)(A) for the period beginning on June 1, 2010, and ending on December 31, 2010,
and for 2011 and subsequent years as if subparagraph (A) had never applied.


(11) U����� ��� ���� ������� �������� �� 2010.—
(A) I� �������.—Subject to paragraphs (7)(B), (8)(B), (9)(B), and (10)(B), in lieu of the update to


the single conversion factor established in paragraph (1)(C) that would otherwise apply for 2010
for the period beginning on June 1, 2010, and ending on December 31, 2010, the update to the
single conversion factor shall be 2.2 percent.


(B) N� ������ �� ����������� �� ���������� ������ ��� 2011 ��� ���������� �����.—The
conversion factor under this subsection shall be computed under paragraph (1)(A) for 2011 and
subsequent years as if subparagraph (A) had never applied.


(12)U����� ��� 2011.—
(A) I� �������.—Subject to paragraphs (7)(B) and (8)(B), and (9)(B), (10)(B), and (11)(B), in lieu


of the update to the single conversion factor established in paragraph (1)(C) that would
otherwise apply for 2011, the update to the single conversion factor shall be 0 percent.


(B) N� ������ �� ����������� �� ���������� ������ ��� ��������� ������� �� 2012 ���
���������� �����.—The conversion factor under this subsection shall be computed under
paragraph (1)(A) for 2012 and subsequent years as if subparagraph (A) had never applied.


(13)[293] U����� 2012 .—
(A) I� �������.—Subject to paragraphs (7)(B), (8)(B), (9)(B), (10)(B), (11)(B), and (12)(B), in lieu


of the update to the single conversion factor established in paragraph (1)(C) that would
otherwise apply for 2012 , the update to the single conversion factor shall be zero percent.


(B) N� ������ �� ����������� �� ���������� ������ ��� 2013  ��� ���������� �����.—
The conversion factor under this subsection shall be computed under paragraph (1)(A) for
2013  and subsequent years as if subparagraph (A) had never applied.


(14)[298] U����� ��� 2013.—
(A) I� �������.—Subject to paragraphs (7)(B), (8)(B), (9)(B), (10)(B), (11)(B), (12)(B), and (13)(B),


in lieu of the update to the single conversion factor established in paragraph (1)(C) that would
otherwise apply for 2013, the update to the single conversion factor for such year shall be zero
percent.


(B) N� ������ �� ����������� �� ���������� ������ ��� 2014 ��� ���������� �����.—The
conversion factor under this subsection shall be computed under paragraph (1)(A) for 2014 and
subsequent years as if subparagraph (A) had never applied.


(15) U����� ��� 2014.—
(A) I� �������.—Subject to paragraphs (7)(B), (8)(B), (9)(B), (10)(B), (11)(B), (12)(B), (13)(B), and


(14)(B), in lieu of the update to the single conversion factor established in paragraph (1)(C) that
would otherwise apply for 2014 the update to the single conversion factor shall be 0.5 percent.
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(B) No effect on computation of conversion factor for subsequent years.— The conversion
factor under this subsection shall be computed under paragraph (1)(A) for 2015 and
subsequent years as if subparagraph (A) had never applied. 


(16) U����� ��� ������� ������� J��� �� 2015.—
Subject to paragraphs (7)(B), (8)(B), (9)(B), (10)(B), (11)(B), (12)(B), (13)(B), (14)(B), and (15)(B), in lieu
of the update to the single conversion factor established in paragraph (1)(C) that would otherwise
apply for 2015 for the period beginning on January 1, 2015, and ending on June 30, 2015, the
update to the single conversion factor shall be 0.0 percent. 


(17) U����� ��� ���� ������� �������� �� 2015 —The update to the single conversion factor
established in paragraph (1)(C) for the period beginning on July 1, 2015, and ending on December
31, 2015, shall be 0.5 percent.


(18) U����� ��� 2016 ������� 2019The update to the single conversion factor established in
paragraph (1)(C) for 2016 and each subsequent year through 2019 shall be 0.5 percent.


(19) U����� ��� 2020 ������� 2025The update to the single conversion factor established in
paragraph (1)(C) for 2020 and each subsequent year through 2025 shall be 0.0 percent.


(20) U����� ��� 2026 ��� ���������� �����.For 2026 and each subsequent year, the update to
the qualifying APM conversion factor established under paragraph (1)(A) is 0.75 percent, and the
update to the nonqualifying APM conversion factor established under such paragraph is 0.25
percent.


(e) G��������� A��������� F������ .—
(1) E������������ �� ���������� �������.—


(A) I� �������.—Subject to subparagraphs (B), (C), (E), (G), (H) and (I) the Secretary shall
establish—


(i) an index which reflects the relative costs of the mix of goods and services comprising
practice expenses (other than malpractice expenses) in the different fee schedule areas
compared to the national average of such costs,


(ii) an index which reflects the relative costs of malpractice expenses in the different fee
schedule areas compared to the national average of such costs, and


(iii) an index which reflects 1/4 of the difference between the relative value of physicians’
work effort in each of the different fee schedule areas and the national average of such
work effort.


(B) C����-�������� ���������� ����-��-�������� �������.—The Secretary may establish more
than one index under subparagraph (A)(i) in the case of classes of physicians’ services, if,
because of differences in the mix of goods and services comprising practice expenses for the
different classes of services, the application of a single index under such clause to different
classes of such services would be substantially inequitable.


(C) P������� ������ ��� ����������� �� ���������� ���������� �������.—The Secretary, not
less often than every 3 years, shall, in consultation with appropriate representatives of
physicians, review the indices established under subparagraph (A) and the geographic index
values applied under this subsection for all fee schedule areas. Based on such review, the
Secretary may revise such index and adjust such index values, except that, if more than 1 year
has elapsed since the date of the last previous adjustment, the adjustment to be applied in the
first year of the next adjustment shall be 1/2 of the adjustment that otherwise would be made.


(D) U�� �� ������ ����.—In establishing indices and index values under this paragraph, the
Secretary shall use the most recent data available relating to practice expenses, malpractice
expenses, and physician work effort in different fee schedule areas.


(E) F���� �� 1.0 �� ���� ���������� �����.—After calculating the work geographic index in
subparagraph (A)(iii), for purposes of payment for services furnished on or after January 1, 2004,
and before January 1, 2018 , the Secretary shall increase the work geographic index to 1.00
for any locality for which such work geographic index is less than 1.00.


(G)[305] F���� ��� �������� �������, �����������, ��� ���� ���������� ������� ��� ��������
��������� �� ������.—For purposes of payment for services furnished in Alaska on or after
January 1, 2004, and before January 1, 2006, after calculating the practice expense, alpractice,
and work geographic indices in clauses (i), (ii), and (iii) of subparagraph (A) and in subparagraph
(B), the Secretary shall increase any such index to 1.67 if such index would otherwise be less
than 1.67. For purposes of payment for services furnished in the State described in the
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p p p y
preceding sentence on or after January 1, 2009, after calculating the work geographic index in
subparagraph (A)(iii), the Secretary shall increase the work geographic index to 1.5 if such index
would otherwise be less than 1.5


(H) P������� ������� ���������� ���������� ��� 2010 ��� ���������� �����.—
(i) F�� 2010.—Subject to clause (iii), for services furnished during 2010, the employee


wage and rent portions of the practice expense geographic index described in
subparagraph (A)(i) shall reflect 1/2 of the difference between the relative costs of
employee wages and rents in each of the different fee schedule areas and the national
average of such employee wages and rents.


(ii) F�� 2011.—Subject to clause (iii), for services furnished during 2011, the employee
wage and rent portions of the practice expense geographic index described in
subparagraph (A)(i) shall reflect 1/2 of the difference between the relative costs of
employee wages and rents in each of the different fee schedule areas and the national
average of such employee wages and rents.


(iii) H��� ��������.—The practice expense portion of the geographic adjustment factor
applied in a fee schedule area for services furnished in 2010 or 2011 shall not, as a result of
the application of clause (i) or (ii), be reduced below the practice expense portion of the
geographic adjustment factor under subparagraph (A)(i) (as calculated prior to the
application of such clause (i) or (ii), respectively) for such area for such year.


(iv) A�������.—The Secretary shall analyze current methods of establishing practice
expense geographic adjustments under subparagraph (A)(i) and evaluate data that fairly
and reliably establishes distinctions in the costs of operating a medical practice in the
different fee schedule areas. Such analysis shall include an evaluation of the following:


(I) The feasibility of using actual data or reliable survey data developed by medical
organizations on the costs of operating a medical practice, including office rents and
non-physician staff wages, in different fee schedule areas.


(II) The office expense portion of the practice expense geographic adjustment
described in subparagraph (A)(i), including the extent to which types of office
expenses are determined in local markets instead of national markets.


(III) The weights assigned to each of the categories within the practice expense
geographic adjustment described in subparagraph (A)(i).


(v) R������� ��� 2012 ��� ���������� �����.—As a result of the analysis described in
clause (iv), the Secretary shall, not later than January 1, 2012, make appropriate
adjustments to the practice expense geographic adjustment described in subparagraph (A)
(i) to ensure accurate geographic adjustments across fee schedule areas, including—


(I) basing the office rents component and its weight on office expenses that vary
among fee schedule areas; and


(II) considering a representative range of professional and non-professional
personnel employed in a medical office based on the use of the American Community
Survey data or other reliable data for wage adjustments.


Such adjustments shall be made without regard to adjustments made pursuant to clauses (i)
and (ii) and shall be made in a budget neutral manner.


(I) F���� ��� �������� ������� ����� ��� �������� ��������� �� �������� ������.—
(i) I� �������.—Subject to clause (ii), for purposes of payment for services furnished in a


frontier State (as defined in section 1886(d)(3)(E)(iii)(II)) on or after January 1, 2011, after
calculating the practice expense index in subparagraph (A)(i), the Secretary shall increase
any such index to 1.00 if such index would otherwise be less that 1.00. The preceding
sentence shall not be applied in a budget neutral manner.


(ii) L���������.—This subparagraph shall not apply to services furnished in a State that
receives a non-labor related share adjustment under section 1886(d)(5)(H).


(2) C���������� �� ���������� ���������� ������.—For purposes of subsection (b)(1)(C), for all
physicians’ services for each fee schedule area the Secretary shall establish a geographic adjustment
factor equal to the sum of the geographic cost-of-practice adjustment factor (specified in paragraph
(3)), the geographic malpractice adjustment factor (specified in paragraph (4)), and the geographic
physician work adjustment factor (specified in paragraph (5)) for the service and the area.
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(3) G��������� ����-��-�������� ���������� ������.—For purposes of paragraph (2), the
“geographic cost-of-practice adjustment factor”, for a service for a fee schedule area, is the product
of—


(A) the proportion of the total relative value for the service that reflects the relative value
units for the practice expense component, and


(B) the geographic cost-of-practice index value for the area for the service, based on the
index established under paragraph (1)(A)(i) or (1)(B) (as the case may be).


(4) G��������� M���������� A��������� F�����.—For purposes of paragraph (2), the “geographic
malpractice adjustment factor”, for a service for a fee schedule area, is the product of—


(A) the proportion of the total relative value for the service that reflects the relative value
units for the malpractice component, and


(B) the geographic malpractice index value for the area, based on the index established under
paragraph (1)(A)(ii).


(5) G��������� P�������� W��� A��������� F�����.— For purposes of paragraph (2), the
“geographic physician work adjustment factor”, for a service for a fee schedule area, is the product
of—


(A) the proportion of the total relative value for the service that reflects the relative value
units for the work component, and


(B) the geographic physician work index value for the area, based on the index established
under paragraph (1)(A)(iii).


(6) U�� �� ���� �� ��� �������� ����� �� ����������.—
(A) I� �������.—Subject to the succeeding provisions of this paragraph and notwithstanding


the previous provisions of this subsection, for services furnished on or after January 1, 2017, the
fee schedule areas used for payment under this section applicable to California shall be the
following:


(i) Each Metropolitan Statistical Area (each in this paragraph referred to as an `MSA'), as
defined by the Director of the Office of Management and Budget as of December 31 of the
previous year, shall be a fee schedule area.


(ii) All areas not included in an MSA shall be treated as a single rest-of-State fee schedule
area.


(B) T��������� ��� ���� ���������� �� ����-��- ����� ������� �������� �� �� �������� 3.—
(i) I� �������.—For services furnished in California during a year beginning with 2017


and ending with 2021 in an MSA in a transition area (as defined in subparagraph (D)),
subject to subparagraph (C), the geographic index values to be applied under this
subsection for such year shall be equal to the sum of the following:


(I) C������ ��� ���������.— The old weighting factor (described in clause (ii)) for
such year multiplied by the geographic index values under this subsection for the fee
schedule area that included such MSA that would have applied in such area (as
estimated by the Secretary) if this paragraph did not apply.


(II) MSA-����� ���������.—The MSA-based weighting factor (described in clause
(iii)) for such year multiplied by the geographic index values computed for the fee
schedule area under subparagraph (A) for the year (determined without regard to this
subparagraph).


(ii) O�� ��������� ������.—The old weighting factor described in this clause—
(I) for 2017, is \5/6\; and
(II) for each succeeding year, is the old weighting factor described in this clause for


the previous year minus \1/6\.
(iii) MSA-����� ��������� ������.—The MSA- based weighting factor described in this


clause for a year is 1 minus the old weighting factor under clause (ii) for that year.
(C) H��� ��������.—For services furnished in a transition area in California during a year


beginning with 2017, the geographic index values to be applied under this subsection for such
year shall not be less than the corresponding geographic index values that would have applied
in such transition area (as estimated by the Secretary) if this paragraph did not apply.


(D) T��������� ���� �������.— In this paragraph, the term `transition area' means each of the
following fee schedule areas for 2013:
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(i) The rest-of-State payment locality.
(ii) Payment locality 3.


(E) R��������� �� ��� �������� �����.—Effective for services furnished on or after January 1,
2017, for California, any reference in this section to a fee schedule area shall be deemed a
reference to a fee schedule area established in accordance with this paragraph.


(f) S���������� ������ ����.—
(1) P����������.—The Secretary shall cause to have published in the Federal Register not later


than—
(A) November 1, 2000, the sustainable growth rate for 2000 and 2001; and
(B) November 1 of each succeeding year through 2014  the sustainable growth rate for


such succeeding year and each of the preceding 2 years.
(2) S������������ �� ������ ����.—The sustainable growth rate for all physicians’ services for a


fiscal year (beginning with fiscal year 1998 and ending with fiscal year 2000) and a year beginning
with 2000 and ending with 2014  shall be equal to the product of—


(A) 1 plus the Secretary’s estimate of the weighted average percentage increase (divided by
100) in the fees for all physicians’ services in the applicable period involved,


(B) 1 plus the Secretary’s estimate of the percentage change (divided by 100) in the average
number of individuals enrolled under this part (other than Medicare+Choice plan enrollees)
from the previous fiscal year to the applicable period involved,


(C) 1 plus the Secretary’s estimate of the annual average percentage growth in real gross
domestic product per capita (divided by 100) during the 10-year period ending with the
applicable period involved, and


(D) 1 plus the Secretary’s estimate of the percentage change (divided by 100) in expenditures
for all physicians’ services in the fiscal year (compared with the previous fiscal year) which will
result from changes in law and regulations, determined without taking into account estimated
changes in expenditures resulting from the update adjustment factor determined under
subsection (d)(3)(B) or (d)(4)(B), as the case may be,


minus 1 and multiplied by 100.
(3) D��� �� �� ����.—For purposes of determining the update adjustment factor under subsection


(d)(4)(B) for a year beginning with 2001, the sustainable growth rates taken into consideration in the
determination under paragraph (2) shall be determined as follows:


(A) F�� 2001.—For purposes of such calculations for 2001, the sustainable growth rates for
fiscal year 2000 and the years 2000 and 2001 shall be determined on the basis of the best data
available to the Secretary as of September 1, 2000.


(B) F�� 2002.—For purposes of such calculations for 2002, the sustainable growth rates for
fiscal year 2000 and for years 2000, 2001, and 2002 shall be determined on the basis of the best
data available to the Secretary as of September 1, 2001.


(C) F�� 2003 ��� ���������� �����.—For purposes of such calculations for a year after 2002
—


(i) the sustainable growth rates for that year and the preceding 2 years shall be
determined on the basis of the best data available to the Secretary as of September 1 of
the year preceding the year for which the calculation is made; and


(ii) the sustainable growth rate for any year before a year described in clause (i) shall be
the rate as most recently determined for that year under this subsection.


Nothing in this paragraph shall be construed as affecting the sustainable growth rates established
for fiscal year 1998 or fiscal year 1999.


(4) D����������.— In this subsection:
(A) S������� �������� �� ����������’ ��������.—The term “physicians’ services” includes other


items and services (such as clinical diagnostic laboratory tests and radiology services), specified
by the Secretary, that are commonly performed or furnished by a physician or in a physician’s
office, but does not include services furnished to a Medicare+Choice plan enrollee.


(B) M�������+������ ���� ��������.—The term “Medicare+Choice plan enrollee” means, with
respect to a fiscal year, an individual enrolled under this part who has elected to receive
benefits under this title for the fiscal year through a Medicare+Choice plan offered under part
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C, and also includes an individual who is receiving benefits under this part through enrollment
with an eligible organization with a risk–sharing contract under section 1876.


(C) A��������� ������.—The term “applicable period” means—
(i) a fiscal year, in the case of fiscal year 1998, fiscal year 1999, and fiscal year 2000; or
(ii) a calendar year with respect to a year beginning with 2000; as the case may be.


(g) L��������� �� B���������� L��������.—
(1) L��������� �� ������ �������.—


(A) I� �������.—In the case of a nonparticipating physician or nonparticipating supplier or
other person (as defined in section 1842(i)(2)) who does not accept payment on an assignment-
related basis for a physician’s service furnished with respect to an individual enrolled under this
part, the following rules apply:


(i) A���������� �� �������� ������.—No person may bill or collect an actual charge for
the service in excess of the limiting charge described in paragraph (2) for such service.


(ii) N� ��������� ��� ������ �������.—No person is liable for payment of any amounts
billed for the service in excess of such limiting charge.


(iii) C��������� �� ������ �������.—If such a physician, supplier, or other person bills,
but does not collect, an actual charge for a service in violation of clause (i), the physician,
supplier, or other person shall reduce on a timely basis the actual charge billed for the
service to an amount not to exceed the limiting charge for the service.


(iv) R����� �� ������ �����������.—If such a physician, supplier, or other person collects
an actual charge for a service in violation of clause (i), the physician, supplier, or other
person shall provide on a timely basis a refund to the individual charged in the amount by
which the amount collected exceeded the limiting charge for the service. The amount of
such a refund shall be reduced to the extent the individual has an outstanding balance
owed by the individual to the physician.


(B) S��������.—If a physician, supplier, or other person—
(i) knowingly and willfully bills or collects for services in violation of subparagraph (A)(i)


on a repeated basis, or
(ii) fails to comply with clause (iii) or (iv) of subparagraph (A) on a timely basis,


the Secretary may apply sanctions against the physician, supplier, or other person in accordance
with paragraph (2) of section 1842(j). In applying this subparagraph, paragraph (4) of such
section applies in the same manner as such paragraph applies to such section and any
reference in such section to a physician is deemed also to include a reference to a supplier or
other person under this subparagraph.


(C) T����� �����.—For purposes of this paragraph, a correction of a bill for an excess charge or
refund of an amount with respect to a violation of subparagraph (A)(i) in the case of a service is
considered to be provided “on a timely basis”, if the reduction or refund is made not later than
30 days after the date the physician, supplier, or other person is notified by the carrier under
this part of such violation and of the requirements of subparagraph (A).


(2) L������� ������ �������.—
(A) F�� 1991.—For physicians’ services of a physician furnished during 1991, other than


radiologist services subject to section 1834(b), the “limiting charge” shall be the same
percentage (or, if less, 25 percent) above the recognized payment amount under this part with
respect to the physician (as a nonparticipating physician) as the percentage by which—


(i) the maximum allowable actual charge (as determined under section 1842(j)(1)(C) as of
December 31, 1990, or, if less, the maximum actual charge otherwise permitted for the
service under this part as of such date) for the service of the physician, exceeds


(ii) the recognized payment amount for the service of the physician (as a
nonparticipating physician) as of such date.


In the case of evaluation and management services (as specified in section 1842(b)(16)(B)(ii)),
the preceding sentence shall be applied by substituting “40 percent” for “25 percent”.


(B) F�� 1992.—For physicians’ services furnished during 1992, other than radiologist services
subject to section 1834(b), the “limiting charge” shall be the same percentage (or, if less, 20
percent) above the recognized payment amount under this part for nonparticipating physicians
as the percentage by which—
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(i) the limiting charge (as determined under subparagraph (A) as of December 31, 1991)
for the service, exceeds


(ii) the recognized payment amount for the service for nonparticipating physicians as of
such date.


(C) A���� 1992.—For physicians’ services furnished in a year after 1992, the “limiting charge”
shall be 115 percent of the recognized payment amount under this part for nonparticipating
physicians or for nonparticipating suppliers or other persons.


(D) R��������� ������� ������.—In this section, the term “recognized payment amount”
means, for services furnished on or after January 1, 1992, the fee schedule amount determined
under subsection (a) (or, if payment under this part is made on a basis other than the fee
schedule under this section, 95 percent of the other payment basis), and, for services furnished
during 1991, the applicable percentage (as defined in section 1842(b)(4)(A)(iv)) of the prevailing
charge (or fee schedule amount) for nonparticipating physicians for that year.


(3) L��������� �� ������� ��� �������� ������������� �������� ��� �������� ��������.—
(A) I� �������.—Payment for physicians’ services furnished on or after April 1, 1990, to an


individual who is enrolled under this part and eligible for any medical assistance (including as a
qualified medicare beneficiary, as defined in section 1905(p)(1)) with respect to such services
under a State plan approved under title XIX may only be made on an assignment-related basis
and the provisions of section 1902(n)(3)(A) apply to further limit permissible charges under this
section.


(B) P������.—A person may not bill for physicians’ services subject to subparagraph (A) other
than on an assignment-related basis. No person is liable for payment of any amounts billed for
such a service in violation of the previous sentence. If a person knowingly and willfully bills for
physicians’ services in violation of the first sentence, the Secretary may apply sanctions against
the person in accordance with section 1842(j)(2).


(4) P�������� ���������� �� ������.—
(A) I� �������.—For services furnished on or after September 1, 1990, within 1 year after the


date of providing a service for which payment is made under this part on a reasonable charge
or fee schedule basis, a physician, supplier, or other person (or an employer or facility in the
cases described in section 1842(b)(6)(A))—


(i) shall complete and submit a claim for such service on a standard claim form specified
by the Secretary to the carrier on behalf of a beneficiary, and


(ii) may not impose any charge relating to completing and submitting such a form.
(B) P������.—


(i) With respect to an assigned claim wherever a physician, provider, supplier or other
person (or an employer or facility in the cases described in section 1842(b)(6)(A)) fails to
submit such a claim as required in subparagraph (A), the Secretary shall reduce by 10
percent the amount that would otherwise be paid for such claim under this part.


(ii) If a physician, supplier, or other person (or an employer or facility in the cases
described in section 1842(b)(6)(A)) fails to submit a claim required to be submitted under
subparagraph (A) or imposes a charge in violation of such subparagraph, the Secretary
shall apply the sanction with respect to such a violation in the same manner as a sanction
may be imposed under section 1842(p)(3) for a violation of section 1842(p)(1).


(5) E��������� �������; ������ �������.—The Secretary shall encourage and develop a system
providing for expedited payment for claims submitted electronically. The Secretary shall also
encourage and provide incentives allowing for direct deposit as payments for services furnished by
participating physicians. The Secretary shall provide physicians with such technical information as
necessary to enable such physicians to submit claims electronically. The Secretary shall submit a
plan to Congress on this paragraph by May 1, 1990.


(6) M��������� �� �������.—
(A) I� �������.—The Secretary shall monitor—


(i) the actual charges of nonparticipating physicians for physicians’ services furnished on
or after January 1, 1991, to individuals enrolled under this part, and


(ii) changes (by specialty, type of service, and geographic area) in (I) the proportion of
expenditures for physicians’ services provided under this part by participating physicians,



https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-b-4-a-iv

https://www.ssa.gov/OP_Home/ssact/title19/1905.htm#act-1905-p-1

https://www.ssa.gov/OP_Home/ssact/title19/1902.htm#act-1902-n-3-a

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-j-2

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-b-6

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-b-6

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-b-6

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-p-3

https://www.ssa.gov/OP_Home/ssact/title18/1842.htm#act-1842-p-1





10/12/2018 Social Security Act §1848


https://www.ssa.gov/OP_Home/ssact/title18/1848.htm 27/65


(II) the proportion of expenditures for such services for which payment is made under this
part on an assignment-related basis, and (III) the amounts charged above the recognized
payment amounts under this part.


(B) R�����.—The Secretary shall, by not later than April 15 of each year (beginning in 1992),
report to the Congress information on the extent to which actual charges exceed limiting
charges, the number and types of services involved, and the average amount of excess charges
and information regarding the changes described in subparagraph (A)(ii).


(C) P���.—If the Secretary finds that there has been a significant decrease in the proportions
described in subclauses (I) and (II) of subparagraph (A)(ii) or an increase in the amounts
described in subclause (III) of that subparagraph, the Secretary shall develop a plan to address
such a problem and transmit to Congress recommendations regarding the plan. The Medicare
Payment Advisory Commission shall review the Secretary’s plan and recommendations and
transmit to Congress its comments regarding such plan and recommendations.


(7) M��������� �� ����������� ��� ������.—
(A) I� �������.—The Secretary shall monitor—


(i) changes in the utilization of and access to services furnished under this part within
geographic, population, and service related categories,


(ii) possible sources of inappropriate utilization of services furnished under this part
which contribute to the overall level of expenditures under this part, and


(iii) factors underlying these changes and their interrelationships.
(B) R�����.—The Secretary shall by not later than April 15, of each year (beginning with 1991)


report to the Congress on the changes described in subparagraph (A)(i) and shall include in the
report an examination of the factors (including factors relating to different services and specific
categories and groups of services and geographic and demographic variations in utilization)
which may contribute to such changes.


(C) R��������������.—The Secretary shall include in each annual report under
subparagraph (B) recommendations—


(i) addressing any identified patterns of inappropriate utilization,
(ii) on utilization review,
(iii) on physician education or patient education,
(iv) addressing any problems of beneficiary access to care made evident by the


monitoring process, and
(v) on such other matters as the Secretary deems appropriate.


The Medicare Payment Advisory Commission shall comment on the Secretary’s
recommendations and in developing its comments, the Commission shall convene and consult
a panel of physician experts to evaluate the implications of medical utilization patterns for the
quality of and access to patient care.


(h) S������ I���������� �� P���������.—Before the beginning of each year (beginning with 1992),
the Secretary shall send to each physician or nonparticipating supplier or other person furnishing
physicians’ services (as defined in section 1848(j)(3)) furnishing physicians’ services under this part, for
services commonly performed by the physician, supplier, or other person, information on fee schedule
amounts that apply for the year in the fee schedule area for participating and non-participating
physicians, and the maximum amount that may be charged consistent with subsection (g)(2). Such
information shall be transmitted in conjunction with notices to physicians, suppliers, and other persons
under section 1842(h) (relating to the participating physician program) for a year.


(i) M������������ P���������.—
(1) R���������� �� �������������� ��� �������� ������.—There shall be no administrative or


judicial review under section 1869 or otherwise of—
(A) the determination of the adjusted historical payment basis (as defined in subsection (a)(2)


(D)(i)),
(B) the determination of relative values and relative value units under subsection (c), including


adjustments under subsections (c)(2)(F), (c)(2)(H), and (c)(2)(I) and section 13515(b) of the
Omnibus Budget Reconciliation Act of 1993,


(C) the determination of conversion factors under subsection (d), including without limitation
a prospective redetermination of the sustainable growth rates for any or all previous fiscal
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years,
(D) the establishment of geographic adjustment factors under subsection (e),
(E) the establishment of the system for the coding of physicians’ services under this section,


and
(F) the collection and use of information in the determination of relative values under


subsection (c)(2)(M).
(2) A���������-��-�������.—


(A) I� �������.—Subject to subparagraph (B), in the case of a surgical service furnished by a
physician, if payment is made separately under this part for the services of a physician serving
as an assistant-at-surgery, the fee schedule amount shall not exceed 16 percent of the fee
schedule amount otherwise determined under this section for the global surgical service
involved.


(B) D����� �� ������� �� ������� �����.—If the Secretary determines, based on the most
recent data available, that for a surgical procedure (or class of surgical procedures) the national
average percentage of such procedure performed under this part which involve the use of a
physician as an assistant at surgery is less than 5 percent, no payment may be made under this
part for services of an assistant at surgery involved in the procedure.


(3) N� ������������� ����������.— For physicians’ services for which payment under this part is
determined under this section—


(A) a carrier may not make any adjustment in the payment amount under section 1842(b)(3)
(B) on the basis that the payment amount is higher than the charge applicable, for comparable
services and under comparable circumstances, to the policyholders and subscribers of the
carrier,


(B) no payment adjustment may be made under section 1842(b)(8), and
(C) section 1842(b)(9) shall not apply.


(j) D����������.—In this section:
(1) C�������.—For services furnished before January 1, 1998, the term “category” means, with


respect to physicians’ services, surgical services (as defined by the Secretary and including
anesthesia services), primary care services (as defined in section 1842(i)(4)), and all other physicians’
services. The Secretary shall define surgical services and publish such definitions in the Federal
Register no later than May 1, 1990, after consultation with organizations representing physicians.


(2) F�� �������� ����.—Except as provided in subsection (e)(6)(D), the term “fee schedule
area” means a locality used under section 1842(b) for purposes of computing payment amounts for
physicians’ services.


(3) P���������’ ��������.—The term “physicians’ services” includes items and services described in
paragraphs (1), (2)(A), (2)(D), (2)(G), (2)(P) (with respect to services described in subparagraphs (A)
and (C) of section 1861(oo)(2)), (2)(R) (with respect to services described in subparagraphs (B), (C),
and (D) of section 1861(pp)(1)), (2)(S), (2)(W), (2)(AA), (2)(DD), (2)(EE)(2)(FF) (including administration
of the health risk assessment), (3), (4), (13) (14) (with respect to services described in section
1861(nn)(2)), and (15) of section 1861(s) (other than clinical diagnostic laboratory tests and, except
for purposes of subsections (a)(3), (g), and (h) such other items and services as the Secretary may
specify).


(4) P������� ��������.—The term “practice expenses” includes all expenses for furnishing
physicians’ services, excluding malpractice expenses, physician compensation, and other physician
fringe benefits.


(k) Q������ R�������� S�����.—
(1) I� �������.—The Secretary shall implement a system for the reporting by eligible professionals


of data on quality measures specified under paragraph (2). Such data shall be submitted in a form
and manner specified by the Secretary (by program instruction or otherwise), which may include
submission of such data on claims under this part.


(2) U�� �� ���������-����� ������� ��������.—
(A) F�� 2007.—


(i) I� �������.—For purposes of applying this subsection for the reporting of data on
quality measures for covered professional services furnished during the period beginning
July 1, 2007, and ending December 31, 2007, the quality measures specified under this
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paragraph are the measures identified as 2007 physician quality measures under the
Physician Voluntary Reporting Program as published on the public website of the Centers
for Medicare and Medicaid Services as of the date of the enactment of this subsection,
except as may be changed by the Secretary based on the results of a consensus-based
process in January of 2007, if such change is published on such website by not later than
April 1, 2007.


(ii) S��������� ����������� �� ����������� ���������.—The Secretary may, from time to
time (but not later than July 1, 2007), publish on such website (without notice or
opportunity for public comment) modifications or refinements (such as code additions,
corrections, or revisions) for the application of quality measures previously published under
clause (i), but may not, under this clause, change the quality measures under the reporting
system.


(iii) I�������������.—Notwithstanding any other provision of law, the Secretary may
implement by program instruction or otherwise this subsection for 2007.


(B) F�� 2008 ��� 2009—
(i) I� �������.—For purposes of reporting data on quality measures for covered


professional services furnished during 2008 and 2009, the quality measures specified under
this paragraph for covered professional services shall be measures that have been adopted
or endorsed by a consensus organization (such as the National Quality Forum or AQA), that
include measures that have been submitted by a physician specialty, and that the Secretary
identifies as having used a consensus-based process for developing such measures. Such
measures shall include structural measures, such as the use of electronic health records and
electronic prescribing technology.


(ii) P������� ��� �� ��������.—Not later than August 15, of each of 2007 and 2008, the
Secretary shall publish in the Federal Register a proposed set of quality measures that the
Secretary determines are described in clause (i) and would be appropriate for eligible
professionals to use to submit data to the Secretary in 2008 or 2009, as applicable. The
Secretary shall provide for a period of public comment on such set of measures.


(iii) F���� ��� �� ��������.—Not later than November 15, of each of 2007 and 2008, the
Secretary shall publish in the Federal Register a final set of quality measures that the
Secretary determines are described in clause (i) and would be appropriate for eligible
professionals to use to submit data to the Secretary in 2008 or 2009, as applicable.


(C) F�� 2010 ��� ���������� �����.—
(i) I� G������.—Subject to clause (ii), for purposes of reporting data on quality measures


for covered professional services furnished during 2010 and each subsequent year, subject
to subsection (m)(3)(C), the quality measures (including electronic prescribing quality
measures) specified under this paragraph shall be such measures selected by the Secretary
from measures that have been endorsed by the entity with a contract with the Secretary
under section 1890(a).


(ii) E��������.—In the case of a specified area or medical topic determined appropriate
by the Secretary for which a feasible and practical measure has not been endorsed by the
entity with a contract under section 1890(a), the Secretary may specify a measure that is
not so endorsed as long as due consideration is given to measures that have been
endorsed or adopted by a consensus organization identified by the Secretary, such as the
AQA alliance.


(D) O���������� �� ������� ����� �� �������� ��� 2009 ��� ���������� �����.— For each
quality measure (including an electronic prescribing quality measure) adopted by the Secretary
under subparagraph (B) (with respect to 2009) or subparagraph (C), the Secretary shall ensure
that eligible professionals have the opportunity to provide input during the development,
endorsement, or selection of measures applicable to services they furnish.


(3) C������ ������������ �������� ��� �������� ������������� �������.— For purposes of this
subsection:


(A) C������ ������������ ��������.—The term “covered professional services” means services
for which payment is made under, or is based on, the fee schedule established under this
section and which are furnished by an eligible professional.


(B) E������� ������������.—The term “eligible professional” means any of the following:
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(i) A physician.
(ii) A practitioner described in section 1842(b)(18)(C).
(iii) A physical or occupational therapist or a qualified speech-language pathologist.
(iv) Beginning with 2009, a qualified audiologist (as defined in section 1861(ll)(3)(B)).


(4) U�� �� ��������-����� ���������.—As part of the publication of proposed and final quality
measures for 2008 under clauses (ii) and (iii) of paragraph (2)(B), the Secretary shall address a
mechanism whereby an eligible professional may provide data on quality measures through an
appropriate medical registry (such as the Society of Thoracic Surgeons National Database) or
through a Maintenance of Certification program operated by a specialty body of the American
Board of Medical Specialties that meets the criteria for such a registry , as identified by the
Secretary.


(5) I������������� �����.—For purposes of applying this subsection, the Secretary may identify
eligible professionals through billing units, which may include the use of the Provider Identification
Number, the unique physician identification number (described in section 1833(q)(1)), the taxpayer
identification number, or the National Provider Identifier. For purposes of applying this subsection
for 2007, the Secretary shall use the taxpayer identification number as the billing unit.


(6) E�������� ��� ��������.—The Secretary shall provide for education and outreach to eligible
professionals on the operation of this subsection.


(7) L���������� �� ������.—There shall be no administrative or judicial review under section 1869,
section 1878, or otherwise, of the development and implementation of the reporting system under
paragraph (1), including identification of quality measures under paragraph (2) and the application
of paragraphs (4) and (5).


(8) I�������������.—The Secretary shall carry out this subsection acting through the
Administrator of the Centers for Medicare and Medicaid Services.


(9) C�������� ����������� ��� �������� �� ���� ��� ��� ������� ������������� ������������ ��
������. —The Secretary shall, in accordance with subsection (q)(1)(F), carry out the provisions of this
subsection —


(A) for purposes of subsection (q); and
(B) for eligible professionals who are not MIPS eligible professionals (as defined in subsection


(q)(1)(C)) for the year involved.
(l) P�������� A��������� ��� Q������ I��������� F���.—


(1) E������������.—The Secretary shall establish under this subsection a Physician Assistance and
Quality Initiative Fund (in this subsection referred to as the “Fund”) which shall be available to the
Secretary for physician payment and quality improvement initiatives, which may include application
of an adjustment to the update of the conversion factor under subsection (d).


(2) F������.—
(A) A����� ���������.—


(i) I� �������.—Subject to clause (ii), there shall be available to the Fund the following
amounts:


(I) For expenditures during 2008, an amount equal to $150,500,000.
(II) For expenditures during 2009, an amount equal to $24,500,000.


(ii) L���������� �� ������������.—
(I) 2008.—The amount available for expenditures during 2008 shall be reduced as


provided by subparagraph (A) of section 225(c)(1) and section 524 of the Departments
of Labor, Health and Human Services, and Education, and Related Agencies
Appropriations Act, 2008 (division G of the Consolidated Appropriations Act, 2008).


(II) 2009.—The amount available for expenditures during 2009 shall be reduced as
provided by subparagraph (B) of such section 225(c)(1).


(B) T����� ���������� �� ��� ��������� ����� ��� ��������.—The Secretary shall provide for
expenditures from the Fund in a manner designed to provide (to the maximum extent feasible)
for the obligation of the entire amount available for expenditures, after application of
subparagraph (A)(ii), during—


(i) 2008 for payment with respect to physicians’ services furnished during 2008; and
(ii) 2009 for payment with respect to physicians’ services furnished during 2009.
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(C) P������ ���� ����� ����.—The amount specified in subparagraph (A) shall be available
to the Fund, as expenditures are made from the Fund, from the Federal Supplementary Medical
Insurance Trust Fund under section 1841.


(D) F������ ����������.—Amounts in the Fund shall be available in advance of
appropriations in accordance with subparagraph (B) but only if the total amount obligated from
the Fund does not exceed the amount available to the Fund under subparagraph (A). The
Secretary may obligate funds from the Fund only if the Secretary determines (and the Chief
Actuary of the Centers for Medicare and Medicaid Services and the appropriate budget officer
certify) that there are available in the Fund sufficient amounts to cover all such obligations
incurred consistent with the previous sentence.


(E) C�����������.—In the case that expenditures from the Fund are applied to, or otherwise
affect, a conversion factor under subsection (d) for a year, the conversion factor under such
subsection shall be computed for a subsequent year as if such application or effect had never
occurred.


(m) I�������� P������� ��� Q������ R��������.—
(1) I�������� P�������.—


(A) I� �������.—For 2007 through 2014, with respect to covered professional services
furnished during a reporting period by an eligible professional, if—


(i) there are any quality measures that have been established under the physician
reporting system that are applicable to any such services furnished by such professional for
such reporting period;


(ii) the eligible professional satisfactorily submits (as determined under this subsection)
to the Secretary data on such quality measures in accordance with such reporting system
for such reporting period,
in addition to the amount otherwise paid under this part, there also shall be paid to the
eligible professional (or to an employer or facility in the cases described in clause (A) of
section 1842(b)(6)) or, in the case of a group practice under paragraph (3)(C), to the group
practice, from the Federal Supplementary Medical Insurance Trust Fund established under
section 1841 an amount equal to the applicable quality percent of the Secretary’s estimate
(based on claims submitted not later than 2 months after the end of the reporting period)
of the allowed charges under this part for all such covered professional services furnished
by the eligible professional (or, in the case of a group practice under paragraph (3)(C), by
the group practice) during the reporting period;


(iii) for 2011, 1.0 percent; and
(iv) for 2012, 2013, and 2014, 0.5 percent.


(B) A��������� ������� �������.—For purposes of subparagraph (A), the term “applicable
quality percent” means—


(i) for 2007 and 2008, 1.5 percent; and
(ii) for 2009 and 2010, 2.0 percent.


(2)[315] I�������� P������� ��� ���������� �����������.—
(A) I� �������.—Subject to subparagraph (D), for 2009 through 2013, with respect to covered


professional services furnished during a reporting period by an eligible professional, if the
eligible professional is a successful electronic prescriber for such reporting period, in addition to
the amount otherwise paid under this part, there also shall be paid to the eligible professional
(or to an employer or facility in the cases described in clause (A) of section 1842(b)(6)) or, in the
case of a group practice under paragraph (3)(C), to the group practice, from the Federal
Supplementary Medical Insurance Trust Fund established under section 1841 an amount equal
to the applicable electronic prescribing percent of the Secretary’s estimate (based on claims
submitted not later than 2 months after the end of the reporting period) of the allowed charges
under this part for all such covered professional services furnished by the eligible professional
(or, in the case of a group practice under paragraph (3)(C), by the group practice) during the
reporting period.


(B) L��������� ���� ������� �� ���������� ����������� ������� ��������.—The provisions of
this paragraph and subsection (a)(5) shall not apply to an eligible professional (or, in the case of
a group practice under paragraph (3)(C), to the group practice) if, for the reporting period (or,
for purposes of subsection (a)(5), for the reporting period for a year)—
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(i) the allowed charges under this part for all covered professional services furnished by
the eligible professional (or group, as applicable) for the codes to which the electronic
prescribing quality measure applies (as identified by the Secretary and published on the
Internet website of the Centers for Medicare & Medicaid Services as of January 1, 2008,
and as subsequently modified by the Secretary) are less than 10 percent of the total of the
allowed charges under this part for all such covered professional services furnished by the
eligible professional (or the group, as applicable);


(ii) or if determined appropriate by the Secretary, the eligible professional does not
submit (including both electronically and nonelectronically) a sufficient number (as
determined by the Secretary) of prescriptions under part D.


If the Secretary makes the determination to apply clause (ii) for a period, then clause (i) shall not
apply for such period.


(C) A��������� ���������� ����������� �������.—For purposes of subparagraph (A), the term
“applicable electronic prescribing percent” means—


(i) for 2009 and 2010, 2.0 percent;
(ii) for 2011 and 2012, 1.0 percent; and
(iii) for 2013, 0.5 percent.


(D) L��������� ���� ������� �� ��� ��������� ��������.— The provisions of this paragraph
shall not apply to an eligible professional (or, in the case of a group practice under paragraph
(3)(C), to the group practice) if, for the EHR reporting period the eligible professional (or group
practice) receives an incentive payment under subsection (o)(1)(A) with respect to a certified
EHR technology (as defined in subsection (o)(4)) that has the capability of electronic
prescribing.


(3) S����������� ��������� ��� ���������� ���������� ���������� ���������.—
(A) I� �������.—For purposes of paragraph (1), an eligible professional shall be treated as


satisfactorily submitting data on quality measures for covered professional services for a
reporting period (or, for purposes of subsection (a)(8), for the quality reporting period for the
year) if quality measures have been reported as follows:


(i) T���� �� ����� ������� �������� ����������.—If there are no more than 3 quality
measures that are provided under the physician reporting system and that are applicable
to such services of such professional furnished during the period, each such quality
measure has been reported under such system in at least 80 percent of the cases in which
such measure is reportable under the system.


(ii) F��� �� ���� ������� �������� ����������.—If there are 4 or more quality measures
that are provided under the physician reporting system and that are applicable to such
services of such professional furnished during the period, at least 3 such quality measures
have been reported under such system in at least 80 percent of the cases in which the
respective measure is reportable under the system.


For years after 2008, quality measures for purposes of this subparagraph shall not include
electronic prescribing quality measures.


(B) S��������� ���������� ����������.—
(i) I� �������.—For purposes of paragraph (2) and subsection (a)(5), an eligible


professional shall be treated as a successful electronic prescriber for a reporting period (or,
for purposes of ssubsection (a)(5), for the reporting period for a year) if the eligible
professional meets the requirement described in clause (ii), or, if the Secretary determines
appropriate, the requirement described in clause (iii). If the Secretary makes the
determination under the preceding sentence to apply the requirement described in clause
(iii) for a period, then the requirement described in clause (ii) shall not apply for such
period.


(ii) R���������� ��� ���������� ���� �� ���������� ����������� ������� ��������.—The
requirement described in this clause is that, with respect to covered professional services
furnished by an eligible professional during a reporting period (or, for purposes of
subsection (a)(5), for the reporting period for a year), if there are any electronic prescribing
quality measures that have been established under the physician reporting system and are
applicable to any such services furnished by such professional for the period, such
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professional reported each such measure under such system in at least 50 percent of the
cases in which such measure is reportable by such professional under such system.


(iii) R���������� ��� �������������� ����������� ����� ���� �.—The requirement
described in this clause is that the eligible professional electronically submitted a sufficient
number (as determined by the Secretary) of prescriptions under part D during the
reporting period (or, for purposes of subsection (a)(5), for the reporting period for a year).


(iv) U�� �� ���� � ����.—Notwithstanding sections 1860D-15(d)(2)(B) and 1860D-15(f)(2),
the Secretary may use data regarding drug claims submitted for purposes of section
1860D-15 that are necessary for purposes of clause (iii), paragraph (2)(B)(ii), and paragraph
(5)(G).


(v) S�������� ��� ���������� �����������.—To the extent practicable, in determining
whether eligible professionals meet the requirements under clauses (ii) and (iii) for
purposes of clause (i), the Secretary shall ensure that eligible professionals utilize electronic
prescribing systems in compliance with standards established for such systems pursuant to
the Part D Electronic Prescribing Program under section 1860D–4(e).


(C) S����������� ��������� �������� ��� ����� ���������.—
(i) I� �������.—By January 1, 2010, the Secretary shall establish and have in place a


process under which eligible professionals in a group practice (as defined by the Secretary)
shall be treated as satisfactorily submitting data on quality measures under subparagraph
(A) and as meeting the requirement described in subparagraph (B)(ii) for covered
professional services for a reporting period (or, for purposes of subsection (a)(5), for a
reporting period for a year, or, for purposes of subsection (a)(8), for a quality reporting
period for the year ) if, in lieu of reporting measures under subsection (k)(2)(C), the group
practice reports measures determined appropriate by the Secretary, such as measures that
target high-cost chronic conditions and preventive care, in a form and manner, and at a
time, specified by the Secretary.


(ii) S���������� �������� �����.—The process under clause (i) shall provide and, for 2016
and subsequent years, may provide  for the use of a statistical sampling model to
submit data on measures, such as the model used under the Physician Group Practice
demonstration project under section 1866A.


(iii) N� ������ ��������.—Payments to a group practice under this subsection by reason
of the process under clause (i) shall be in lieu of the payments that would otherwise be
made under this subsection to eligible professionals in the group practice for satisfactorily
submitting data on quality measures.


(D)[317] S����������� ��������� �������� ������� ������������� �� � ��������� �������� ����
��������.—For 2014 and subsequent years, the Secretary shall treat an eligible professional as
satisfactorily submitting data on quality measures under subparagraph (A) and, for 2016 and
subsequent years, subparagraph (A) or (C)  if, in lieu of reporting measures under subsection
(k)(2)(C), the eligible professional is satisfactorily participating, as determined by the Secretary,
in a qualified clinical data registry (as described in subparagraph (E)) for the year.


(E)[319] Q�������� �������� ���� ��������.—
(i) I� �������.—The Secretary shall establish requirements for an entity to be considered


a qualified clinical data registry. Such requirements shall include a requirement that the
entity provide the Secretary with such information, at such times, and in such manner, as
the Secretary determines necessary to carry out this subsection.


(ii) C�������������.—In establishing the requirements under clause (i), the Secretary shall
consider whether an entity—


(I) has in place mechanisms for the transparency of data elements and specifications,
risk models, and measures;


(II) requires the submission of data from participants with respect to multiple payers;
(III) provides timely performance reports to participants at the individual participant


level; and
(IV) supports quality improvement initiatives for participants.


(iii) M�������.—With respect to measures used by a qualified clinical data registry—
(I) sections 1890(b)(7) and 1890A(a) shall not apply; and ‘‘(II) measures endorsed by


the entity with a contract with the Secretary under section 1890(a) may be used.
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y y y
(II) measures endorsed by the entity with a contract with the Secretary under section


1890(a) may be used.
(iv) C�����������.—In carrying out this subparagraph, the Secretary shall consult with


interested parties.
(v) D������������.—The Secretary shall establish a process to determine whether or not


an entity meets the requirements established under clause (i). Such process may involve
one or both of the following:


(I) A determination by the Secretary.
(II) A designation by the Secretary of one or more independent organizations to


make such determination.
(F)[320] A�������� �� ������ �������������� ��������� ����.—For years after 2009, the


Secretary, in consultation with stakeholders and experts, may revise the criteria under this
subsection for satisfactorily submitting data on quality measures under subparagraph (A) and
the criteria for submitting data on electronic prescribing quality measures under subparagraph
(B)(ii).


(4) F��� �� �������.—The payment under this subsection shall be in the form of a single
consolidated payment.


(5) A����������.—
(A) P�������� ��������� ������ �����.—Paragraphs (5), (6), and (8) of subsection (k) shall


apply for purposes of this subsection in the same manner as they apply for purposes of such
subsection.


(B) C����������� ���� ����� ����� ��������.—The provisions of this subsection shall not
be taken into account in applying subsections (m) and (u) of section 1833 and any payment
under such subsections shall not be taken into account in computing allowable charges under
this subsection.


(C) I�������������.—Notwithstanding any other provision of law, for 2007, 2008, and 2009,
the Secretary may implement by program instruction or otherwise this subsection.


(D) V���������.—
(i) I� �������.—Subject to the succeeding provisions of this subparagraph, for purposes


of determining whether a measure is applicable to the covered professional services of an
eligible professional under this subsection for 2007 and 2008, the Secretary shall presume
that if an eligible professional submits data for a measure, such measure is applicable to
such professional.


(ii) M�����.—The Secretary may establish procedures to validate (by sampling or other
means as the Secretary determines to be appropriate) whether measures applicable to
covered professional services of an eligible professional have been reported.


(iii) D����� �� ������� ���������.—If the Secretary determines that an eligible
professional (or, in the case of a group practice under paragraph (3)(C), the group practice)
has not reported measures applicable to covered professional services of such professional,
the Secretary shall not pay the incentive payment under this subsection. If such payments
for such period have already been made, the Secretary shall recoup such payments from
the eligible professional (or the group practice).


(E) L���������� �� ������.—Except as provided in subparagraph (I), there shall be no
administrative or judicial review under section 1869, section 1878, or otherwise or otherwise of
—


(i) the determination of measures applicable to services furnished by eligible
professionals under this subsection;


(ii) the determination of satisfactory reporting under this subsection;
(iii) the determination of a successful electronic prescriber under paragraph (3), the


limitation under paragraph (2)(B), and the exception under subsection (a)(5)(B); and
(iv) the determination of any incentive payment under this subsection and the payment


adjustment under paragraphs(5)(A) and (8)(A)of subsection (a).
(F) E��������.—For 2008 through reporting periods occurring in 2015  the Secretary shall


establish and, for reporting periods occurring in 2016 and subsequent years, the Secretary may
establish  alternative criteria for satisfactorily reporting under this subsection and alternative
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reporting periods under paragraph (6)(C) for reporting groups of measures under paragraph (2)
(B) of subsection (k)(2)(B) and for reporting using the method specified in subsection (k)(4).


(G) P������ �� �������.—The Secretary shall post on the Internet website of the Centers for
Medicare & Medicaid Services, in an easily understandable format, a list of the names of the
following:


(i) The eligible professionals (or, in the case of reporting under paragraph (3)(C), the
group practices) who satisfactorily submitted data on quality measures under this
subsection.


(ii) The eligible professionals (or, in the case of reporting under paragraph (3)(C), the
group practices) who are successful electronic prescribers.


(H) F�������.—The Secretary shall provide timely feedback to eligible professionals on the
performance of the eligible professional with respect to satisfactorily submitting data on quality
measures under this subsection.


(I) I������� ������� �������.—The Secretary shall, by not later than January 1, 2011, establish
and have in place an informal process for eligible professionals to seek a review of the
determination that an eligible professional did not satisfactorily submit data on quality
measures under this subsection.


(6) D����������.—For purposes of this subsection:
(A) E������� ������������; ������� ������������ ��������.—The terms “eligible professional”


and “covered professional services” have the meanings given such terms in subsection (k)(3).
(B) P�������� ��������� ������.—The term “physician reporting system” means the system


established under subsection (k).
(C) R�������� ������.—


(i) I� �������.—Subject to clauses (ii) and (iii), the term “reporting period”means—
(I) for 2007, the period beginning on July 1, 2007, and ending on December 31,


2007; and
(II) for 2008 and subsequent years, the entire year.


(ii) A�������� �� ������ ��������� ������.—For years after 2009, the Secretary may revise
the reporting period under clause (i) if the Secretary determines such revision is
appropriate, produces valid results on measures reported, and is consistent with the goals
of maximizing scientific validity and reducing administrative burden. If the Secretary revises
such period pursuant to the preceding sentence, the term ‘reporting period’ shall mean
such revised period.


(iii) R��������.—Any reference in this subsection to a reporting period with respect to
the application of subsection (a)(5) shall be deemed a reference to the reporting period
under subsection (a)(5)(D)(iii) or the quality reporting period under subsection (a)(8)(D)(iii),
respectively.


(7)[323] I���������� �� ��������� ������� ��������� ��� ��� ���������.—Not later than January
1, 2012, the Secretary shall develop a plan to integrate reporting on quality measures under this
subsection with reporting requirements under subsection (o) relating to the meaningful use of
electronic health records. Such integration shall consist of the following:


(A) The selection of measures, the reporting of which would both demonstrate—
(i) meaningful use of an electronic health record for purposes of subsection (o); and
(ii) quality of care furnished to an individual.


(B) Such other activities as specified by the Secretary.
(8)[324] A��������� ��������� �������.—


(A) I� �������.—For 2011 through 2014, if an eligible professional meets the requirements
described in subparagraph (B), the applicable quality percent for such year, as described in
clauses (iii) and (iv) of paragraph (1)(B), shall be increased by 0.5 percentage points.


(B) R����������� ���������.—In order to qualify for the additional incentive payment
described in subparagraph (A), an eligible professional shall meet the following requirements:


(i) The eligible professional shall—
(I) satisfactorily submit data on quality measures for purposes of paragraph (1) for a


year; and
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(II) have such data submitted on their behalf through a Maintenance of Certification
Program (as defined in subparagraph (C)(i)) that meets—


(aa) the criteria for a registry (as described in subsection (k)(4));
(bb) an alternative form and manner determined appropriate by the Secretary.


(ii) The eligible professional, more frequently than is required to qualify for or maintain
board certification status—


(I) participates in such a Maintenance of Certification program for a year; and
(II) successfully completes a qualified Maintenance of Certification Program practice


assessment (as defined in subparagraph (C)(ii)) for such year.
(iii) A Maintenance of Certification program submits to the Secretary, on behalf of the


eligible professional, information—
(I) in a form and manner specified by the Secretary, that the eligible professional has


successfully met the requirements of clause (ii) (which may be in the form of a
structural measure);


(II) if requested by the Secretary, on the survey of patient experience with care (as
described in subparagraph (C)(ii)(II)); and


(III) as the Secretary may require, on the methods, measures, and data used under
the Maintenance of Certification Program and the qualified Maintenance of
Certification Program practice assessment.


(C) D����������.—For purposes of this paragraph:
(i) The term “Maintenance of Certification Program” means a continuous assessment


program, such as qualified American Board of Medical Specialties Maintenance of
Certification program or an equivalent program (as determined by the Secretary), that
advances quality and the lifelong learning and selfassessment  of board certified
specialty physicians by focusing on the competencies of patient care, medical knowledge,
practice-based learning, interpersonal and communication skills and professionalism. Such
a program shall include the following:


(I) The program requires the physician to maintain a valid, unrestricted medical
license in the United States.


(II) The program requires a physician to participate in educational and self-
assessment programs that require an assessment of what was learned.


(III) The program requires a physician to demonstrate, through a formalized, secure
examination, that the physician has the fundamental diagnostic skills, medical
knowledge, and clinical judgment to provide quality care in their respective specialty.


(IV) The program requires successful completion of a qualified Maintenance of
Certification Program practice assessment as described in clause (ii).


(ii) The term “qualified Maintenance of Certification Program practice assessment” means
an assessment of a physician’s practice that—


(I) includes an initial assessment of an eligible professional’s practice that is
designed to demonstrate the physician’s use of evidence-based medicine;


(II) includes a survey of patient experience with care; and
(III) requires a physician to implement a quality improvement intervention to


address a practice weakness identified in the initial assessment under subclause (I) and
then to remeasure to assess performance improvement after such intervention.


(9) C�������� ����������� ��� �������� �� ���� ��� ��� ������� ������������� ������������
�� ������.The Secretary shall, in accordance with subsection (q)(1)(F), carry out the processes
under this subsection


(A) for purposes of subsection (q); and
(B) for eligible professionals who are not MIPS eligible professionals (as defined in


subsection (q)(1)(C)) for the year involved.
(n) P�������� F������� P������.—


(1) E������������.—
(A) I� �������.—


(i) E������������.—The Secretary shall establish a Physician Feedback Program (in this
subsection referred to as the “Program”) under which the Secretary shall use claims data
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under this title (and may use other data) to provide confidential reports to physicians (and,
as determined appropriate by the Secretary, to groups of physicians) that measure the
resources involved in furnishing care to individuals under this title. If determined
appropriate by the Secretary, the Secretary may include information on the quality of care
furnished to individuals under this title by the physician (or group of physicians) in such
reports.


(ii) R������ �� ���������.—The Secretary shall use claims data under this title (and may
use other data) to provide confidential reports to physicians (and, as determined
appropriate by the Secretary, to groups of physicians) that measure the resources involved
in furnishing care to individuals under this title.


(iii) I�������� �� ������� �����������.—If determined appropriate by the Secretary, the
Secretary may include information on the quality of care furnished to individuals under this
title by the physician (or group of physicians) in such reports.


(B) R������� ���.—The resources described in subparagraph (A)(ii) may be measured
(i) on an episode basis;
(ii) on a per capita basis; or
(iii) on both an episode and a per capita basis


(2) I�������������.—The Secretary shall implement the Program by not later than January 1,
2009.


(3) D��� ��� �������.—To the extent practicable, reports under the Program shall be based on the
most recent data available.


(4) A�������� �� ����� ������� �����������.—The Secretary may focus the initial application of the
Program as appropriate, such as focusing the Program on—


(A) physician specialties that account for a certain percentage of all spending for physicians’
services under this title;


(B) physicians who treat conditions that have a high cost or a high volume, or both, under
this title;


(C) physicians who use a high amount of resources compared to other physicians;
(D) physicians practicing in certain geographic areas; or
(E) physicians who treat a minimum number of individuals under this title.


(5) A�������� �� ������� ������� ����������� �� ������������ �����������.—The Secretary may
exclude certain information regarding a service from a report under the Program with respect to a
physician (or group of physicians) if the Secretary determines that there is insufficient information
relating to that service to provide a valid report on that service.


(6) A��������� �� ����.—To the extent practicable, the Secretary shall make appropriate
adjustments to the data used in preparing reports under the Program, such as adjustments to take
into account variations in health status and other patient characteristics. For adjustments for reports
on utilization under paragraph (9), see subparagraph (D) of such paragraph.


(7) E�������� ��� ��������.—The Secretary shall provide for education and outreach activities to
physicians on the operation of, and methodologies employed under, the Program.


(8) D��������� ���������.—Reports under the Program shall be exempt from disclosure under
section 552 of title 5, United States Code .


(9) R������ �� �����������.—
(A) D���������� �� ������� �������.—


(i) I� �������.—The Secretary shall develop an episode grouper that combines separate
but clinically related items and services into an episode of care for an individual, as
appropriate.


(ii) T������� ��� �����������.—The episode grouper described in subparagraph (A) shall
be developed by not later than January 1, 2012.


(iii) P����� ������������.—The Secretary shall make the details of the episode grouper
described in subparagraph (A) available to the public.


(iv) E����������.—The Secretary shall seek endorsement of the episode grouper
described in ubparagraph (A) by the entity with a contract under section 1890(a).


(B) R������ �� �����������.—Effective beginning with 2012, the Secretary shall provide
reports to physicians that compare, as determined appropriate by the Secretary, patterns of
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resource use of the individual physician to such patterns of other physicians.
(C) A������� �� ����.—The Secretary shall, for purposes of preparing reports under this


paragraph, establish methodologies as appropriate, such as to—
(i) attribute episodes of care, in whole or in part, to physicians;
(ii) identify appropriate physicians for purposes of comparison under subparagraph (B);


and
(iii) aggregate episodes of care attributed to a physician under clause (i) into a composite


measure per individual.
(D) D��� ����������.—In preparing reports under this paragraph, the Secretary shall make


appropriate adjustments, including adjustments—
(i) to account for differences in socioeconomic and demographic characteristics,


ethnicity, and health status of individuals (such as to recognize that less healthy individuals
may require more intensive interventions); and


(ii) to eliminate the effect of geographic adjustments in payment rates (as described in
subsection (e)).


(E) P����� ������������ �� �����������.—The Secretary shall make available to the public—
(i) the methodologies established under subparagraph (C);
(ii) information regarding any adjustments made to data under subparagraph (D); and
(iii) aggregate reports with respect to physicians.


(F) D��������� �� ���������.—In this paragraph:
(i) I� �������.—The term “physician” has the meaning given that term in section 1861(r)


(1).
(ii) T�������� �� ������.—Such term includes, as the Secretary determines appropriate,


a group of physicians.
(G) L���������� �� ������.—There shall be no administrative or judicial review under section


1869, section 1878, or otherwise of the establishment of the methodology under subparagraph
(C), including the determination of an episode of care under such methodology.


(10) C����������� ���� ����� �����-����� ���������� �������.—The Secretary shall coordinate
the Program with the value-based payment modifier established under subsection (p) and, as the
Secretary determines appropriate, other similar provisions of this title.


(11) R������ ������ ���� 2017.—Reports under the Program shall not be provided after
December 31, 2017. See subsection (q)(12) for reports under the eligible professionals Merit-based
Incentive Payment System.''.


(o) I��������� ��� A������� ��� M��������� U�� �� C�������� EHR T���������.—
(1) I�������� ��������.—


(A) I� �������.—
(i) I� �������.—Subject to the succeeding subparagraphs of this paragraph, with respect


to covered professional services furnished by an eligible professional during a payment
year (as defined in subparagraph (E)), if the eligible professional is a meaningful EHR user
(as determined under paragraph (2)) for the EHR reporting period with respect to such
year, in addition to the amount otherwise paid under this part, there also shall be paid to
the eligible professional (or to an employer or facility in the cases described in clause (A) of
section 1842(b)(6)), from the Federal Supplementary Medical Insurance Trust Fund
established under section 1841 an amount equal to 75 percent of the Secretary’s estimate
(based on claims submitted not later than 2 months after the end of the payment year) of
the allowed charges under this part for all such covered professional services furnished by
the eligible professional during such year.


(ii) N� ��������� �������� ���� ������� �� ����� ����� 2016.—No incentive payments
may be made under this subsection with respect to a year after 2016.


(B) L���������� �� ������� �� ��������� ��������.—
(i) I� �������.—In no case shall the amount of the incentive payment provided under


this paragraph for an eligible professional for a payment year exceed the applicable
amount specified under this subparagraph with respect to such eligible professional and
such year.
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(ii) A�����.—Subject to clauses (iii) through (v), the applicable amount specified in this
subparagraph for an eligible professional is as follows:


(I) For the first payment year for such professional, $15,000 (or, if the first payment
year for such eligible professional is 2011 or 2012, $18,000).


(II) For the second payment year for such professional, $12,000.
(III) For the third payment year for such professional, $8,000.
(IV) For the fourth payment year for such professional, $4,000.
(V) For the fifth payment year for such professional, $2,000.
(VI) For any succeeding payment year for such professional, $0.


(iii) P���� ���� ��� �������� ������������� ����� �������� ��� ����� 2013.—If the first
payment year for an eligible professional is after 2013, then the amount specified in this
subparagraph for a payment year for such professional is the same as the amount specified
in clause (ii) for such payment year for an eligible professional whose first payment year is
2013.


(iv) I������� ��� ������� �������� �������������.—In the case of an eligible professional
who predominantly furnishes services under this part in an area that is designated by the
Secretary (under section 332(a)(1)(A) of the Public Health Service Act) as a health
professional shortage area, the amount that would otherwise apply for a payment year for
such professional under subclauses (I) through (V) of clause (ii) shall be increased by 10
percent. In implementing the preceding sentence, the Secretary may, as determined
appropriate, apply provisions of subsections (m) and (u) of section 1833 in a similar manner
as such provisions apply under such subsection.


(v) N� ��������� ������� �� ����� �������� ����� 2014.— If the first payment year for an
eligible professional is after 2014 then the applicable amount specified in this
subparagraph for such professional for such year and any subsequent year shall be $0.


(C) N��-����������� �� ��������-����� �������� �������������.—
(i) I� �������.—No incentive payment may be made under this paragraph in the case of


a hospital-based eligible professional.
(ii) H�������-����� �������� ������������.—For purposes of clause (i), the term “hospital-


based eligible professional” means, with respect to covered professional services furnished
by an eligible professional during the EHR reporting period for a payment year, an eligible
professional, such as a pathologist, anesthesiologist, or emergency physician, who
furnishes substantially all of such services in a hospital inpatient or emergency room
setting and through the use of the facilities and equipment, including qualified electronic
health records, of the hospital. The determination of whether an eligible professional is a
hospital-based eligible professional shall be made on the basis of the site of service (as
defined by the Secretary) and without regard to any employment or billing arrangement
between the eligible professional and any other provider.


(D) P������.—
(i) F��� �� �������.—The payment under this paragraph may be in the form of a single


consolidated payment or in the form of such periodic installments as the Secretary may
specify.


(ii) C����������� �� ����������� �� ���������� ��� ������������� �� ��������� ���������.
—In the case of an eligible professional furnishing covered professional services in more
than one practice (as specified by the Secretary), the Secretary shall establish rules to
coordinate the incentive payments, including the application of the limitation on amounts
of such incentive payments under this paragraph, among such practices.


(iii) C����������� ���� ��������.—The Secretary shall seek, to the maximum extent
practicable, to avoid duplicative requirements from Federal and State governments to
demonstrate meaningful use of certified EHR technology under this title and title XIX. The
Secretary may also adjust the reporting periods under such title and such subsections in
order to carry out this clause.


(E) P������ ���� �������.—
(i) I� �������.—For purposes of this subsection, the term “payment year” means a year


beginning with 2011.
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(ii) F����, ������, ���. ������� ����.—The term “first payment year” means, with respect
to covered professional services furnished by an eligible professional, the first year for
which an incentive payment is made for such services under this subsection. The terms
“second payment year”, “third payment year”, “fourth payment year”, and “fifth payment
year” mean, with respect to covered professional services furnished by such eligible
professional, each successive year immediately following the first payment year for such
professional.


(2) M��������� ��� ����.—
(A) I� �������.—An  eligible professional shall be treated as a meaningful EHR user for an


EHR reporting period for a payment year (or, for purposes of subsection (a)(7), for an EHR
reporting period under such subsection for a year, or pursuant to subparagraph (D) for
purposes of subsection (q), for a performance period under such subsection for a year ) if
each of the following requirements is met:
``


(i) M��������� ��� �� ��������� ��� ����������.—The eligible professional demonstrates
to the satisfaction of the Secretary, in accordance with subparagraph (C)(i), that during
such period the professional is using certified EHR technology in a meaningful manner,
which shall include the use of electronic prescribing as determined to be appropriate by
the Secretary.


(ii) I���������� ��������.—The eligible professional demonstrates to the satisfaction of
the Secretary, in accordance with subparagraph (C)(i), that during such period such certified
EHR technology is connected in a manner that provides, in accordance with law and
standards applicable to the exchange of information, for the electronic exchange of health
information to improve the quality of health care, such as promoting care coordination,
and the professional demonstrates (through a process specified by the Secretary, such as
the use of an attestation) that the professional has not knowingly and willfully taken action
(such as to disable functionality) to limit or restrict the compatibility or interoperability of
the certified EHR technology.


(iii) R�������� �� �������� ����� ���.—Subject to subparagraph (B)(ii) and subsection
(q)(5)(B)(ii)(II)  and using such certified EHR technology, the eligible professional submits
information for such period, in a form and manner specified by the Secretary, on such
clinical quality measures and such other measures as selected by the Secretary under
subparagraph (B)(i).


The Secretary may provide for the use of alternative means for meeting the requirements of clauses
(i), (ii), and (iii) in the case of an eligible professional furnishing covered professional services in a
group practice (as defined by the Secretary). The Secretary shall seek to improve the use of
electronic health records and health care quality over time by requiring more stringent measures of
meaningful use selected under this paragraph.


(B) R�������� �� ��������.—
(i) S��������.—The Secretary shall select measures for purposes of subparagraph (A)(iii)


but only consistent with the following:
(I) The Secretary shall provide preference to clinical quality measures that have been


endorsed by the entity with a contract with the Secretary under section 1890(a).
(II) Prior to any measure being selected under this subparagraph, the Secretary shall


publish in the Federal Register such measure and provide for a period of public
comment on such measure.


(ii) L���������.— The Secretary may not require the electronic reporting of information
on clinical quality measures under subparagraph (A)(iii) unless the Secretary has the
capacity to accept the information electronically, which may be on a pilot basis.


(iii) C����������� �� ��������� �� �����������.—In selecting such measures, and in
establishing the form and manner for reporting measures under subparagraph (A)(iii), the
Secretary shall seek to avoid redundant or duplicative reporting otherwise required,
including reporting under subsection (k)(2)(C).


(C) D������������ �� ���������� ��� �� ��������� ��� ���������� ��� �����������
��������.—
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(i) I� �������.—A professional may satisfy the demonstration requirement of clauses (i)
and (ii) of subparagraph (A) through means specified by the Secretary, which may include
—


(I) an attestation;
(II) the submission of claims with appropriate coding (such as a code indicating that


a patient encounter was documented using certified EHR technology);
(III) a survey response;
(IV) reporting under subparagraph (A)(iii); and
(V) other means specified by the Secretary.


(ii) U�� �� ���� � ����.—Notwithstanding sections 1860D-15(d)(2)(B) and 1860D-15(f)(2),
the Secretary may use data regarding drug claims submitted for purposes of section
1860D-15 that are necessary for purposes of subparagraph (A).


(D) C�������� ����������� ��� �������� �� ����. With respect to 2019 and each subsequent
payment year, the Secretary shall, for purposes of subsection (q) and in accordance with
paragraph (1)(F) of such subsection, determine whether an eligible professional who is a MIPS
eligible professional (as defined in subsection (q)(1)(C)) for such year is a meaningful EHR user
under this paragraph for the performance period under subsection (q) for such year. The
provisions of subparagraphs (B) and (D) of subsection (a)(7), shall apply to assessments of MIPS
eligible professionals under subsection (q) with respect to the performance category described
in subsection (q)(2)(A)(iv) in an appropriate manner which may be similar to the manner in
which such provisions apply with respect to payment adjustments made under subsection (a)(7)
(A). 


(3) A����������.—
(A) P�������� ��������� ������ �����.—Paragraphs (5), (6), and (8) of subsection (k) shall


apply for purposes of this subsection in the same manner as they apply for purposes of such
subsection.


(B) C����������� ���� ����� ��������.—The provisions of this subsection shall not be taken
into account in applying the provisions of subsection (m) of this section and of section 1833(m)
and any payment under such provisions shall not be taken into account in computing allowable
charges under this subsection.


(C) L���������� �� ������.—There shall be no administrative or judicial review under section
1869, section 1878, or otherwise, of—


(i) the methodology and standards for determining payment amounts under this
subsection and payment adjustments under subsection (a)(7)(A), including the limitation
under paragraph (1)(B) and coordination under clauses (ii) and (iii) of paragraph (1)(D);


(ii) the methodology and standards for determining a meaningful EHR user under
paragraph (2), including selection of measures under paragraph (2)(B), specification of the
means of demonstrating meaningful EHR use under paragraph (2)(C), and the hardship
exception under subsection (a)(7)(B);


(iii) the methodology and standards for determining a hospital-based eligible
professional under paragraph (1)(C); and


(iv) the specification of reporting periods under paragraph (5) and the selection of the
form of payment under paragraph (1)(D)(i).


(D) P������ �� �������.—The Secretary shall post on the Internet website of the Centers for
Medicare & Medicaid Services, in an easily understandable format, a list of the names, business
addresses, and business phone numbers of the eligible professionals who are meaningful EHR
users and, as determined appropriate by the Secretary, of group practices receiving incentive
payments under paragraph (1).


(4) C�������� ��� ���������� �������.—For purposes of this section, the term “certified EHR
technology” means a qualified electronic health record (as defined in section 3000(13) of the Public
Health Service Act) that is certified pursuant to section 3001(c)(5) of such Act as meeting standards
adopted under section 3004 of such Act that are applicable to the type of record involved (as
determined by the Secretary, such as an ambulatory electronic health record for office-based
physicians or an inpatient hospital electronic health record for hospitals).


(5) D����������.—F�� �������� �� ���� ����������:


[334]



https://www.ssa.gov/OP_Home/ssact/title18/1860D-15.htm#act-1860d.15-d-2-b

https://www.ssa.gov/OP_Home/ssact/title18/1860D-15.htm#act-1860d.15-f-2

https://www.ssa.gov/OP_Home/ssact/title18/1833.htm#act-1833-m

https://www.ssa.gov/OP_Home/ssact/title18/1869.htm

https://www.ssa.gov/OP_Home/ssact/title18/1878.htm





10/12/2018 Social Security Act §1848


https://www.ssa.gov/OP_Home/ssact/title18/1848.htm 42/65


(A) C������ ������������ ��������.—The term “covered professional services” has the
meaning given such term in subsection (k)(3).


(B) EHR ��������� ������.—The term “EHR reporting period” means, with respect to a
payment year, any period (or periods) as specified by the Secretary.


(C) E������� ������������.—The term “eligible professional” means a physician, as defined in
section 1861(r).


(p) E������������ �� V����-B���� P������ M�������.—
(1) I� �������.—The Secretary shall establish a payment modifier that provides for differential


payment to a physician or a group of physicians under the fee schedule established under
subsection (b) based upon the quality of care furnished compared to cost (as determined under
paragraphs (2) and (3), respectively) during a performance period. Such payment modifier shall be
separate from the geographic adjustment factors established under subsection (e).


(2) Q������.—
(A) I� �������.—For purposes of paragraph (1), quality of care shall be evaluated, to the


extent practicable, based on a composite of measures of the quality of care furnished (as
established by the Secretary under subparagraph (B)).


(B) M�������.—
(i) The Secretary shall establish appropriate measures of the quality of care furnished by


a physician or group of physicians to individuals enrolled under this part, such as measures
that reflect health outcomes. Such measures shall be risk adjusted as determined
appropriate by the Secretary.


(ii) The Secretary shall seek endorsement of the measures established under this
subparagraph by the entity with a contract under section 1890(a).


(C) ��������� ����������� ��� �������� �� ���� —The Secretary shall, in accordance with
subsection (q)(1)(F), carry out subparagraph (B) for purposes of subsection (q).


(3) C����.—For purposes of paragraph (1), costs shall be evaluated, to the extent practicable,
based on a composite of appropriate measures of costs established by the Secretary (such as the
composite measure under the methodology established under subsection (n)(9)(C)(iii)) that
eliminate the effect of geographic adjustments in payment rates (as described in subsection (e)), and
take into account risk factors (such as socioeconomic and demographic characteristics, ethnicity,
and health status of individuals (such as to recognize that less healthy individuals may require more
intensive interventions) and other factors determined appropriate by the Secretary. With respect to
2019 and each subsequent year, the Secretary shall, in accordance with subsection (q)(1)(F), carry
out this paragraph for purposes of subsection (q).


(4) I�������������.—
(A) P���������� �� ��������, ����� �� ��������������, ����������� ������.—Not later than


January 1, 2012, the Secretary shall publish the following:
(i) The measures of quality of care and costs established under paragraphs (2) and (3),


respectively.
(ii) The dates for implementation of the payment modifier (as determined under


subparagraph (B)).
(iii) The initial performance period (as specified under subparagraph (B)(ii)).


(B) D�������� ��� ��������������.—
(i) I������ ��������������.—Subject to the preceding provisions of this subparagraph,


the Secretary shall begin implementing the payment modifier established under this
subsection through the rulemaking process during 2013 for the physician fee schedule
established under subsection (b).


(ii) I������ ����������� ������.—
(I) I� �������.—The Secretary shall specify an initial performance period for


application of the payment modifier established under this subsection with respect to
2015.


(II) P�������� �� ����������� ������ ������� ����������� ������.—During the initial
performance period, the Secretary shall, to the extent practicable, provide information
to physicians and groups of physicians about the quality of care furnished by the
physician or group of physicians to individuals enrolled under this part compared to
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cost (as determined under paragraphs (2) and (3), respectively) with respect to the
performance period.


(iii) A����������.—The Secretary shall apply the payment modifier established under this
subsection for items and services furnished on or after January 1, 2015, with respect to
specific physicians and groups of physicians the Secretary determines appropriate, and for
services furnished on or after January 1, 2017, with respect to all physicians and groups of
physicians. Such payment modifier shall not be applied for items and services furnished on
or after January 1, 2019.


(C) B����� ����������.—The payment modifier established under this subsection shall be
implemented in a budget neutral manner.


(5) S������-����� ����.—The Secretary shall, as appropriate, apply the payment modifier
established under this subsection in a manner that promotes systems-based care.


(6) C������������ �� ������� ������������� �� ������� ���������.—In applying the payment
modifier under this subsection, the Secretary shall, as appropriate, take into account the special
circumstances of physicians or groups of physicians in rural areas and other underserved
communities.


(7) A����������.—For purposes of the initial application of the payment modifier established
under this subsection during the period beginning on January 1, 2015, and ending on December 31,
2016, the term “physician” has the meaning given such term in section 1861(r). On or after January
1, 2017, the Secretary may apply this subsection to eligible professionals (as defined in subsection
(k)(3)(B)) as the Secretary determines appropriate.


(8) D����������.—For purposes of this subsection:
(A) C����.—The term “costs” means expenditures per individual as determined appropriate by


the Secretary. In making the determination under the preceding sentence, the Secretary may
take into account the amount of growth in expenditures per individual for a physician
compared to the amount of such growth for other physicians.


(B) P���������� ������.—The term “performance period” means a period specified by the
Secretary.


(9) C����������� ���� ����� �����-����� ���������� �������.—The Secretary shall coordinate
the value-based payment modifier established under this subsection with the Physician Feedback
Program under subsection (n) and, as the Secretary determines appropriate, other similar provisions
of this title.


(10) L���������� �� ������.—There shall be no administrative or judicial review under section
1869, section 1878, or otherwise of—


(A) the establishment of the value-based payment modifier under this subsection;
(B) the evaluation of quality of care under paragraph (2), including the establishment of


appropriate measures of the quality of care under paragraph (2)(B);
(C) the evaluation of costs under paragraph (3), including the establishment of appropriate


measures of costs under such paragraph;
(D) the dates for implementation of the value-based payment modifier;
(E) the specification of the initial performance period and any other performance period


under paragraphs (4)(B)(ii) and (8)(B), respectively;
(F) the application of the value-based payment modifier under paragraph (7); and
(G) the determination of costs under paragraph (8)(A).


(q)M����-B���� I�������� P������ S�����.—
(1)E������������. —


(A) I� �������. — Subject to the succeeding provisions of this subsection, the Secretary shall
establish an eligible professional Merit-based Incentive Payment System (in this subsection
referred to as the `MIPS') under which the Secretary shall —


(i) develop a methodology for assessing the total performance of each MIPS eligible
professional according to performance standards under paragraph (3) for a performance
period (as established under paragraph (4)) for a year;


(ii) using such methodology, provide for a composite performance score in accordance
with paragraph (5) for each such professional for each performance period; and
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(iii) use such composite performance score of the MIPS eligible professional for a
performance period for a year to determine and apply a MIPS adjustment factor (and, as
applicable, an additional MIPS adjustment factor) under paragraph (6) to the professional
for the year. Notwithstanding subparagraph (C)(ii), under the MIPS, the Secretary shall
permit any eligible professional (as defined in subsection (k)(3)(B)) to report on applicable
measures and activities described in paragraph (2)(B).


(B) P������ ��������������. — The MIPS shall apply to payments for items and services
furnished on or after January 1, 2019.


(C)MIPS �������� ������������ �������. —
(i) I� �������. —For purposes of this subsection, subject to clauses (ii) and (iv), the term


`MIPS eligible professional' means —
(I) for the first and second years for which the MIPS applies to payments (and for the


performance period for such first and second year), a physician (as defined in section
1861(r)), a physician assistant, nurse practitioner, and clinical nurse specialist (as such
terms are defined in section 1861(aa)(5)), a certified registered nurse anesthetist (as
defined in section 1861(bb)(2)), and a group that includes such professionals; and


(II) for the third year for which the MIPS applies to payments (and for the
performance period for such third year) and for each succeeding year (and for the
performance period for each such year), the professionals described in subclause (I),
such other eligible professionals (as defined in subsection (k)(3)(B)) as specified by the
Secretary, and a group that includes such professionals.


(ii) E���������. —For purposes of clause (i), the term `MIPS eligible professional' does
not include, with respect to a year, an eligible professional (as defined in subsection (k)(3)
(B)) who —


(I) is a qualifying APM participant (as defined in section 1833(z)(2));
(II) subject to clause (vii), is a partial qualifying APM participant (as defined in clause


(iii)) for the most recent period for which data are available and who, for the
performance period with respect to such year, does not report on applicable measures
and activities described in paragraph (2)(B) that are required to be reported by such a
professional under the MIPS; or


(III) for the performance period with respect to such year, does not exceed the low-
volume threshold measurement selected under clause (iv).


(iii) P������ ���������� ��� �����������. —For purposes of this subparagraph, the term
`partial qualifying APM participant' means, with respect to a year, an eligible professional
for whom the Secretary determines the minimum payment percentage (or percentages), as
applicable, described in paragraph (2) of section 1833(z) for such year have not been
satisfied, but who would be considered a qualifying APM participant (as defined in such
paragraph) for such year if —


(I) with respect to 2019 and 2020, the reference in subparagraph (A) of such
paragraph to 25 percent was instead a reference to 20 percent;


(II) with respect to 2021 and 2022 —
(aa) the reference in subparagraph (B)(i) of such paragraph to 50 percent was


instead a reference to 40 percent; and
(bb) the references in subparagraph (B)(ii) of such paragraph to 50 percent and


25 percent of such paragraph were instead references to 40 percent and 20
percent, respectively; and


(III) with respect to 2023 and subsequent years —
(aa) the reference in subparagraph (C)(i) of such paragraph to 75 percent was


instead a reference to 50 percent; and
(bb) the references in subparagraph (C)(ii) of such paragraph to 75 percent and


25 percent of such paragraph were instead references to 50 percent and 20
percent, respectively.


(iv) S�������� �� ���-������ ��������� �����������. —The Secretary shall select a
low- volume threshold to apply for purposes of clause (ii)(III), which may include one or
more or a combination of the following:
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(I) The minimum number (as determined by the Secretary) of individuals enrolled
under this part who are treated by the eligible professional for the performance period
involved.


(II) The minimum number (as determined by the Secretary) of items and services
furnished to individuals enrolled under this part by such professional for such
performance period.


(III) The minimum amount (as determined by the Secretary) of allowed charges
billed by such professional under this part for such performance period.


(v) T�������� �� ��� �������� �������� �������� �������������. —In the case of a
professional who first becomes a Medicare enrolled eligible professional during the
performance period for a year (and had not previously submitted claims under this title
such as a person, an entity, or a part of a physician group or under a different billing
number or tax identifier), such professional shall not be treated under this subsection as a
MIPS eligible professional until the subsequent year and performance period for such
subsequent year.


(vi) C������������. —In the case of items and services furnished during a year by an
individual who is not a MIPS eligible professional (including pursuant to clauses (ii) and (v))
with respect to a year, in no case shall a MIPS adjustment factor (or additional MIPS
adjustment factor) under paragraph (6) apply to such individual for such year.


(vii)P������ ���������� ��� ����������� ��������������. —
(I) T�������� �� ���� �������� ������������. —In the case of an eligible professional


who is a partial qualifying APM participant, with respect to a year, and who, for the
performance period for such year, reports on applicable measures and activities
described in paragraph (2)(B) that are required to be reported by such a professional
under the MIPS, such eligible professional is considered to be a MIPS eligible
professional with respect to such year.


(II) N�� �������� ��� ���������� ��� ����������� ��������. —In no case shall an
eligible professional who is a partial qualifying APM participant, with respect to a year,
be considered a qualifying APM participant (as defined in paragraph (2) of section
1833(z)) for such year or be eligible for the additional payment under paragraph (1) of
such section for such year.


(D)A���������� �� ����� ���������. —
(i) I� �������. —Under the MIPS:


(I) Q������ ����������� ��������. —The Secretary shall establish and apply a
process that includes features of the provisions of subsection (m)(3)(C) for MIPS
eligible professionals in a group practice with respect to assessing performance of
such group with respect to the performance category described in clause (i) of
paragraph (2)(A).


(II) O���� ����������� ����������. —The Secretary may establish and apply a
process that includes features of the provisions of subsection (m)(3)(C) for MIPS
eligible professionals in a group practice with respect to assessing the performance of
such group with respect to the performance categories described in clauses (ii)
through (iv) of such paragraph.


(ii) E������� ����������������� �� ����� �������� ����������. —The process
established under clause (i) shall to the extent practicable reflect the range of items and
services furnished by the MIPS eligible professionals in the group practice involved.


(E) U�� �� ����������. —Under the MIPS, the Secretary shall encourage the use of qualified
clinical data registries pursuant to subsection (m)(3)(E) in carrying out this subsection.


(F) A���������� �� ������� ����������. —In applying a provision of subsection (k), (m), (o), or
(p) for purposes of this subsection, the Secretary shall —


(i) adjust the application of such provision to ensure the provision is consistent with the
provisions of this subsection; and


(ii) not apply such provision to the extent that the provision is duplicative with a
provision of this subsection.


(G)A��������� ��� ���� �������. —
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(i) R��� �������. —Taking into account the relevant studies conducted and
recommendations made in reports under section 2(d) of the Improving Medicare Post-
Acute Care Transformation Act of 2014, and, as appropriate, other information, including
information collected before completion of such studies and recommendations, the
Secretary, on an ongoing basis, shall, as the Secretary determines appropriate and based
on an individual's health status and other risk factors —


(I) assess appropriate adjustments to quality measures, resource use measures, and
other measures used under the MIPS; and


(II) assess and implement appropriate adjustments to payment adjustments,
composite performance scores, scores for performance categories, or scores for
measures or activities under the MIPS.


(2)M������� ��� ���������� ����� ����������� ����������. —
(A) P���������� ����������. —Under the MIPS, the Secretary shall use the following


performance categories (each of which is referred to in this subsection as a performance
category) in determining the composite performance score under paragraph (5):


(i) Quality.
(ii) Resource use.
(iii) Clinical practice improvement activities.
(iv) Meaningful use of certified EHR technology.


(B) M������� ��� ���������� ��������� ��� ���� ��������. —For purposes of paragraph (3)(A)
and subject to subparagraph (C), measures and activities specified for a performance period (as
established under paragraph (4)) for a year are as follows:


(i) Q������. —For the performance category described in subparagraph (A)(i), the quality
measures included in the final measures list published under subparagraph (D)(i) for such
year and the list of quality measures described in subparagraph (D)(vi) used by qualified
clinical data registries under subsection (m)(3)(E).


(ii) R������� ���. —For the performance category described in subparagraph (A)(ii), the
measurement of resource use for such period under subsection (p)(3), using the
methodology under subsection (r) as appropriate, and, as feasible and applicable,
accounting for the cost of drugs under part D.


(iii) C������� �������� ����������� ����������. —For the performance category described
in subparagraph (A)(iii), clinical practice improvement activities (as defined in subparagraph
(C)(v)(III)) under subcategories specified by the Secretary for such period, which shall
include at least the following:


(I) The subcategory of expanded practice access, such as same day appointments for
urgent needs and after hours access to clinician advice.


(II) The subcategory of population management, such as monitoring health
conditions of individuals to provide timely health care interventions or participation in
a qualified clinical data registry.


(III) The subcategory of care coordination, such as timely communication of test
results, timely exchange of clinical information to patients and other providers, and
use of remote monitoring or telehealth.


(IV) The subcategory of beneficiary engagement, such as the establishment of care
plans for individuals with complex care needs, beneficiary self-management
assessment and training, and using shared decision- making mechanisms.


(V) The subcategory of patient safety and practice assessment, such as through use
of clinical or surgical checklists and practice assessments related to maintaining
certification.


(VI) The subcategory of participation in an alternative payment model (as defined in
section 1833(z)(3)(C)). In establishing activities under this clause, the Secretary shall
give consideration to the circumstances of small practices (consisting of 15 or fewer
professionals) and practices located in rural areas and in health professional shortage
areas (as designated under section 332(a)(1)(A) of the Public Health Service Act).


(iv) M��������� ��� ���. —For the performance category described in subparagraph (A)
(iv), the requirements established for such period under subsection (o)(2) for determining
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whether an eligible professional is a meaningful EHR user.
(C)A��������� ����������. —


(i) E���������� ������� �������� ����� ��� ������� ����������� ��������. —In
applying subparagraph (B)(i), the Secretary shall, as feasible, emphasize the application of
outcome measures.


(ii) A���������� �� ���������� ������ ��������. —The Secretary may use measures used
for a payment system other than for physicians, such as measures for inpatient hospitals,
for purposes of the performance categories described in clauses (i) and (ii) of subparagraph
(A). For purposes of the previous sentence, the Secretary may not use measures for
hospital outpatient departments, except in the case of items and services furnished by
emergency physicians, radiologists, and anesthesiologists.


(iii) G����� ��� ����������-����� ��������. —The Secretary may use global measures,
such as global outcome measures, and population- based measures for purposes of the
performance category described in subparagraph (A)(i).


(iv) A���������� �� �������� ��� ���������� �� ���-�������-������ �������������. —In
carrying out this paragraph, with respect to measures and activities specified in
subparagraph (B) for performance categories described in subparagraph (A), the Secretary
—


(I) shall give consideration to the circumstances of professional types (or
subcategories of those types determined by practice characteristics) who typically
furnish services that do not involve face-to-face interaction with a patient; and


(II) may, to the extent feasible and appropriate, take into account such
circumstances and apply under this subsection with respect to MIPS eligible
professionals of such professional types or subcategories, alternative measures or
activities that fulfill the goals of the applicable performance category. In carrying out
the previous sentence, the Secretary shall consult with professionals of such
professional types or subcategories.


(v)C������� �������� ����������� ����������. —
(I) R������ ��� �����������. —In initially applying subparagraph (B)(iii), the


Secretary shall use a request for information to solicit recommendations from
stakeholders to identify activities described in such subparagraph and specifying
criteria for such activities.


(II) C������� ��������� ��� �������� �������� ����������� ���������� �����������
��������. — In applying subparagraph (B)(iii), the Secretary may contract with entities
to assist the Secretary in —


(aa) identifying activities described in subparagraph (B)(iii);
(bb) specifying criteria for such activities; and
(cc) determining whether a MIPS eligible professional meets such criteria.


(III) C������� �������� ����������� ���������� �������. —For purposes of this
subsection, the term `clinical practice improvement activity' means an activity that
relevant eligible professional organizations and other relevant stakeholders identify as
improving clinical practice or care delivery and that the Secretary determines, when
effectively executed, is likely to result in improved outcomes.


(D)A����� ���� �� ������� �������� ��������� ��� ���� ����������. —
(i) I� �������. —Under the MIPS, the Secretary, through notice and comment rulemaking


and subject to the succeeding clauses of this subparagraph, shall, with respect to the
performance period for a year, establish an annual final list of quality measures from which
MIPS eligible professionals may choose for purposes of assessment under this subsection
for such performance period. Pursuant to the previous sentence, the Secretary shall —


(I) not later than November 1 of the year prior to the first day of the first
performance period under the MIPS, establish and publish in the Federal Register a
final list of quality measures; and


(II) not later than November 1 of the year prior to the first day of each subsequent
performance period, update the final list of quality measures from the previous year
(and publish such updated final list in the Federal Register), by —
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(aa) removing from such list, as appropriate, quality measures, which may
include the removal of measures that are no longer meaningful (such as measures
that are topped out);


(bb) adding to such list, as appropriate, new quality measures; and
(cc) determining whether or not quality measures on such list that have


undergone substantive changes should be included in the updated list.
(ii)C��� ��� ������� ��������. —


(I) I� �������. — Eligible professional organizations and other relevant stakeholders
shall be requested to identify and submit quality measures to be considered for
selection under this subparagraph in the annual list of quality measures published
under clause (i) and to identify and submit updates to the measures on such list. For
purposes of the previous sentence, measures may be submitted regardless of whether
such measures were previously published in a proposed rule or endorsed by an entity
with a contract under section 1890(a).


(II) E������� ������������ ������������ �������. — In this subparagraph, the term
`eligible professional organization' means a professional organization as defined by
nationally recognized specialty boards of certification or equivalent certification
boards.


(iii) R�����������. — In selecting quality measures for inclusion in the annual final list
under clause (i), the Secretary shall —


(I) provide that, to the extent practicable, all quality domains (as defined in
subsection (s)(1)(B)) are addressed by such measures; and


(II) ensure that such selection is consistent with the process for selection of
measures under subsections (k), (m), and (p)(2).


(iv) P��� ������. — Before including a new measure in the final list of measures published
under clause (i) for a year, the Secretary shall submit for publication in applicable specialty-
appropriate, peer-reviewed journals such measure and the method for developing and
selecting such measure, including clinical and other data supporting such measure.


(v) M������� ��� ���������. — The final list of quality measures published under clause
(i) shall include, as applicable, measures under subsections (k), (m), and (p)(2), including
quality measures from among —


(I) measures endorsed by a consensus-based entity;
(II) measures developed under subsection (s); and
(III) measures submitted under clause (ii)(I). Any measure selected for inclusion in


such list that is not endorsed by a consensus-based entity shall have a focus that is
evidence-based.


(vi) E�������� ��� ��������� �������� ���� �������� ��������. — Measures used by a
qualified clinical data registry under subsection (m)(3)(E) shall not be subject to the
requirements under clauses (i), (iv), and (v). The Secretary shall publish the list of measures
used by such qualified clinical data registries on the Internet website of the Centers for
Medicare & Medicaid Services.


(vii) E�������� ��� �������� ������� ��������. — Any quality measure specified by the
Secretary under subsection (k) or (m), including under subsection (m)(3)(E), and any
measure of quality of care established under subsection (p)(2) for the reporting period or
performance period under the respective subsection beginning before the first
performance period under the MIPS —


(I) shall not be subject to the requirements under clause (i) (except under items (aa)
and (cc) of subclause (II) of such clause) or to the requirement under clause (iv); and


(II) shall be included in the final list of quality measures published under clause (i)
unless removed under clause (i)(II)(aa).


(viii) C����������� ���� �������� �������� ������������ ������������� ��� �����
�������� ������������. — Relevant eligible professional organizations and other relevant
stakeholders, including State and national medical societies, shall be consulted in carrying
out this subparagraph.
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(ix) O������� �����������. — The process under section 1890A is not required to apply to
the selection of measures under this subparagraph.


(3)P���������� ���������. —
(A) E������������. — Under the MIPS, the Secretary shall establish performance standards


with respect to measures and activities specified under paragraph (2)(B) for a performance
period (as established under paragraph (4)) for a year.


(B) C������������� �� ������������ ���������. — In establishing such performance standards
with respect to measures and activities specified under paragraph (2)(B), the Secretary shall
consider the following:


(i) Historical performance standards.
(ii) Improvement.
(iii) The opportunity for continued improvement.


(4) P���������� ������. — The Secretary shall establish a performance period (or periods) for a
year (beginning with 2019). Such performance period (or periods) shall begin and end prior to the
beginning of such year and be as close as possible to such year. In this subsection, such
performance period (or periods) for a year shall be referred to as the performance period for the
year.


(5)C�������� ����������� �����. —
(A) I� �������. — Subject to the succeeding provisions of this paragraph and taking into


account, as available and applicable, paragraph (1)(G), the Secretary shall develop a
methodology for assessing the total performance of each MIPS eligible professional according
to performance standards under paragraph (3) with respect to applicable measures and
activities specified in paragraph (2)(B) with respect to each performance category applicable to
such professional for a performance period (as established under paragraph (4)) for a year.
Using such methodology, the Secretary shall provide for a composite assessment (using a
scoring scale of 0 to 100) for each such professional for the performance period for such year.
In this subsection such a composite assessment for such a professional with respect to a
performance period shall be referred to as the `composite performance score' for such
professional for such performance period.


(B)I�������� �� ������; ����������� ��� �� ��������� ��� ���������� ��� ��������� �������
��������. —


(i) I�������� �� ������. — Under the methodology established under subparagraph (A),
the Secretary shall provide that in the case of a MIPS eligible professional who fails to
report on an applicable measure or activity that is required to be reported by the
professional, the professional shall be treated as achieving the lowest potential score
applicable to such measure or activity.


(ii) E���������� ��� �� ��������� ��� ���������� ��� ��������� �������� ���� ����������
��� ��������� ������� ��������. — Under the methodology established under
subparagraph (A), the Secretary shall —


(I) encourage MIPS eligible professionals to report on applicable measures with
respect to the performance category described in paragraph (2)(A)(i) through the use
of certified EHR technology and qualified clinical data registries; and


(II) with respect to a performance period, with respect to a year, for which a MIPS
eligible professional reports such measures through the use of such EHR technology,
treat such professional as satisfying the clinical quality measures reporting
requirement described in subsection (o)(2)(A)(iii) for such year.


(C)C������� �������� ����������� ���������� ����������� �����. —
(i) R��� ��� �������������. — A MIPS eligible professional who is in a practice that is


certified as a patient-centered medical home or comparable specialty practice, as
determined by the Secretary, with respect to a performance period shall be given the
highest potential score for the performance category described in paragraph (2)(A)(iii) for
such period.


(ii) APM �������������. — Participation by a MIPS eligible professional in an alternative
payment model (as defined in section 1833(z)(3)(C)) with respect to a performance period
shall earn such eligible professional a minimum score of one-half of the highest potential
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score for the performance category described in paragraph (2)(A)(iii) for such performance
period.


(iii) S������������. — A MIPS eligible professional shall not be required to perform
activities in each subcategory under paragraph (2)(B)(iii) or participate in an alternative
payment model in order to achieve the highest potential score for the performance
category described in paragraph (2)(A)(iii).


(D)A���������� ��� �����������. —
(i) T����� ���� ������� �����������. — Beginning with the second year to which the


MIPS applies, in addition to the achievement of a MIPS eligible professional, if data
sufficient to measure improvement is available, the methodology developed under
subparagraph (A) —


(I) in the case of the performance score for the performance category described in
clauses (i) and (ii) of paragraph (2)(A), shall take into account the improvement of the
professional; and


(II) in the case of performance scores for other performance categories, may take
into account the improvement of the professional.


(ii) A�������� ������ ������ ��� �����������. — Subject to clause (i), under the
methodology developed under subparagraph (A), the Secretary may assign a higher
scoring weight under subparagraph (F) with respect to the achievement of a MIPS eligible
professional than with respect to any improvement of such professional applied under
clause (i) with respect to a measure, activity, or category described in paragraph (2).


(E)W������ ��� ��� ����������� ����������. —
(i) I� �������. — Under the methodology developed under subparagraph (A), subject to


subparagraph (F)(i) and clause (ii), the composite performance score shall be determined as
follows:


(I)Q������. —
(aa) I� �������. — Subject to item (bb), thirty percent of such score shall be


based on performance with respect to the category described in clause (i) of
paragraph (2)(A). In applying the previous sentence, the Secretary shall, as
feasible, encourage the application of outcome measures within such category.


(bb) F���� 2 �����. — For the first and second years for which the MIPS applies
to payments, the percentage applicable under item (aa) shall be increased in a
manner such that the total percentage points of the increase under this item for
the respective year equals the total number of percentage points by which the
percentage applied under subclause (II)(bb) for the respective year is less than 30
percent.


(II)R������� ���. —
(aa) I� �������. — Subject to item (bb), thirty percent of such score shall be


based on performance with respect to the category described in clause (ii) of
paragraph (2)(A).


(bb) F���� 2 �����. —For the first year for which the MIPS applies to payments,
not more than 10 percent of such score shall be based on performance with
respect to the category described in clause (ii) of paragraph (2)(A). For the second
year for which the MIPS applies to payments, not more than 15 percent of such
score shall be based on performance with respect to the category described in
clause (ii) of paragraph (2)(A).


(III) C������� �������� ����������� ����������. —Fifteen percent of such score shall
be based on performance with respect to the category described in clause (iii) of
paragraph (2)(A).


(IV) M��������� ��� �� ��������� ��� ����������. — Twenty-five percent of such
score shall be based on performance with respect to the category described in clause
(iv) of paragraph (2)(A).


(ii) A�������� �� ������ ����������� �� ���� �� ���� ��� ���������� ��� ��������. — In
any year in which the Secretary estimates that the proportion of eligible professionals (as
defined in subsection (o)(5)) who are meaningful EHR users (as determined under
subsection (o)(2)) is 75 percent or greater, the Secretary may reduce the percent applicable
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under clause (i)(IV), but not below 15 percent. If the Secretary makes such reduction for a
year, subject to subclauses (I)(bb) and (II)(bb) of clause (i), the percentages applicable
under one or more of subclauses (I), (II), and (III) of clause (i) for such year shall be
increased in a manner such that the total percentage points of the increase under this
clause for such year equals the total number of percentage points reduced under the
preceding sentence for such year.


(F) C������ ����������� ��� ��������� ����������� ����������, ��������, ��� ����������. —
Under the methodology under subparagraph (A), if there are not sufficient measures and
activities (described in paragraph (2)(B)) applicable and available to each type of eligible
professional involved, the Secretary shall assign different scoring weights (including a weight of
0) —


(i) which may vary from the scoring weights specified in subparagraph (E), for each
performance category based on the extent to which the category is applicable to the type
of eligible professional involved; and


(ii) for each measure and activity specified under paragraph (2)(B) with respect to each
such category based on the extent to which the measure or activity is applicable and
available to the type of eligible professional involved.


(G) R������� ���. — Analysis of the performance category described in paragraph (2)(A)(ii)
shall include results from the methodology described in subsection (r)(5), as appropriate.


(H) I�������� �� ������� ������� ���� ���� ����� ������. — In applying subsections (k), (m),
and (p) with respect to measures described in paragraph (2)(B)(i), analysis of the performance
category described in paragraph (2)(A)(i) may include data submitted by MIPS eligible
professionals with respect to items and services furnished to individuals who are not individuals
entitled to benefits under part A or enrolled under part B.


(I)U�� �� ��������� ������� ������ ��� ������� ���������� ��������. —
(i) I� �������. — In the case of MIPS eligible professionals electing to be a virtual group


under clause (ii) with respect to a performance period for a year, for purposes of applying
the methodology under subparagraph (A) with respect to the performance categories
described in clauses (i) and (ii) of paragraph (2)(A) —


(I) the assessment of performance provided under such methodology with respect
to such performance categories that is to be applied to each such professional in such
group for such performance period shall be with respect to the combined
performance of all such professionals in such group for such period; and


(II) with respect to the composite performance score provided under this paragraph
for such performance period for each such MIPS eligible professional in such virtual
group, the components of the composite performance score that assess performance
with respect to such performance categories shall be based on the assessment of the
combined performance under subclause (I) for such performance categories and
performance period.


(ii) E������� �� ��������� �� �� � ������� �����. — The Secretary shall, in accordance
with the requirements under clause (iii), establish and have in place a process to allow an
individual MIPS eligible professional or a group practice consisting of not more than 10
MIPS eligible professionals to elect, with respect to a performance period for a year to be a
virtual group under this subparagraph with at least one other such individual MIPS eligible
professional or group practice. Such a virtual group may be based on appropriate
classifications of providers, such as by geographic areas or by provider specialties defined
by nationally recognized specialty boards of certification or equivalent certification boards.


(iii) R�����������. — The requirements for the process under clause (ii) shall —
(I) provide that an election under such clause, with respect to a performance period,


shall be made before the beginning of such performance period and may not be
changed during such performance period;


(II) provide that an individual MIPS eligible professional and a group practice
described in clause (ii) may elect to be in no more than one virtual group for a
performance period and that, in the case of such a group practice that elects to be in
such virtual group for such performance period, such election applies to all MIPS
eligible professionals in such group practice;
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(III) provide that a virtual group be a combination of tax identification numbers;
(IV) provide for formal written agreements among MIPS eligible professionals


electing to be a virtual group under this subparagraph; and
(V) include such other requirements as the Secretary determines appropriate.


(6)MIPS ��������. —
(A) MIPS ���������� ������. — Taking into account paragraph (1)(G), the Secretary shall


specify a MIPS adjustment factor for each MIPS eligible professional for a year. Such MIPS
adjustment factor for a MIPS eligible professional for a year shall be in the form of a percent
and shall be determined —


(i) by comparing the composite performance score of the eligible professional for such
year to the performance threshold established under subparagraph (D)(i) for such year;


(ii) in a manner such that the adjustment factors specified under this subparagraph for a
year result in differential payments under this paragraph reflecting that —


(I) MIPS eligible professionals with composite performance scores for such year at or
above such performance threshold for such year receive zero or positive payment
adjustment factors for such year in accordance with clause (iii), with such professionals
having higher composite performance scores receiving higher adjustment factors; and


(II) MIPS eligible professionals with composite performance scores for such year
below such performance threshold for such year receive negative payment adjustment
factors for such year in accordance with clause (iv), with such professionals having
lower composite performance scores receiving lower adjustment factors;


(iii) in a manner such that MIPS eligible professionals with composite scores described in
clause (ii)(I) for such year, subject to clauses (i) and (ii) of subparagraph (F), receive a zero
or positive adjustment factor on a linear sliding scale such that an adjustment factor of 0
percent is assigned for a score at the performance threshold and an adjustment factor of
the applicable percent specified in subparagraph (B) is assigned for a score of 100; and


(iv) in a manner such that —
(I) subject to subclause (II), MIPS eligible professionals with composite performance


scores described in clause (ii)(II) for such year receive a negative payment adjustment
factor on a linear sliding scale such that an adjustment factor of 0 percent is assigned
for a score at the performance threshold and an adjustment factor of the negative of
the applicable percent specified in subparagraph (B) is assigned for a score of 0; and


(II) MIPS eligible professionals with composite performance scores that are equal to
or greater than 0, but not greater than \1/4\ of the performance threshold specified
under subparagraph (D)(i) for such year, receive a negative payment adjustment factor
that is equal to the negative of the applicable percent specified in subparagraph (B) for
such year.


(B) A��������� ������� �������. — For purposes of this paragraph, the term `applicable
percent' means —


(i) for 2019, 4 percent;
(ii) for 2020, 5 percent;
(iii) for 2021, 7 percent; and
(iv) for 2022 and subsequent years, 9 percent.


(C) A��������� ���� ���������� ������� ��� ����������� �����������. — For 2019 and each
subsequent year through 2024, in the case of a MIPS eligible professional with a composite
performance score for a year at or above the additional performance threshold under
subparagraph (D)(ii) for such year, in addition to the MIPS adjustment factor under
subparagraph (A) for the eligible professional for such year, subject to subparagraph (F)(iv), the
Secretary shall specify an additional positive MIPS adjustment factor for such professional and
year. Such additional MIPS adjustment factors shall be in the form of a percent and determined
by the Secretary in a manner such that professionals having higher composite performance
scores above the additional performance threshold receive higher additional MIPS adjustment
factors.


(D)E������������ �� ����������� ����������. —
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(i) P���������� ���������. — For each year of the MIPS, the Secretary shall compute a
performance threshold with respect to which the composite performance score of MIPS
eligible professionals shall be compared for purposes of determining adjustment factors
under subparagraph (A) that are positive, negative, and zero. Such performance threshold
for a year shall be the mean or median (as selected by the Secretary) of the composite
performance scores for all MIPS eligible professionals with respect to a prior period
specified by the Secretary. The Secretary may reassess the selection of the mean or median
under the previous sentence every 3 years.


(ii) A��������� ����������� ��������� ��� ����������� �����������. — In addition to
the performance threshold under clause (i), for each year of the MIPS, the Secretary shall
compute an additional performance threshold for purposes of determining the additional
MIPS adjustment factors under subparagraph (C). For each such year, the Secretary shall
apply either of the following methods for computing such additional performance
threshold for such a year:


(I) The threshold shall be the score that is equal to the 25th percentile of the range
of possible composite performance scores above the performance threshold
determined under clause (i).


(II) The threshold shall be the score that is equal to the 25th percentile of the actual
composite performance scores for MIPS eligible professionals with composite
performance scores at or above the performance threshold with respect to the prior
period described in clause (i).


(iii) S������ ���� ��� ������� 2 �����. — With respect to each of the first two years to
which the MIPS applies, the Secretary shall, prior to the performance period for such years,
establish a performance threshold for purposes of determining MIPS adjustment factors
under subparagraph (A) and a threshold for purposes of determining additional MIPS
adjustment factors under subparagraph (C). Each such performance threshold shall —


(I) be based on a period prior to such performance periods; and
(II) take into account —


(aa) data available with respect to performance on measures and activities that
may be used under the performance categories under subparagraph (2)(B); and


(bb) other factors determined appropriate by the Secretary.
(E) A���������� �� ���� ���������� �������. — In the case of items and services furnished by


a MIPS eligible professional during a year (beginning with 2019), the amount otherwise paid
under this part with respect to such items and services and MIPS eligible professional for such
year, shall be multiplied by —


(i) 1, plus
(ii) the sum of —


(I) the MIPS adjustment factor determined under subparagraph (A) divided by 100,
and


(II) as applicable, the additional MIPS adjustment factor determined under
subparagraph (C) divided by 100.


(F)A�������� ����������� �� ���� ���������� �������. —
(i)A���������� �� ������� ������. —


(I) I� �������. — With respect to positive MIPS adjustment factors under
subparagraph (A)(ii)(I) for eligible professionals whose composite performance score is
above the performance threshold under subparagraph (D)(i) for such year, subject to
subclause (II), the Secretary shall increase or decrease such adjustment factors by a
scaling factor in order to ensure that the budget neutrality requirement of clause (ii) is
met.


(II) S������ ������ �����. — In no case may the scaling factor applied under this
clause exceed 3.0.


(ii)B����� ���������� �����������. —
(I) I� �������. — Subject to clause (iii), the Secretary shall ensure that the estimated


amount described in subclause (II) for a year is equal to the estimated amount
described in subclause (III) for such year.
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(II) A�������� ���������. — The amount described in this subclause is the estimated
increase in the aggregate allowed charges resulting from the application of positive
MIPS adjustment factors under subparagraph (A) (after application of the scaling
factor described in clause (i)) to MIPS eligible professionals whose composite
performance score for a year is above the performance threshold under subparagraph
(D)(i) for such year.


(III) A�������� ���������. — The amount described in this subclause is the estimated
decrease in the aggregate allowed charges resulting from the application of negative
MIPS adjustment factors under subparagraph (A) to MIPS eligible professionals whose
composite performance score for a year is below the performance threshold under
subparagraph (D)(i) for such year.


(iii)E���������. —
(I) In the case that all MIPS eligible professionals receive composite performance


scores for a year that are below the performance threshold under subparagraph (D)(i)
for such year, the negative MIPS adjustment factors under subparagraph (A) shall
apply with respect to such MIPS eligible professionals and the budget neutrality
requirement of clause (ii) and the additional adjustment factors under clause (iv) shall
not apply for such year.


(II) In the case that, with respect to a year, the application of clause (i) results in a
scaling factor equal to the maximum scaling factor specified in clause (i)(II), such
scaling factor shall apply and the budget neutrality requirement of clause (ii) shall not
apply for such year.


(iv)A��������� ��������� ������� �����������. —
(I) I� �������. — Subject to subclause (II), in specifying the MIPS additional


adjustment factors under subparagraph (C) for each applicable MIPS eligible
professional for a year, the Secretary shall ensure that the estimated aggregate
increase in payments under this part resulting from the application of such additional
adjustment factors for MIPS eligible professionals in a year shall be equal (as
estimated by the Secretary) to $500,000,000 for each year beginning with 2019 and
ending with 2024.


(II) L��������� �� ���������� ��������� ������� �����������. — The MIPS
additional adjustment factor under subparagraph (C) for a year for an applicable MIPS
eligible professional whose composite performance score is above the additional
performance threshold under subparagraph (D)(ii) for such year shall not exceed 10
percent. The application of the previous sentence may result in an aggregate amount
of additional incentive payments that are less than the amount specified in subclause
(I).


(7) A����������� �� ������ �� �����������. — Under the MIPS, the Secretary shall, not later
than 30 days prior to January 1 of the year involved, make available to MIPS eligible professionals
the MIPS adjustment factor (and, as applicable, the additional MIPS adjustment factor) under
paragraph (6) applicable to the eligible professional for items and services furnished by the
professional for such year. The Secretary may include such information in the confidential feedback
under paragraph (12).


(8) N� ������ �� ���������� �����. — The MIPS adjustment factors and additional MIPS
adjustment factors under paragraph (6) shall apply only with respect to the year involved, and the
Secretary shall not take into account such adjustment factors in making payments to a MIPS eligible
professional under this part in a subsequent year.


(9)P����� ���������. —
(A) I� �������. — The Secretary shall, in an easily understandable format, make available on


the Physician Compare Internet website of the Centers for Medicare & Medicaid Services the
following:


(i) Information regarding the performance of MIPS eligible professionals under the MIPS,
which —


(I) shall include the composite score for each such MIPS eligible professional and the
performance of each such MIPS eligible professional with respect to each performance
category; and
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(II) may include the performance of each such MIPS eligible professional with
respect to each measure or activity specified in paragraph (2)(B). ``(ii) The names of
eligible professionals in eligible alternative payment models (as defined in section
1833(z)(3)(D)) and, to the extent feasible, the names of such eligible alternative
payment models and performance of such models.


(B) D���������. — The information made available under this paragraph shall indicate, where
appropriate, that publicized information may not be representative of the eligible professional's
entire patient population, the variety of services furnished by the eligible professional, or the
health conditions of individuals treated.


(C) O���������� �� ������ ��� ������ �����������. — The Secretary shall provide for an
opportunity for a professional described in subparagraph (A) to review, and submit corrections
for, the information to be made public with respect to the professional under such
subparagraph prior to such information being made public.


(D) A�������� �����������. — The Secretary shall periodically post on the Physician
Compare Internet website aggregate information on the MIPS, including the range of
composite scores for all MIPS eligible professionals and the range of the performance of all
MIPS eligible professionals with respect to each performance category.


(10) C�����������. — The Secretary shall consult with stakeholders in carrying out the MIPS,
including for the identification of measures and activities under paragraph (2)(B) and the
methodologies developed under paragraphs (5)(A) and (6) and regarding the use of qualified clinical
data registries. Such consultation shall include the use of a request for information or other
mechanisms determined appropriate.


(11)T�������� ���������� �� ����� ��������� ��� ��������� �� ������ ������������ ��������
�����. —


(A) I� �������. — The Secretary shall enter into contracts or agreements with appropriate
entities (such as quality improvement organizations, regional extension centers (as described in
section 3012(c) of the Public Health Service Act), or regional health collaboratives) to offer
guidance and assistance to MIPS eligible professionals in practices of 15 or fewer professionals
(with priority given to such practices located in rural areas, health professional shortage areas
(as designated under in section 332(a)(1)(A) of such Act), and medically underserved areas, and
practices with low composite scores) with respect to —


(i) the performance categories described in clauses (i) through (iv) of paragraph (2)(A); or
(ii) how to transition to the implementation of and participation in an alternative


payment model as described in section 1833(z)(3)(C).
(B) F������ ��� ��������� ����������. — For purposes of implementing subparagraph (A),


the Secretary shall provide for the transfer from the Federal Supplementary Medical Insurance
Trust Fund established under section 1841 to the Centers for Medicare & Medicaid Services
Program Management Account of $20,000,000 for each of fiscal years 2016 through 2020.
Amounts transferred under this subparagraph for a fiscal year shall be available until expended.


(12)F������� ��� ����������� �� ������� �����������. —
(A)P���������� ��������. —


(i) I� �������. — Beginning July 1, 2017, the Secretary —
(I) shall make available timely (such as quarterly) confidential feedback to MIPS


eligible professionals on the performance of such professionals with respect to the
performance categories under clauses (i) and (ii) of paragraph (2)(A); and


(II) may make available confidential feedback to such professionals on the
performance of such professionals with respect to the performance categories under
clauses (iii) and (iv) of such paragraph.


(ii) M���������. — The Secretary may use one or more mechanisms to make feedback
available under clause (i), which may include use of a web- based portal or other
mechanisms determined appropriate by the Secretary. With respect to the performance
category described in paragraph (2)(A)(i), feedback under this subparagraph shall, to the
extent an eligible professional chooses to participate in a data registry for purposes of this
subsection (including registries under subsections (k) and (m)), be provided based on
performance on quality measures reported through the use of such registries. With respect
to any other performance category described in paragraph (2)(A), the Secretary shall
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encourage provision of feedback through qualified clinical data registries as described in
subsection (m)(3)(E)).


(iii) U�� �� ����. — For purposes of clause (i), the Secretary may use data, with respect to
a MIPS eligible professional, from periods prior to the current performance period and may
use rolling periods in order to make illustrative calculations about the performance of such
professional.


(iv) D��������� ���������. — Feedback made available under this subparagraph shall be
exempt from disclosure under section 552 of title 5, United States Code.


(v) R������ �� �����������. — The Secretary may use the mechanisms established under
clause (ii) to receive information from professionals, such as information with respect to
this subsection.


(B)A��������� �����������. —
(i) I� �������. — Beginning July 1, 2018, the Secretary shall make available to MIPS


eligible professionals information, with respect to individuals who are patients of such
MIPS eligible professionals, about items and services for which payment is made under this
title that are furnished to such individuals by other suppliers and providers of services,
which may include information described in clause (ii). Such information may be made
available under the previous sentence to such MIPS eligible professionals by mechanisms
determined appropriate by the Secretary, which may include use of a web-based portal.
Such information may be made available in accordance with the same or similar terms as
data are made available to accountable care organizations participating in the shared
savings program under section 1899.


(ii) T��� �� �����������. — For purposes of clause (i), the information described in this
clause, is the following:


(I) With respect to selected items and services (as determined appropriate by the
Secretary) for which payment is made under this title and that are furnished to
individuals, who are patients of a MIPS eligible professional, by another supplier or
provider of services during the most recent period for which data are available (such
as the most recent three-month period), such as the name of such providers furnishing
such items and services to such patients during such period, the types of such items
and services so furnished, and the dates such items and services were so furnished.


(II) Historical data, such as averages and other measures of the distribution if
appropriate, of the total, and components of, allowed charges (and other figures as
determined appropriate by the Secretary).


(13)R�����. —
(A) T������� ������. — The Secretary shall establish a process under which a MIPS eligible


professional may seek an informal review of the calculation of the MIPS adjustment factor (or
factors) applicable to such eligible professional under this subsection for a year. The results of a
review conducted pursuant to the previous sentence shall not be taken into account for
purposes of paragraph (6) with respect to a year (other than with respect to the calculation of
such eligible professional's MIPS adjustment factor for such year or additional MIPS adjustment
factor for such year) after the factors determined in subparagraph (A) and subparagraph (C) of
such paragraph have been determined for such year.


(B) L���������. — Except as provided for in subparagraph (A), there shall be no administrative
or judicial review under section 1869, section 1878, or otherwise of the following:


(i) The methodology used to determine the amount of the MIPS adjustment factor under
paragraph (6)(A) and the amount of the additional MIPS adjustment factor under
paragraph (6)(C) and the determination of such amounts.


(ii) The establishment of the performance standards under paragraph (3) and the
performance period under paragraph (4).


(iii) The identification of measures and activities specified under paragraph (2)(B) and
information made public or posted on the Physician Compare Internet website of the
Centers for Medicare & Medicaid Services under paragraph (9).


(iv) The methodology developed under paragraph (5) that is used to calculate
performance scores and the calculation of such scores, including the weighting of
measures and activities under such methodology.[338]
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(r)C������������ W��� ��� P��������, P�����������, ��� O���� S���������� C���������� T� I������
R������� U�� M����������. —


(1) I� �������. — In order to involve the physician, practitioner, and other stakeholder
communities in enhancing the infrastructure for resource use measurement, including for purposes
of the Merit-based Incentive Payment System under subsection (q) and alternative payment models
under section 1833(z), the Secretary shall undertake the steps described in the succeeding
provisions of this subsection.


(2)D���������� �� ���� ������� ��� ������� ��������� ������ ��� �������������� �����. —
(A) I� �������. — In order to classify similar patients into care episode groups and patient


condition groups, the Secretary shall undertake the steps described in the succeeding
provisions of this paragraph.


(B) P����� ������������ �� �������� ������� �� ������ �� ������� �������. — Not later than
180 days after the date of the enactment of this subsection, the Secretary shall post on the
Internet website of the Centers for Medicare & Medicaid Services a list of the episode groups
developed pursuant to subsection (n)(9)(A) and related descriptive information.


(C) S���������� �����. — The Secretary shall accept, through the date that is 120 days after
the day the Secretary posts the list pursuant to subparagraph (B), suggestions from physician
specialty societies, applicable practitioner organizations, and other stakeholders for episode
groups in addition to those posted pursuant to such subparagraph, and specific clinical criteria
and patient characteristics to classify patients into —


(i) care episode groups; and
(ii) patient condition groups.


(D)D���������� �� �������� �������������� �����. —
(i) I� �������. — Taking into account the information described in subparagraph (B) and


the information received under subparagraph (C), the Secretary shall —
(I) establish care episode groups and patient condition groups, which account for a


target of an estimated \1/ 2\ of expenditures under parts A and B (with such target
increasing over time as appropriate); and


(II) assign codes to such groups.
(ii) C��� ������� ������. — In establishing the care episode groups under clause (i), the


Secretary shall take into account —
(I) the patient's clinical problems at the time items and services are furnished during


an episode of care, such as the clinical conditions or diagnoses, whether or not
inpatient hospitalization occurs, and the principal procedures or services furnished;
and


(II) other factors determined appropriate by the Secretary.
(iii) P������ ��������� ������. — In establishing the patient condition groups under


clause (i), the Secretary shall take into account —
(I) the patient's clinical history at the time of a medical visit, such as the patient's


combination of chronic conditions, current health status, and recent significant history
(such as hospitalization and major surgery during a previous period, such as 3
months); and


(II) other factors determined appropriate by the Secretary, such as eligibility status
under this title (including eligibility under section 226(a), 226(b), or 226A, and dual
eligibility under this title and title XIX).


(E) D���� ���� ������� ��� ������� ��������� ������ ��� �������������� �����. — Not later
than 270 days after the end of the comment period described in subparagraph (C), the
Secretary shall post on the Internet website of the Centers for Medicare & Medicaid Services a
draft list of the care episode and patient condition codes established under subparagraph (D)
(and the criteria and characteristics assigned to such code).


(F) S����������� �� �����. — The Secretary shall seek, through the date that is 120 days after
the Secretary posts the list pursuant to subparagraph (E), comments from physician specialty
societies, applicable practitioner organizations, and other stakeholders, including
representatives of individuals entitled to benefits under part A or enrolled under this part,
regarding the care episode and patient condition groups (and codes) posted under
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subparagraph (E). In seeking such comments, the Secretary shall use one or more mechanisms
(other than notice and comment rulemaking) that may include use of open door forums, town
hall meetings, or other appropriate mechanisms.


(G) O���������� ���� �� ���� ������� ��� ������� ��������� ������ ��� �����. — Not later
than 270 days after the end of the comment period described in subparagraph (F), taking into
account the comments received under such subparagraph, the Secretary shall post on the
Internet website of the Centers for Medicare & Medicaid Services an operational list of care
episode and patient condition codes (and the criteria and characteristics assigned to such
code).


(H) S��������� ���������. — Not later than November 1 of each year (beginning with 2018),
the Secretary shall, through rulemaking, make revisions to the operational lists of care episode
and patient condition codes as the Secretary determines may be appropriate. Such revisions
may be based on experience, new information developed pursuant to subsection (n)(9)(A), and
input from the physician specialty societies, applicable practitioner organizations, and other
stakeholders, including representatives of individuals entitled to benefits under part A or
enrolled under this part.


(3)A���������� �� �������� �� ���������� �� �������������. —
(A) I� �������. — In order to facilitate the attribution of patients and episodes (in whole or in


part) to one or more physicians or applicable practitioners furnishing items and services, the
Secretary shall undertake the steps described in the succeeding provisions of this paragraph.


(B) D���������� �� ������� ������������ ���������� ��� �����. — The Secretary shall
develop patient relationship categories and codes that define and distinguish the relationship
and responsibility of a physician or applicable practitioner with a patient at the time of
furnishing an item or service. Such patient relationship categories shall include different
relationships of the physician or applicable practitioner to the patient (and the codes may
reflect combinations of such categories), such as a physician or applicable practitioner who —


(i) considers themself to have the primary responsibility for the general and ongoing care
for the patient over extended periods of time;


(ii) considers themself to be the lead physician or practitioner and who furnishes items
and services and coordinates care furnished by other physicians or practitioners for the
patient during an acute episode;


(iii) furnishes items and services to the patient on a continuing basis during an acute
episode of care, but in a supportive rather than a lead role;


(iv) furnishes items and services to the patient on an occasional basis, usually at the
request of another physician or practitioner; or


(v) furnishes items and services only as ordered by another physician or practitioner.
(C) D���� ���� �� ������� ������������ ���������� ��� �����. — Not later than one year after


the date of the enactment of this subsection, the Secretary shall post on the Internet website of
the Centers for Medicare & Medicaid Services a draft list of the patient relationship categories
and codes developed under subparagraph (B).


(D) S���������� �����. — The Secretary shall seek, through the date that is 120 days after the
Secretary posts the list pursuant to subparagraph (C), comments from physician specialty
societies, applicable practitioner organizations, and other stakeholders, including
representatives of individuals entitled to benefits under part A or enrolled under this part,
regarding the patient relationship categories and codes posted under subparagraph (C). In
seeking such comments, the Secretary shall use one or more mechanisms (other than notice
and comment rulemaking) that may include open door forums, town hall meetings, web-based
forums, or other appropriate mechanisms.


(E) O���������� ���� �� ������� ������������ ���������� ��� �����. — Not later than 240 days
after the end of the comment period described in subparagraph (D), taking into account the
comments received under such subparagraph, the Secretary shall post on the Internet website
of the Centers for Medicare & Medicaid Services an operational list of patient relationship
categories and codes.


(F) S��������� ���������. — Not later than November 1 of each year (beginning with 2018),
the Secretary shall, through rulemaking, make revisions to the operational list of patient
relationship categories and codes as the Secretary determines appropriate. Such revisions may
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be based on experience, new information developed pursuant to subsection (n)(9)(A), and input
from the physician specialty societies, applicable practitioner organizations, and other
stakeholders, including representatives of individuals entitled to benefits under part A or
enrolled under this part.


(4) R�������� �� ����������� ��� �������� ��� �����������. — Claims submitted for items and
services furnished by a physician or applicable practitioner on or after January 1, 2018, shall, as
determined appropriate by the Secretary, include —


(A) applicable codes established under paragraphs (2) and (3); and
(B) the national provider identifier of the ordering physician or applicable practitioner (if


different from the billing physician or applicable practitioner).
(5)M���������� ��� �������� ��� ��������. —


(A) I� �������. — In order to evaluate the resources used to treat patients (with respect to
care episode and patient condition groups), the Secretary shall, as the Secretary determines
appropriate —


(i) use the patient relationship codes reported on claims pursuant to paragraph (4) to
attribute patients (in whole or in part) to one or more physicians and applicable
practitioners;


(ii) use the care episode and patient condition codes reported on claims pursuant to
paragraph (4) as a basis to compare similar patients and care episodes and patient
condition groups; and


(iii) conduct an analysis of resource use (with respect to care episodes and patient
condition groups of such patients).


(B) A������� �� �������� �� ���������� ��� �������������. — In conducting the analysis
described in subparagraph (A)(iii) with respect to patients attributed to physicians and
applicable practitioners, the Secretary shall, as feasible —


(i) use the claims data experience of such patients by patient condition codes during a
common period, such as 12 months; and


(ii) use the claims data experience of such patients by care episode codes —
(I) in the case of episodes without a hospitalization, during periods of time (such as


the number of days) determined appropriate by the Secretary; and
(II) in the case of episodes with a hospitalization, during periods of time (such as the


number of days) before, during, and after the hospitalization.
(C) M���������� �� �������� ���. — In measuring such resource use, the Secretary —


(i) shall use per patient total allowed charges for all services under part A and this part
(and, if the Secretary determines appropriate, part D) for the analysis of patient resource
use, by care episode codes and by patient condition codes; and


(ii) may, as determined appropriate, use other measures of allowed charges (such as
subtotals for categories of items and services) and measures of utilization of items and
services (such as frequency of specific items and services and the ratio of specific items and
services among attributed patients or episodes).


(D) S���������� �����. — The Secretary shall seek comments from the physician specialty
societies, applicable practitioner organizations, and other stakeholders, including
representatives of individuals entitled to benefits under part A or enrolled under this part,
regarding the resource use methodology established pursuant to this paragraph. In seeking
comments the Secretary shall use one or more mechanisms (other than notice and comment
rulemaking) that may include open door forums, town hall meetings, web-based forums, or
other appropriate mechanisms.


(6) I�������������. — To the extent that the Secretary contracts with an entity to carry out any
part of the provisions of this subsection, the Secretary may not contract with an entity or an entity
with a subcontract if the entity or subcontracting entity currently makes recommendations to the
Secretary on relative values for services under the fee schedule for physicians' services under this
section.


(7) L���������. — There shall be no administrative or judicial review under section 1869, section
1878, or otherwise of —


(A) care episode and patient condition groups and codes established under paragraph (2);
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(B) patient relationship categories and codes established under paragraph (3); and
(C) measurement of, and analyses of resource use with respect to, care episode and patient


condition codes and patient relationship codes pursuant to paragraph (5).
(8) A�������������. — Chapter 35 of title 44, United States Code, shall not apply to this section.
(9) D����������. — In this subsection:


(A) P��������. — The term `physician' has the meaning given such term in section 1861(r)(1).
(B) A��������� ������������. — The term `applicable practitioner' means —


(i) a physician assistant, nurse practitioner, and clinical nurse specialist (as such terms are
defined in section 1861(aa)(5)), and a certified registered nurse anesthetist (as defined in
section 1861(bb)(2)); and


(ii) beginning January 1, 2019, such other eligible professionals (as defined in subsection
(k)(3)(B)) as specified by the Secretary.


(10) C������������. — The provisions of sections 1890(b)(7) and 1890A shall not apply to this
subsection.


(s)P��������� ��� F������ ��� M������ D����������. —
(1)P��� ����������� ������� ����������� ���������� ��� ���������. —


(A) D���� ������� ����������� ����. — Not later than January 1, 2016, the Secretary shall
develop, and post on the Internet website of the Centers for Medicare & Medicaid Services, a
draft plan for the development of quality measures for application under the applicable
provisions (as defined in paragraph (5)). Under such plan the Secretary shall —


(i) address how measures used by private payers and integrated delivery systems could
be incorporated under title XVIII;


(ii) describe how coordination, to the extent possible, will occur across organizations
developing such measures; and


(iii) take into account how clinical best practices and clinical practice guidelines should
be used in the development of quality measures.


(B) Q������ �������. — For purposes of this subsection, the term `quality domains' means at
least the following domains:


(i) Clinical care.
(ii) Safety.
(iii) Care coordination.
(iv) Patient and caregiver experience.
(v) Population health and prevention.


(C) C������������. — In developing the draft plan under this paragraph, the Secretary shall
consider —


(i) gap analyses conducted by the entity with a contract under section 1890(a) or other
contractors or entities;


(ii) whether measures are applicable across health care settings;
(iii) clinical practice improvement activities submitted under subsection (q)(2)(C)(iv) for


identifying possible areas for future measure development and identifying existing gaps
with respect to such measures; and


(iv) the quality domains applied under this subsection.
(D) P���������. — In developing the draft plan under this paragraph, the Secretary shall give


priority to the following types of measures:
(i) Outcome measures, including patient reported outcome and functional status


measures.
(ii) Patient experience measures.
(iii) Care coordination measures.
(iv) Measures of appropriate use of services, including measures of over use.


(E) S���������� �����. — The Secretary shall accept through March 1, 2016, comments on
the draft plan posted under paragraph (1)(A) from the public, including health care providers,
payers, consumers, and other stakeholders.


(F) F���� ������� ����������� ����. — Not later than May 1, 2016, taking into account the
comments received under this subparagraph, the Secretary shall finalize the plan and post on


[339]







10/12/2018 Social Security Act §1848


https://www.ssa.gov/OP_Home/ssact/title18/1848.htm 61/65


the Internet website of the Centers for Medicare & Medicaid Services an operational plan for
the development of quality measures for use under the applicable provisions. Such plan shall be
updated as appropriate.


(2)C�������� ��� ����� ������������ ��� ������� ������� �����������. —
(A) I� �������. — The Secretary shall enter into contracts or other arrangements with entities


for the purpose of developing, improving, updating, or expanding in accordance with the plan
under paragraph (1) quality measures for application under the applicable provisions. Such
entities shall include organizations with quality measure development expertise.


(B)P�������������. —
(i) I� �������. — In entering into contracts or other arrangements under subparagraph


(A), the Secretary shall give priority to the development of the types of measures described
in paragraph (1)(D).


(ii) C������������.— In selecting measures for development under this subsection, the
Secretary shall consider —


(I) whether such measures would be electronically specified; and
(II) clinical practice guidelines to the extent that such guidelines exist.


(3)A����� ������ �� ��� ���������. —
(A) I� �������. — Not later than May 1, 2017, and annually thereafter, the Secretary shall post


on the Internet website of the Centers for Medicare & Medicaid Services a report on the
progress made in developing quality measures for application under the applicable provisions.


(B) R�����������. — Each report submitted pursuant to subparagraph (A) shall include the
following:


(i) A description of the Secretary's efforts to implement this paragraph.
(ii) With respect to the measures developed during the previous year —


(I) a description of the total number of quality measures developed and the types of
such measures, such as an outcome or patient experience measure;


(II) the name of each measure developed;
(III) the name of the developer and steward of each measure;
(IV) with respect to each type of measure, an estimate of the total amount expended


under this title to develop all measures of such type; and
(V) whether the measure would be electronically specified.


(iii) With respect to measures in development at the time of the report —
(I) the information described in clause (ii), if available; and
(II) a timeline for completion of the development of such measures.


(iv) A description of any updates to the plan under paragraph (1) (including newly
identified gaps and the status of previously identified gaps) and the inventory of measures
applicable under the applicable provisions.


(v) Other information the Secretary determines to be appropriate.
(4) S���������� �����. — With respect to paragraph (1), the Secretary shall seek stakeholder input


with respect to —
(A) the identification of gaps where no quality measures exist, particularly with respect to the


types of measures described in paragraph (1)(D);
(B) prioritizing quality measure development to address such gaps; and
(C) other areas related to quality measure development determined appropriate by the


Secretary.
(5) D��������� �� ���������� ����������. — In this subsection, the term `applicable provisions'


means the following provisions:
(A) Subsection (q)(2)(B)(i).
(B) Section 1833(z)(2)(C).


(6) F������. — For purposes of carrying out this subsection, the Secretary shall provide for the
transfer, from the Federal Supplementary Medical Insurance Trust Fund under section 1841, of
$15,000,000 to the Centers for Medicare & Medicaid Services Program Management Account for
each of fiscal years 2015 through 2019. Amounts transferred under this paragraph shall remain
available through the end of fiscal year 2022.
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(7) A�������������. — Chapter 35 of title 44, United States Code, shall not apply to the collection
of information for the development of quality measures.
  See Vol. II, P.L. 106-554, §1(a)(6)[542], with respect to treatment of certain physician pathology services under


Medicare.
See Vol. II, P.L. 108-173, §303(a)(2), with respect to the treatment of other services currently in non-physician work


pool, and §303(a)(3), with respect to payment for multiple chemotherapy agents furnished on a single day through
the push technique; §303(a)(5), with respect to MEDPAC review and reports and secretarial response.


See Vol. II, P.L. 109-432, §101(e), with respect to the transfer of funds for implementation of the amendments
made by P.L. 109-432, Division B, Title I, §101(a), (b) and (d), which added §1848(d)(7), (k) and (l), respectively.


See Vol. II, P.L. 110-275, §131(b)(4)(B), with respect to billing for audiology services, and §138, with respect to an
adjustment for Medicare mental health services.


See Vol. II, P.L. 112-96, §3003(b), with respect to a study by the Secretary of Health and Human Services on options
for bundled or episode-based payment , and §3003(c), with respect to a GAO study of private payer initiatives.


  See Vol. II, P.L. 106-33, §13515(b).
  P.L. 114–10, §101(b)(1). Struck “2015 or any subsequent payment year” and inserted “each of 2015 through


2018”. Effective April 16, 2015
  P.L. 114–10, §101(b)(1). Struck “each subsequent year” and inserted “2018”. Effective April 16, 2015
  P.L. 114–10, §101(b)(1). Struck “and subsequent years”
  P.L. 114–10, §101(b)(1). Struck “and each subsequent year”
  P.L. 114–10, §101(b)(1). Struck “, but in no case shall the applicable percent be less than 95 percent”
  P.L.114-255, §4002(b)(1)(A); inserted “The Secretary shall exempt an eligible professional from the application


of the payment adjustment under subparagraph (A) with respect to a year, subject to annual renewal, if the Secretary
determines that compliance with the requirement for being a meaningful EHR user is not possible because the
certified EHR technology used by such professional has been decertified under a program kept or recognized
pursuant to section 3001(c)(5) of the Public Health Service Act.” after the first sentence. Effective December 10, 2016.


  P.L.114-255, §16003(1); In header — struck “hospital-based eligible professionals” and inserted “hospital-
based and ambulatory surgical center-based eligible professionals”; restructured text to create clause (i). Effective
December 10, 2016.


* P.L.114-255, §16003(2); Inserted clauses (ii), (iii), and (iv). Effective December 10, 2016.
  P.L. 114–10, §101(b)(2). Struck “2015 or any subsequent year” and inserted “each of 2015 through 2018”.
  P.L. 114–10, §101(b)(2). Struck “and each subsequent year” and inserted “2017, and 2018”.
  P.L. 114–10 §523(b), inserted paragraph (9); effective April 16, 2015.
  See Vol. II, P.L. 100-203, §4048(b).
  P.L. 112-78, §309(1)(A), struck out “and 2011” and inserted “, 2011, and the first 2 months of 2012”, effective


December 23, 2011.
  See Vol. II, P.L.111-148, §3135(c), with respect to an analysis by the Chief Actuary of the Centers for Medicare


& Medicaid Services relating to the cumulative expenditure reductions attributable to the adjustments under the
amendments by P.L.111-148, §3135(a) and (b).


  P.L. 112-240, §635(1)(A), struck out “and subsequent years” and inserted ”, 2012 and 2013”, effective January
2, 2013.


  P.L. 112-240, §635(1)(B), added this new sentence, effective January 2, 2013.
  See Vol. II, P.L.111-148, §3135(c), with respect to an analysis by the Chief Actuary of the Centers for Medicare


& Medicaid Services relating to the cumulative expenditure reductions attributable to the adjustments under the
amendments by P.L.111-148, §3135(a) and (b).


  P.L. 112-78, §309(1)(B)(i), struck out “and 2011” and inserted “, 2011, and the first 2 months of 2012”, effective
December 23, 2011.


  P.L. 112-78, §309(1)(B)(ii), struck out “and 2011” and inserted “, 2011, and the first 2 months of 2012”,
effective December 23, 2011.


  P.L. 112-240, §633(a)(1), struck out “2011,” and inserted “2011, and before April 1, 2013,”, effective January 2,
2013.


  P.L. 112-240, §633(a)(2), added this new sentence, effective January 2, 2013.
  P.L. 114-10, §103(a) Added paragraph (8) Effective April 16, 2015.
  P.L. 114-113, §502(a)(1)(A) Inserted paragraph (9) Effective December 18, 2015.
  P.L. 114-113, §502(a)(2)(A) Inserted paragraph (10) Effective December 18, 2015.
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  See Vol. II, P.L. 103-66, §13515(b).
  P.L. 113-93, §220(e)(2)(A), added “and paragraph (7)”. Effective April 1, 2014.
  P.L. 112-78, §309(2), struck out “or 2011” and inserted “, 2011, or the first 2 months of 2012”, effective


December 23, 2011.
  See Vol. II, P.L.111-148, §3135(c), with respect to an analysis by the Chief Actuary of the Centers for Medicare


& Medicaid Services relating to the cumulative expenditure reductions attributable to the adjustments under the
amendments by P.L.111-148, §3135(a) and (b).


  P.L. 112-240, §635(2), struck out “change in the utilization rate applicable to 2011, as described in” and
inserted “changes in the utilization rate applicable to 2011 and 2014, as described in the first and second sentence,
respectively of”, effective January 2, 2013.


  . P.L. 111-152, §1107(2), struck out subclause (IV) [as added by P.L. 111-148, §3135(a)(2)], effective March 30,
2010. For subclause (IV) as it formerly read, see Vol. II, Appendix J, Superseded Provisions, P.L. 111-152.


  . P.L. 111-152, §1107(2), struck out subclause (V) [as added by P.L. 111–148, §3135(a)(2)], effective March 30,
2010. For subclause (V) as it formerly read, see Vol. II, Appendix J, Superseded Provisions, P.L. 111-152.


  See Vol. II, P.L.111-148, §3135(c), with respect to an analysis by the Chief Actuary of the Centers for Medicare
& Medicaid Services relating to the cumulative expenditure reductions attributable to the adjustments under the
amendments by P.L.111-148, §3135(a) and (b).


  P.L.113-93, §218(a)(2)(B), added subclause (VIII). Effective April 1, 2014.
  P.L.113-93, §220(d)(2), added as subclause (VIII). Effective April 1, 2014.


P.L.113-295, §202(1)(A–B) redesignated to subclause (IX). Effective December 19, 2014.
  P.L.114-113, §502(a)(1)(B) inserted subclause (X). Effective December 18, 2015.
  P.L.114-113, §502(a)(2)(B) inserted subclause (XI). Effective December 18, 2015.
  P.L. 113-93, §220(f)(1), added “or group of services”. Effective April 1, 2014.
  P.L. 113-93, §220(f)(2), added “or group of services”. Effective April 1, 2014.
  P.L. 113-93, §220(f)(1), added “or group of services”. Effective April 1, 2014.
  P.L.113-93, §220(c), struck clause (ii), and inserted new clause (ii). Effective April 1, 2014.
  P.L. 113-93, §220(e)(2)(B)(i), added “and paragraph (7)”. Effective April 1, 2014.
  P.L. 113-93, §220(d)(2)(B)(ii), changed reference from (B)(ii)(II) to (B)(ii)(I). Effective April 1, 2014.
  P.L. 113-93, §220(a)(1), added subparagraph (M). Effective April 1, 2014.
  P.L. 113-93, §220(b), added subparagraph (N). Effective April 1, 2014.
  P.L. 113-295, §202(2)(A), struck “2017 through 2020” and inserted “2016 through 2018”. Effective December


19, 2014.
  P.L. 113-295, §202(2)(B), struck “2017 ” and inserted “2016 ”. Effective December 19, 2014.
  P.L. 113-93, §220(d), added subparagraph (O). Effective April 1, 2014.


P.L. 113-295, §202(2)(C), inserted “(or, for 2016, 1.0 percent) ”. Effective December 19, 2014.
  See Vol. II, P.L. 101-508, §4104(c), with respect to physician pathology services.
  P.L. 113-93, §220(e)(1), added paragraph (7). Effective April 1, 2014.


P.L. 113-295, §202(3), struck “2017 ” and inserted “2016 ”. Effective December 19, 2014.
  P.L. 114-10, §523(a); inserted paragraph (8). Effective April 16, 2015.
  P.L. 114-10, §101(a)(1), inserted “and ending with 2025”. Effective April 16, 2015.
  P.L. 114-10, §101(a)(1), inserted “or a subsequent paragraph”. Effective April 16, 2015.
  P.L. 114-10, §101(a)(2), inserted text after “for the year involved.”. Effective April 16, 2015.
  P.L. 114-10, §101(a)(2), inserted “(or, beginning with 2026, applicable conversion factor).”. Effective April 16,


2015.
  P.L. 105-33, §4502(b); 111 Stat. 433.
  P.L. 114-10, §101(a)(1), inserted “and ending with 2014”. Effective April 16, 2015.
  P.L. 114-10, §101(a)(1), inserted “and ending with 2014”. Effective April 16, 2015.
  P.L. 112-78, §301, added this new paragraph (13), effective December 23, 2011.
  P.L. 112-96, §3003(a)(1), struck out “F���� ��� ������ �� 2012” and inserted “2012”, effective February 22,


2012.
  P.L. 112-96, §3003(a)(2), struck out “the period beginning on January 1, 2012, and ending on February 29,


2012” and inserted “2012”, effective February 22, 2012.
  P.L. 112-96, §3003(a)(3), struck out “R�������� ������� �� 2012” and inserted “2013”, effective February 22,


2012.
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  P.L. 112-96, §3003(a)(4), struck out “for the period beginning on March 1, 2012, and ending on December 31,
2012, and for 2013” and inserted “for 2013”, effective February 22, 2012.


  P.L. 112-240, §601, added this new paragraph (14), effective January 2, 2013.
  P.L. 113-93, §101(1)(A), struck “January through March of” effective April 1, 2014.
  P.L. 113-93, §101(1)(B), struck “for the period beginning on January 1, 2014, and ending on March 31, 2014"


effective April 1, 2014.
  P.L. 113–67, §1101, inserted paragraph (d)(15). Effective December 26, 2013.


P.L. 113–93, §101(1)(C) struck references to 2014. Effective April 1, 2014.
  P.L. 113-93, §101(2), inserted paragraph (d)(16). Effective April 1, 2014.


P.L. 114–10 §101(a)(2) Struck paragraph 16, inserted replacement paragraph 16 and new paragraphs 17 through
20. Effective April 15, 2015


  See Vol. II, P.L. 112-96, §3004(b), with respect to a report regarding the work geographic adjustment..
  P.L. 113-67, §1102, struck out “ January 1, 2014” and inserted “April 1, 2014*”, effective December 26, 2013.


*P.L. 113–93 §102, struck out “ April 1, 2014” and inserted “April 1, 2015*”, effective April 1, 2014.
**P.L. 114–10 §201, struck out “ April 1, 2015” and inserted “January 1, 2018”, effective April 16, 2015.


  As in original. No subparagraph (F) was enacted.
  As in original. The period was missing.
  P.L. 113-93, §220(h)(1), added paragraph (6). Effective April 1, 2014.
  P.L. 114-10, §101(a)(1), inserted “through 2014”. Effective April 16, 2015.
  P.L. 114-10, §101(a)(1), inserted “and ending with 2014”. Effective April 16, 2015.
  See Vol. II, P.L. 103-66, §13515(b).
  P.L. 113-93, §220(a)(2)(A-C), added subparagraph (F). Efferctive April 1, 2014.
  P.L. 113-93, §sso(h)(2), inserted “Except as provided in subsection (e)(6)(D)”, Effective April 1, 2014.
  See Vol. II, P.L. 101-508, §4117(a), with respect to Statewide fee schedule areas for physicians’ services.
  P.L. 114-10, §101(a)(2)(B) Inserted paragraph (9). Effective April 16, 2015
  See Vol. II, P.L. 110-275, §132(c), with respect to a GAO report on electronic prescribing.
  P.L. 114-10, §101(d)(1)(A) inserted “for 2016 and subsequent years, may provide” after “shall provide”.


Effective April 16, 2015.
  P.L. 112-240, §601(b)(1)(B) added this new subparagraph (D), effective January 2, 2013.
  P.L. 114-10, §101(d)(1)(B) inserted “and, for 2016 and subsequent years, subparagraph (A) or (C)” after


“subparagraph (A)”. Effective April 16, 2015.
  P.L. 112-240, §601(b)(1)(B), added this new subparagraph (E), effective January 2, 2013.
  P.L. 112-240, §601(b)(1)(A), redesignated this former subparagraph (D) as subparagraph (F), effective January


2, 2013.
  P.L. 114-10, §101(d)(2)(A) struck “and subsequent years’ and inserted “through reporting periods occurring in


2015” after “For 2008”. Effective April 16, 2015.
  P.L. 114-10, §101(d)(2)(B) Inserted “and, for reporting periods occurring in 2016 and subsequent years, the


Secretary may establish” after “shall establish”. Effective April 16, 2015.
  P.L. 111-148, §3002(d), added this paragraph (7), effective March 23, 2010.
  P.L. 111-148, §10327(a), added this second paragraph (7), effective March 23, 2010.
  As in original.
  P.L. 114–10 Sec 101(a)(2)(B) redesignated paragraph (m)(7) as (m)(8). Effective April 16, 2015
  P.L. 114–10 Sec 101(a)(2)(B) inserted paragraph (m)(9). Effective April 16, 2015.
  See Vol. II, 5 U.S.C. 552.
  P.L. 114-10, §101(d)(3) Inserted paragraph. Effective April 16, 2015.
  P.L. 114–10, §101(b)(1). Struck “For purposes of paragraph (1), an” and inserted “An”. Effectiive April 16, 2015
  P.L. 114–10, §101(b)(1). Inserted “, or pursuant to subparagraph (D) for purposes of subsection (q), for a


performance period under such subsection for a year”. Effective April 16, 2015
  P.L. 114-10, §106(b)(2)(A) In the last sentence, inserted “, and the professional demonstrates (through a


process specified by the Secretary, such as the use of an attestation) that the professional has not knowingly and
willfully taken action (such as to disable functionality) to limit or restrict the compatibility or interoperability of the
certified EHR technology” before the period. Effective April 16, 2015.


  P.L. 114-10, §101(d)(3) Inserted “and subsection (q)(5)(B)(ii)(II)” after “subparagraph (B)(ii)”. Effective April 16,
2015.
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  P.L. 114–10, §101(b)(1). Inserted paragraph (o)(2)(D).Effective April 16, 2015
* P.L.114-255, §4002(b)(1)(B); inserted “The Secretary shall exempt an eligible professional from the application of


the payment adjustment under subparagraph (A) with respect to a year, subject to annual renewal, if the Secretary
determines that compliance with the requirement for being a meaningful EHR user is not possible because the
certified EHR technology used by such professional has been decertified under a program kept or recognized
pursuant to section 3001(c)(5) of the Public Health Service Act.” at the end of the subparagraph. Effective December
10, 2016.


  P.L. 114–10, §101(b)(3). Inserted paragraph (p)(2)(C).Effective April 16, 2015
  P.L. 114–10, §101(b)(3). Inserted last sentence.Effective April 16, 2015
  P.L. 114–10, §101(b)(3). Replaced paragraph (p)(4)(B)(iii).Effective April 16, 2015
  P.L. 114-10, §101(c)(1) Added subsection “(q) Merit Based Incentive Payment System. Effective April 16, 2015.
  P.L. 114-10, §101(f) Added subsection “(r) Collaborating With the Physician, Practitioner, and Other


Stakeholder Communities To Improve Resource Use Measurement.” Effective April 16, 2015.
  P.L. 114-10, §102 Added subsection “(s) Priorities and Funding for Measure Development.” Effective April 16,


2015.
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Part E—Miscellaneous Provisions
DEFINITIONS OF SERVICES, INSTITUTIONS, ETC.


S��. 1861. [42 U.S.C. 1395x]  For purposes of this title—


Spell Of Illness


(a) The term “spell of illness” with respect to any individual means a period of consecutive days—
(1) beginning with the first day (not included in a previous spell of illness) (A) on which such


individual is furnished inpatient hospital services, inpatient critical access hospital services or
extended care services, and (B) which occurs in a month for which he is entitled to benefits under
part A, and


(2) ending with the close of the first period of 60 consecutive days thereafter on each of which he
is neither an inpatient of a hospital or critical access hospital nor an inpatient of a facility described
in section 1819(a)(1) or subsection (y)(1).


Inpatient Hospital Services


(b) The term “inpatient hospital services” means the following items and services furnished to an
inpatient of a hospital and (except as provided in paragraph (3)) by the hospital—


(1) bed and board;
(2) such nursing services and other related services, such use of hospital facilities, and such


medical social services as are ordinarily furnished by the hospital for the care and treatment of
inpatients, and such drugs, biologicals, supplies, appliances, and equipment, for use in the hospital,
as are ordinarily furnished by such hospital for the care and treatment of inpatients; and


(3) such other diagnostic or therapeutic items or services, furnished by the hospital or by others
under arrangements with them made by the hospital, as are ordinarily furnished to inpatients either
by such hospital or by others under such arrangements;


excluding, however—
(4) medical or surgical services provided by a physician, resident, or intern, services described by


subsection (s)(2)(K), certified nurse-midwife services, qualified psychologist services, and services of
a certified registered nurse anesthetist; and


(5) the services of a private-duty nurse or other private-duty attendant.
Paragraph (4) shall not apply to services provided in a hospital by—


(6) an intern or a resident-in-training under a teaching program approved by the Council on
Medical Education of the American Medical Association or, in the case of an osteopathic hospital,
approved by the Committee on Hospitals of the Bureau of Professional Education of the American
Osteopathic Association, or, in the case of services in a hospital or osteopathic hospital by an intern
or resident-in-training in the field of dentistry, approved by the Council on Dental Education of the
American Dental Association, or in the case of services in a hospital or osteopathic hospital by an
intern or resident-in-training in the field of podiatry, approved by the Council on Podiatric Medical
Education of the American Podiatric Medical Association; or


(7) a physician where the hospital has a teaching program approved as specified in paragraph (6),
if (A) the hospital elects to receive any payment due under this title for reasonable costs of such
services, and (B) all physicians in such hospital agree not to bill charges for professional services
rendered in such hospital to individuals covered under the insurance program established by this
title.


Inpatient Psychiatric Hospital Services


(c) The term “inpatient psychiatric hospital services” means inpatient hospital services furnished to an
inpatient of a psychiatric hospital.


[391]
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Supplier


(d) The term “supplier” means, unless the context otherwise requires, a physician or other practitioner,
a facility, or other entity (other than a provider of services) that furnishes items or services under this
title.


Hospital


(e) The term “hospital” (except for purposes of sections 1814(d), 1814(f), and 1835(b), subsection (a)(2)
of this section, paragraph (7) of this subsection, and subsection (i) of this section) means an institution
which—


(1) is primarily engaged in providing, by or under the supervision of physicians, to inpatients (A)
diagnostic services and therapeutic services for medical diagnosis, treatment, and care of injured,
disabled, or sick persons, or (B) rehabilitation services for the rehabilitation of injured, disabled, or
sick persons;


(2) maintains clinical records on all patients;
(3) has bylaws in effect with respect to its staff of physicians;
(4) has a requirement that every patient with respect to whom payment may be made under this


title must be under the care of a physician except that a patient receiving qualified psychologist
services (as defined in subsection (ii)) may be under the care of a clinical psychologist with respect
to such services to the extent permitted under State law;


(5) provides 24-hour nursing service rendered or supervised by a registered professional nurse,
and has a licensed practical nurse or registered professional nurse on duty at all times; except that
until January 1, 1979, the Secretary is authorized to waive the requirement of this paragraph for any
one-year period with respect to any institution, insofar as such requirement relates to the provision
of twenty-four-hour nursing service rendered or supervised by a registered professional nurse
(except that in any event a registered professional nurse must be present on the premises to render
or supervise the nursing service provided, during at least the regular daytime shift), where
immediately preceding such one-year period he finds that—


(A) such institution is located in a rural area and the supply of hospital services in such area is
not sufficient to meet the needs of individuals residing therein,


(B) the failure of such institution to qualify as a hospital would seriously reduce the availability
of such services to such individuals, and


(C) such institution has made and continues to make a good faith effort to comply with this
paragraph, but such compliance is impeded by the lack of qualified nursing personnel in such
area;


(6)(A) has in effect a hospital utilization review plan which meets the requirements of subsection
(k) and


(B) has in place a discharge planning process that meets the requirements of subsection (ee);
(7) in the case of an institution in any State in which State or applicable local law provides for the


licensing of hospitals, (A) is licensed pursuant to such law or (B) is approved, by the agency of such
State or locality responsible for licensing hospitals, as meeting the standards established for such
licensing;


(8) has in effect an overall plan and budget that meets the requirements of subsection (z); and
(9) meets such other requirements as the Secretary finds necessary in the interest of the health


and safety of individuals who are furnished services in the institution.
For purposes of subsection (a)(2), such term includes any institution which meets the requirements of
paragraph (1) of this subsection. For purposes of sections 1814(d) and 1835(b) (including determination
of whether an individual received inpatient hospital services or diagnostic services for purposes of such
sections), section 1814(f)(2), and subsection (i) of this section, such term includes any institution which (i)
meets the requirements of paragraphs (5) and (7) of this subsection, (ii) is not primarily engaged in
providing the services described in section 1861(j)(1)(A) and (iii) is primarily engaged in providing, by or
under the supervision of individuals referred to in paragraph (1) of section 1861(r), to inpatients
diagnostic services and therapeutic services for medical diagnosis, treatment, and care of injured,
disabled, or sick persons, or rehabilitation services for the rehabilitation of injured, disabled, or sick
persons. For purposes of section 1814(f)(1), such term includes an institution which (i) is a hospital for
purposes of sections 1814(d), 1814(f)(2), and 1835(b) and (ii) is accredited by the Joint Commission on
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Accreditation of Hospitals, or is accredited by or approved by a program of the country in which such
institution is located if the Secretary finds the accreditation or comparable approval standards of such
program to be essentially equivalent to those of the Joint Commission on Accreditation of Hospitals.
Notwithstanding the preceding provisions of this subsection, such term shall not, except for purposes of
subsection (a)(2), include any institution which is primarily for the care and treatment of mental diseases
unless it is a psychiatric hospital (as defined in subsection (f)). The term “hospital” also includes a
religious nonmedical health care institution (as defined in subsection (ss)(1)), with respect to items and
services ordinarily furnished by such institution to inpatients, and payment may be made with respect to
services provided by or in such an institution only to such extent and under such conditions, limitations,
and requirements (in addition to or in lieu of the conditions, limitations, and requirements otherwise
applicable) as may be provided in regulations consistent with section 1821. For provisions deeming
certain requirements of this subsection to be met in the case of accredited institutions, see section 1865.
The term “hospital” also includes a facility of fifty beds or less which is located in an area determined by
the Secretary to meet the definition relating to a rural area described in subparagraph (A) of paragraph
(5) of this subsection and which meets the other requirements of this subsection, except that—


(A) with respect to the requirements for nursing services applicable after December 31, 1978,
such requirements shall provide for temporary waiver of the requirements, for such period as
the Secretary deems appropriate, where (i) the facility’s failure to fully comply with the
requirements is attributable to a temporary shortage of qualified nursing personnel in the area
in which the facility is located, (ii) a registered professional nurse is present on the premises to
render or supervise the nursing service provided during at least the regular daytime shift, and
(iii) the Secretary determines that the employment of such nursing personnel as are available to
the facility during such temporary period will not adversely affect the health and safety of
patients;


(B) with respect to the health and safety requirements promulgated under paragraph (9),
such requirements shall be applied by the Secretary to a facility herein defined in such manner
as to assure that personnel requirements take into account the availability of technical
personnel and the educational opportunities for technical personnel in the area in which such
facility is located, and the scope of services rendered by such facility; and the Secretary, by
regulations, shall provide for the continued participation of such a facility where such personnel
requirements are not fully met, for such period as the Secretary determines that (i) the facility is
making good faith efforts to fully comply with the personnel requirements, (ii) the employment
by the facility of such personnel as are available to the facility will not adversely affect the
health and safety of patients, and (iii) if the Secretary has determined that because of the
facility’s waiver under this subparagraph the facility should limit its scope of services in order
not to adversely affect the health and safety of the facility’s patients, the facility is so limiting
the scope of services it provides; and


(C) with respect to the fire and safety requirements promulgated under paragraph (9), the
Secretary (i) may waive, for such period as he deems appropriate, specific provisions of such
requirements which if rigidly applied would result in unreasonable hardship for such a facility
and which, if not applied, would not jeopardize the health and safety of patients, and (ii) may
accept a facility’s compliance with all applicable State codes relating to fire and safety in lieu of
compliance with the fire and safety requirements promulgated under paragraph (9), if he
determines that such State has in effect fire and safety codes, imposed by State law, which
adequately protect patients.


The term “hospital” does not include, unless the context otherwise requires, a critical access hospital (as
defined in section 1861(mm)(1)).


Psychiatric Hospital


(f) The term “psychiatric hospital” means an institution which—
(1) is primarily engaged in providing, by or under the supervision of a physician, psychiatric


services for the diagnosis and treatment of mentally ill persons;
(2) satisfies the requirements of paragraphs (3) through (9) of subsection (e);
(3) maintains clinical records on all patients and maintains such records as the Secretary finds to


be necessary to determine the degree and intensity of the treatment provided to individuals entitled
to hospital insurance benefits under part A; and
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(4) meets such staffing requirements as the Secretary finds necessary for the institution to carry
out an active program of treatment for individuals who are furnished services in the institution.


In the case of an institution which satisfies paragraphs (1) and (2) of the preceding sentence and which
contains a distinct part which also satisfies paragraphs (3) and (4) of such sentence, such distinct part
shall be considered to be a “psychiatric hospital”.


Outpatient Occupational Therapy Services


(g) The term “outpatient occupational therapy services” has the meaning given the term “outpatient
physical therapy services” in subsection (p), except that “occupational” shall be substituted for “physical”
each place it appears therein.


Extended Care Services


(h) The term “extended care services” means the following items and services furnished to an inpatient
of a skilled nursing facility and (except as provided in paragraphs (3), (6), and (7)) by such skilled nursing
facility—


(1) nursing care provided by or under the supervision of a registered professional nurse;
(2) bed and board in connection with the furnishing of such nursing care;
(3) physical or occupational therapy or speech-language pathology services furnished by the


skilled nursing facility or by others under arrangements with them made by the facility;
(4) medical social services;
(5) such drugs, biologicals, supplies, appliances, and equipment, furnished for use in the skilled


nursing facility, as are ordinarily furnished by such facility for the care and treatment of inpatients;
(6) medical services provided by an intern or resident-in-training of a hospital with which the


facility has in effect a transfer agreement (meeting the requirements of subsection (l)), under a
teaching program of such hospital approved as provided in the last sentence of subsection (b), and
other diagnostic or therapeutic services provided by a hospital with which the facility has such an
agreement in effect; and


(7) such other services necessary to the health of the patients as are generally provided by skilled
nursing facilities, or by others under arrangements with them made by the facility; able).


excluding, however, any item or service if it would not be included under subsection (b) if furnished to an
inpatient of a hospital.


Post-Hospital Extended Care Services


(i) The term “post-hospital extended care services” means extended care services furnished an
individual after transfer from a hospital in which he was an inpatient for not less than 3 consecutive days
before his discharge from the hospital in connection with such transfer. For purposes of the preceding
sentence, items and services shall be deemed to have been furnished to an individual after transfer from
a hospital, and he shall be deemed to have been an inpatient in the hospital immediately before transfer
therefrom, if he is admitted to the skilled nursing facility (A) within 30 days after discharge from such
hospital, or (B) within such time as it would be medically appropriate to begin an active course of
treatment, in the case of an individual whose condition is such that skilled nursing facility care would not
be medically appropriate within 30 days after discharge from a hospital; and an individual shall be
deemed not to have been discharged from a skilled nursing facility if, within 30 days after discharge
therefrom, he is admitted to such facility or any other skilled nursing facility.


Skilled Nursing Facility


(j) The term “skilled nursing facility” has the meaning given such term in section 1819(a).


Utilization Review


(k) A utilization review plan of a hospital or skilled nursing facility shall be considered sufficient if it is
applicable to services furnished by the institution to individuals entitled to insurance benefits under this
title and if it provides—


(1) for the review, on a sample or other basis, of admissions to the institution, the duration of
stays therein, and the professional services (including drugs and biologicals) furnished, (A) with
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y p g g g
respect to the medical necessity of the services, and (B) for the purpose of promoting the most
efficient use of available health facilities and services;


(2) for such review to be made by either (A) a staff committee of the institution composed of two
or more physicians (of which at least two must be physicians described in subsection (r)(1) of this
section), with or without pa rticipation of other professional personnel, or (B) a group outside the
institution which is similarly composed and (i) which is established by the local medical society and
some or all of the hospitals and skilled nursing facilities in the locality, or (ii) if (and for as long as)
there has not been established such a group which serves such institution, which is established in
such other manner as may be approved by the Secretary;


(3) for such review, in each case of inpatient hospital services or extended care services furnished
to such an individual during a continuous period of extended duration, as of such days of such
period (which may differ for different classes of cases) as may be specified in regulations, with such
review to be made as promptly as possible, after each day so specified, and in no event later than
one week following such day; and


(4) for prompt notification to the institution, the individual, and his attending physician of any
finding (made after opportunity for consultation to such attending physician) by the physician
members of such committee or group that any further stay in the institution is not medically
necessary.


The review committee must be composed as provided in clause (B) of paragraph (2) rather than as
provided in clause (A) of such paragraph in the case of any hospital or skilled nursing facility where,
because of the small size of the institution, or (in the case of a skilled nursing facility) because of lack of
an organized medical staff, or for such other reason or reasons as may be included in regulations, it is
impracticable for the institution to have a properly functioning staff committee for the purposes of this
subsection. If the Secretary determines that the utilization review procedures established pursuant to
title XIX are superior in their effectiveness to the procedures required under this section, he may, to the
extent that he deems it appropriate, require for purposes of this title that the procedures established
pursuant to title XIX be utilized instead of the procedures required by this section.


Agreements For Transfer Between Skilled Nursing Facilities And Hospitals


(l) A hospital and a skilled nursing facility shall be considered to have a transfer agreement in effect if,
by reason of a written agreement between them or (in case the two institutions are under common
control) by reason of a written undertaking by the person or body which controls them, there is
reasonable assurance that—


(1) transfer of patients will be effected between the hospital and the skilled nursing facility
whenever such transfer is medically appropriate as determined by the attending physician; and


(2) there will be interchange of medical and other information necessary or useful in the care and
treatment of individuals transferred between the institutions, or in determining whether such
individuals can be adequately cared for otherwise than in either of such institutions.


Any skilled nursing facility which does not have such an agreement in effect, but which is found by a
State agency (of the State in which such facility is situated) with which an agreement under section 1864
is in effect (or, in the case of a State in which no such agency has an agreement under section 1864, by
the Secretary) to have attempted in good faith to enter into such an agreement with a hospital
sufficiently close to the facility to make feasible the transfer between them of patients and the
information referred to in paragraph (2), shall be considered to have such an agreement in effect if and
for so long as such agency (or the Secretary, as the case may be) finds that to do so is in the public
interest and essential to assuring extended care services for persons in the community who are eligible
for payments with respect to such services under this title.


Home Health Services


(m) The term “home health services” means the following items and services furnished to an individual,
who is under the care of a physician, by a home health agency or by others under arrangements with
them made by such agency, under a plan (for furnishing such items and services to such individual)
established and periodically reviewed by a physician, which items and services are, except as provided in
paragraph (7), provided on a visiting basis in a place of residence used as such individual’s home—
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(1) part-time or intermittent nursing care provided by or under the supervision of a registered
professional nurse;


(2) physical or occupational therapy or speech-language pathology services;
(3) medical social services under the direction of a physician;
(4) to the extent permitted in regulations, part-time or intermittent services of a home health aide


who has successfully completed a training program approved by the Secretary;
(5) medical supplies (including catheters, catheter supplies, ostomy bags, and supplies related to


ostomy care, and a covered osteoporosis drug (as defined in subsection (kk)), but excluding other
drugs and biologicals) and durable medical equipment and applicable disposable devices (as
defined in section 1834(s)(2)) while under such a plan;


(6) in the case of a home health agency which is affiliated or under common control with a
hospital, medical services provided by an intern or resident-in-training of such hospital, under a
teaching program of such hospital approved as provided in the last sentence of subsection (b); and


(7) any of the foregoing items and services which are provided on an outpatient basis, under
arrangements made by the home health agency, at a hospital or skilled nursing facility, or at a
rehabilitation center which meets such standards as may be prescribed in regulations, and—


(A) the furnishing of which involves the use of equipment of such a nature that the items and
services cannot readily be made available to the individual in such place of residence, or


(B) which are furnished at such facility while he is there to receive any such item or service
described in clause (A),


but not including transportation of the individual in connection with any such item or service;
excluding, however, any item or service if it would not be included under subsection (b) if furnished to an
inpatient of a hospital and home infusion therapy (as defined in subsection (iii)(i)). For purposes of
paragraphs (1) and (4), the term “part–time or intermittent services” means skilled nursing and home
health aide services furnished any number of days per week as long as they are furnished (combined)
less than 8 hours each day and 28 or fewer hours each week (or, subject to review on a case-by-case
basis as to the need for care, less than 8 hours each day and 35 or fewer hours per week). For purposes
of sections 1814(a)(2)(C) and 1835(a)(2)(A), “intermittent” means skilled nursing care that is either
provided or needed on fewer than 7 days each week, or less than 8 hours of each day for periods of 21
days or less (with extensions in exceptional circumstances when the need for additional care is finite and
predictable).


Durable Medical Equipment


(n) The term “durable medical equipment” includes iron lungs, oxygen tents, hospital beds, and
wheelchairs (which may include a power-operated vehicle that may be appropriately used as a
wheelchair, but only where the use of such a vehicle is determined to be necessary on the basis of the
individual’s medical and physical condition and the vehicle meets such safety requirements as the
Secretary may prescribe) used in the patient’s home (including an institution used as his home other
than an institution that meets the requirements of subsection (e)(1) of this section or section 1819(a)(1)),
whether furnished on a rental basis or purchased, and includes blood-testing strips and blood glucose
monitors for individuals with diabetes without regard to whether the individual has Type I or Type II
diabetes or to the individual’s use of insulin (as determined under standards established by the Secretary
in consultation with the appropriate organizations) and eye tracking and gaze interaction accessories for
speech generating devices furnished to individuals with a demonstrated medical need for such
accessories; except that such term does not include such equipment furnished by a supplier who has
used, for the demonstration and use of specific equipment, an individual who has not met such
minimum training standards as the Secretary may establish with respect to the demonstration and use of
such specific equipment. With respect to a seat-lift chair, such term includes only the seat-lift mechanism
and does not include the chair .


Home Health Agency


(o) The term “home health agency” means a public agency or private organization, or a subdivision of
such an agency or organization, which—


(1) is primarily engaged in providing skilled nursing services and other therapeutic services;
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(2) has policies, established by a group of professional personnel (associated with the agency or
organization), including one or more physicians and one or more registered professional nurses, to
govern the services (referred to in paragraph (1)) which it provides, and provides for supervision of
such services by a physician or registered professional nurse;


(3) maintains clinical records on all patients;
(4) in the case of an agency or organization in any State in which State or applicable local law


provides for the licensing of agencies or organizations of this nature, (A) is licensed pursuant to such
law, or (B) is approved, by the agency of such State or locality responsible for licensing agencies or
organizations of this nature, as meeting the standards established for such licensing;


(5) has in effect an overall plan and budget that meets the requirements of subsection (z);
(6) meets the conditions of participation specified in section 1891(a) and such other conditions of


participation as the Secretary may find necessary in the interest of the health and safety of
individuals who are furnished services by such agency or organization;


(7) provides the Secretary with a surety bond—
(A) in a form specified by the Secretary and in an amount that is not less than the minimum


of $50,000; and
(B) that the Secretary determines is commensurate with the volume of payments to the home


health agency; and
(8) meets such additional requirements (including conditions relating to bonding or establishing


of escrow accounts as the Secretary finds necessary for the financial security of the program) as the
Secretary finds necessary for the effective and efficient operation of the program;


except that for purposes of part A such term shall not include any agency or organization which is
primarily for the care and treatment of mental diseases. The Secretary may waive the requirement of a
surety bond under paragraph (7) in the case of an agency or organization that provides a comparable
surety bond under State law.


Outpatient Physical Therapy Services


(p) The term “outpatient physical therapy services” means physical therapy services furnished by a
provider of services, a clinic, rehabilitation agency, or a public health agency, or by others under an
arrangement with, and under the supervision of, such provider, clinic, rehabilitation agency, or public
health agency to an individual as an outpatient—


(1) who is under the care of a physician (as defined in paragraph (1), (3), or (4) of section 1861(r)),
and


(2) with respect to whom a plan prescribing the type, amount, and duration of physical therapy
services that are to be furnished such individual has been established by a physician (as so defined)
or by a qualified physical therapist and is periodically reviewed by a physician (as so defined);


excluding, however—
(3) any item or service if it would not be included under subsection (b) if furnished to an inpatient


of a hospital; and
(4) any such service—


(A) if furnished by a clinic or rehabilitation agency, or by others under arrangements with
such clinic or agency, unless such clinic or rehabilitation agency—


(i) provides an adequate program of physical therapy services for outpatients and has
the facilities and personnel required for such program or required for the supervision of
such a program, in accordance with such requirements as the Secretary may specify,


(ii) has policies, established by a group of professional personnel, including one or more
physicians (associated with the clinic or rehabilitation agency) and one or more qualified
physical therapists, to govern the services (referred to in clause (i)) it provides,


(iii) maintains clinical records on all patients,
(iv) if such clinic or agency is situated in a State in which State or applicable local law


provides for the licensing of institutions of this nature, (I) is licensed pursuant to such law,
or (II) is approved by the agency of such State or locality responsible for licensing
institutions of this nature, as meeting the standards established for such licensing; and


(v) meets such other conditions relating to the health and safety of individuals who are
furnished services by such clinic or agency on an outpatient basis, as the Secretary may
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find necessary, and provides the Secretary on a continuing basis with a surety bond in a
form specified by the Secretary and in an amount that is not less than $50,000, or


(B) if furnished by a public health agency, unless such agency meets such other conditions
relating to health and safety of individuals who are furnished services by such agency on an
outpatient basis, as the Secretary may find necessary.


The term “outpatient physical therapy services” also includes physical therapy services furnished an
individual by a physical therapist (in his office or in such individual’s home) who meets licensing and
other standards prescribed by the Secretary in regulations, otherwise than under an arrangement with
and under the supervision of a provider of services, clinic, rehabilitation agency, or public health agency,
if the furnishing of such services meets such conditions relating to health and safety as the Secretary
may find necessary. In addition, such term includes physical therapy services which meet the
requirements of the first sentence of this subsection except that they are furnished to an individual as an
inpatient of a hospital or extended care facility. The term “outpatient physical therapy services” also
includes speech-language pathology services furnished by a provider of services, a clinic, rehabilitation
agency, or by a public health agency, or by others under an arrangement with, and under the supervision
of, such provider, clinic, rehabilitation agency, or public health agency to an individual as an outpatient,
subject to the conditions prescribed in this subsection. Nothing in this subsection shall be construed as
requiring, with respect to outpatients who are not entitled to benefits under this title, a physical therapist
to provide outpatient physical therapy services only to outpatients who are under the care of a physician
or pursuant to a plan of care established by a physician. The Secretary may waive the requirement of a
surety bond under paragraph (4)(A)(v) in the case of a clinic or agency that provides a comparable surety
bond under State law.


Physicians’ Services


(q) The term “physicians’ services” means professional services performed by physicians, including
surgery, consultation, and home, office, and institutional calls (but not including services described in
subsection (b)(6)).


Physician


(r) The term “physician”, when used in connection with the performance of any function or action,
means (1) a doctor of medicine or osteopathy legally authorized to practice medicine and surgery by the
State in which he performs such function or action (including a physician within the meaning of section
1101(a)(7)), (2) a doctor of dental surgery or of dental medicine who is legally authorized to practice
dentistry by the State in which he performs such function and who is acting within the scope of his
license when he performs such functions, (3) a doctor of podiatric medicine for the purposes of
subsections (k), (m), (p)(1), and (s) of this section and sections 1814(a), 1832(a)(2)(F)(ii), and 1835 but only
with respect to functions which he is legally authorized to perform as such by the State in which he
performs them, (4) a doctor of optometry, but only for purposes of subsection (p)(1) of this section and
with respect to the provision of items or services described in subsection (s) which he is legally
authorized to perform as a doctor of optometry by the State in which he performs them, or (5) a
chiropractor who is licensed as such by the State (or in a State which does not license chiropractors as
such, is legally authorized to perform the services of a chiropractor in the jurisdiction in which he
performs such services), and who meets uniform minimum standards promulgated by the Secretary, but
only for the purpose of sections 1861(s)(1) and 1861(s)(2)(A) and only with respect to treatment by
means of manual manipulation of the spine (to correct a subluxation) which he is legally authorized to
perform by the State or jurisdiction in which such treatment is provided. For the purposes of section
1862(a)(4) and subject to the limitations and conditions provided in the previous sentence, such term
includes a doctor of one of the arts, specified in such previous sentence, legally authorized to practice
such art in the country in which the inpatient hospital services (referred to in such section 1862(a)(4)) are
furnished.


Medical And Other Health Services


(s) The term “medical and other health services” means any of the following items or services:
(1) physicians’ services;
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(2)(A) services and supplies (including drugs and biologicals which are not usually self-
administered by the patient) furnished as an incident to a physician’s professional service, of kinds
which are commonly furnished in physicians’ offices and are commonly either rendered without
charge or included in the physicians’ bills (or would have been so included but for the application of
section 1847B);


(B) hospital services (including drugs and biologicals which are not usually self-administered
by the patient) incident to physicians’ services rendered to outpatients and partial
hospitalization services incident to such services;


(C) diagnostic services which are—
(i) furnished to an individual as an outpatient by a hospital or by others under


arrangements with them made by a hospital, and
(ii) ordinarily furnished by such hospital (or by others under such arrangements) to its


outpatients for the purpose of diagnostic study;
(D) outpatient physical therapy services and outpatient occupational therapy services;
(E) rural health clinic services and Federally qualified health center services;
(F) home dialysis supplies and equipment, self-care home dialysis support services, and


institutional dialysis services and supplies, and, for items and services furnished on or after
January 1, 2011, renal dialysis services (as defined in section 1881(b)(14)(B)), including such
renal dialysis services furnished on or after January 1, 2017, by a renal dialysis facility or
provider of services paid under section 1881(b)(14) to an individual with acute kidney injury (as
defined in section 1834(r)(2));


(G) antigens (subject to quantity limitations prescribed in regulations by the Secretary)
prepared by a physician, as defined in section 1861(r)(1), for a particular patient, including
antigens so prepared which are forwarded to another qualified person (including a rural health
clinic) for administration to such patient, from time to time, by or under the supervision of
another such physician;


(H)(i) services furnished pursuant to a contract under section 1876 to a member of an eligible
organization by a physician assistant or by a nurse practitioner (as defined in subsection (aa)(5))
and such services and supplies furnished as an incident to his service to such a member as
would otherwise be covered under this part if furnished by a physician or as an incident to a
physician’s service; and


(ii) services furnished pursuant to a risk-sharing contract under section 1876(g) to a
member of an eligible organization by a clinical psychologist (as defined by the Secretary)
or by a clinical social worker (as defined in subsection (hh)(2)), and such services and
supplies furnished as an incident to such clinical psychologist’s services or clinical social
worker’s services to such a member as would otherwise be covered under this part if
furnished by a physician or as an incident to a physician’s service;


(I) blood clotting factors, for hemophilia patients competent to use such factors to control
bleeding without medical or other supervision, and items related to the administration of such
factors, subject to utilization controls deemed necessary by the Secretary for the efficient use of
such factors;


(J) prescription drugs used in immunosuppressive therapy furnished, to an individual who
receives an organ transplant for which payment is made under this title;


(K)(i) services which would be physicians’ services and services described in subsections (ww)
(1) and (hhh) if furnished by a physician (as defined in subsection (r)(1)) and which are
performed by a physician assistant (as defined in subsection (aa)(5)) under the supervision of a
physician (as so defined) and which the physician assistant is legally authorized to perform by
the State in which the services are performed, and such services and supplies furnished as
incident to such services as would be covered under subparagraph (A) if furnished incident to a
physician’s professional service, but only if no facility or other provider charges or is paid any
amounts with respect to the furnishing of such services,


(ii) services which would be physicians’ services and services described in subsections
(ww)(1) and (hhh) if furnished by a physician (as defined in subsection (r)(1)) and which are
performed by a nurse practitioner or clinical nurse specialist (as defined in subsection (aa)
(5)) working in collaboration (as defined in subsection (aa)(6)) with a physician (as defined
in subsection (r)(1)) which the nurse practitioner or clinical nurse specialist is legally
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authorized to perform by the State in which the services are performed, and such services
and supplies furnished as an incident to such services as would be covered under
subparagraph (A) if furnished incident to a physician’s professional service, but only if no
facility or other provider charges or is paid any amounts with respect to the furnishing of
such services;


(L) certified nurse-midwife services;
(M) qualified psychologist services;
(N) clinical social worker services (as defined in subsection (hh)(2));
(O) erythropoietin for dialysis patients competent to use such drug without medical or other


supervision with respect to the administration of such drug, subject to methods and standards
established by the Secretary by regulation for the safe and effective use of such drug, and items
related to the administration of such drug;


(P) prostate cancer screening tests (as defined in subsection (oo));
(Q) an oral drug (which is approved by the Federal Food and Drug Administration) prescribed


for use as an anticancer chemotherapeutic agent for a given indication, and containing an
active ingredient (or ingredients), which is the same indication and active ingredient (or
ingredients) as a drug which the carrier determines would be covered pursuant to
subparagraph (A) or (B) if the drug could not be self-administered;


(R) colorectal cancer screening tests (as defined in subsection (pp));
(S) diabetes outpatient self-management training services (as defined in subsection (qq));
(T) an oral drug (which is approved by the Federal Food and Drug Administration) prescribed


for use as an acute anti-emetic used as part of an anticancer chemotherapeutic regimen if the
drug is administered by a physician (or as prescribed by a physician)—


(i) for use immediately before, at, or within 48 hours after the time of the administration
of the anticancer chemotherapeutic agent; and


(ii) as a full replacement for the anti-emetic therapy which would otherwise be
administered intravenously;


(U) screening for glaucoma (as defined in subsection (uu)) for individuals determined to be at
high risk for glaucoma, individuals with a family history of glaucoma and individuals with
diabetes;


(V) medical nutrition therapy services (as defined in subsection (vv)(1)) in the case of a
beneficiary with diabetes or a renal disease who—


(i) has not received diabetes outpatient self-management training services within a time
period determined by the Secretary;


(ii) is not receiving maintenance dialysis for which payment is made under section 1881;
and


(iii) meets such other criteria determined by the Secretary after consideration of
protocols established by dietitian or nutrition professional organizations;


(W) an initial preventive physical examination (as defined in subsection (ww));
(X) cardiovascular screening blood tests (as defined in subsection (xx)(1));
(Y) diabetes screening tests (as defined in subsection (yy));
(Z) intravenous immune globulin for the treatment of primary immune deficiency diseases in


the home (as defined in subsection (zz));
(AA) ultrasound screening for abdominal aortic aneurysm (as defined in subsection (bbb)) for


an individual—
(i) who receives a referral for such an ultrasound screening as a result of an initial


preventive physical examination (as defined in section 1861(ww)(1));
(ii) who has not been previously furnished such an ultrasound screening under this title;


and
(iii) who—


(I) has a family history of abdominal aortic aneurysm; or
(II) manifests risk factors included in a beneficiary category recommended for


screening by the United States Preventive Services Task Force regarding abdominal
aortic aneurysms; and


(BB) additional preventive services (described in subsection (ddd)(1));
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(CC) items and services furnished under a cardiac rehabilitation program (as defined in
subsection (eee)(1)) or under a pulmonary rehabilitation program (as defined in subsection (fff)
(1)); and


(DD) items and services furnished under an intensive cardiac rehabilitation program (as
defined in subsection (eee)(4));


(EE) kidney disease education services (as defined in subsection (ggg));
(FF) personalized prevention plan services (as defined in subsection (hhh)); and
(GG) home infusion therapy (as defined in subsection (iii)(1)); 


(3) diagnostic X-ray tests (including tests under the supervision of a physician, furnished in a place
of residence used as the patient’s home, if the performance of such tests meets such conditions
relating to health and safety as the Secretary may find necessary and including diagnostic
mammography if conducted by a facility that has a certificate (or provisional certificate) issued
under section 354 of the Public Health Service Act ), diagnostic laboratory tests, and other
diagnostic tests;


(4) X-ray, radium, and radioactive isotope therapy, including materials and services of technicians;
(5) surgical dressings, and splints, casts, and other devices used for reduction of fractures and


dislocations;
(6) durable medical equipment;
(7) ambulance service where the use of other methods of transportation is contraindicated by the


individual’s condition, but only to the extent provided in regulations;
(8) prosthetic devices (other than dental) which replace all or part of an internal body organ


(including colostomy bags and supplies directly related to colostomy care), including replacement of
such devices, and including one pair of conventional eyeglasses or contact lenses furnished
subsequent to each cataract surgery with insertion of an intraocular lens;


(9) leg, arm, back, and neck braces, and artificial legs, arms, and eyes, including replacements if
required because of a change in the patient’s physical condition;


(10)(A) pneumococcal vaccine and its administration and, subject to section 4071(b) of the
Omnibus Budget Reconciliation Act of 1987 , influenza vaccine and its administration; and


(B) hepatitis B vaccine and its administration, furnished to an individual who is at high or
intermediate risk of contracting hepatitis B (as determined by the Secretary under regulations);


(11) services of a certified registered nurse anesthetist (as defined in subsection (bb));
(12) subject to section 4072(e) of the Omnibus Budget Reconciliation Act of 1987 , extra-depth


shoes with inserts or custom molded shoes with inserts for an individual with diabetes, if—
(A) the physician who is managing the individual’s diabetic condition (i) documents that the


individual has peripheral neuropathy with evidence of callus formation, a history of pre-
ulcerative calluses, a history of previous ulceration, foot deformity, or previous amputation, or
poor circulation, and (ii) certifies that the individual needs such shoes under a comprehensive
plan of care related to the individual’s diabetic condition;


(B) the particular type of shoes are prescribed by a podiatrist or other qualified physician (as
established by the Secretary); and


(C) the shoes are fitted and furnished by a podiatrist or other qualified individual (such as a
pedorthist or orthotist, as established by the Secretary) who is not the physician described in
subparagraph (A) (unless the Secretary finds that the physician is the only such qualified
individual in the area);


(13) screening mammography (as defined in subsection (jj));
(14) screening pap smear and screening pelvic exam; and
(15) bone mass measurement (as defined in subsection (rr)).


No diagnostic tests performed in any laboratory, including a laboratory that is part of a rural health
clinic, or a hospital (which, for purposes of this sentence, means an institution considered a hospital for
purposes of section 1814(d)) shall be included within paragraph (3) unless such laboratory—


(16) if situated in any State in which State or applicable local law provides for licensing of
establishments of this nature, (A) is licensed pursuant to such law, or (B) is approved, by the agency
of such State or locality responsible for licensing establishments of this nature, as meeting the
standards established for such licensing; and
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(17)(A) meets the certification requirements under section 353 of the Public Health Service Act;
 and


(B) meets such other conditions relating to the health and safety of individuals with respect to
whom such tests are performed as the Secretary may find necessary.


There shall be excluded from the diagnostic services specified in paragraph (2)(C) any item or service
(except services referred to in paragraph (1)) which would not be included under subsection (b) if it were
furnished to an inpatient of a hospital. None of the items and services referred to in the preceding
paragraphs (other than paragraphs (1) and (2)(A)) of this subsection which are furnished to a patient of
an institution which meets the definition of a hospital for purposes of section 1814(d) shall be included
unless such other conditions are met as the Secretary may find necessary relating to health and safety of
individuals with respect to whom such items and services are furnished.


Drugs And Biologicals


(t)(1) The term “drugs” and the term “biologicals”, except for purposes of subsection (m)(5) and
paragraph (2), include only such drugs (including contrast agents) and biologicals, respectively, as are
included (or approved for inclusion) in the United States Pharmacopoeia, the National Formulary, or the
United States Homeopathic Pharmacopoeia, or in New Drugs or Accepted Dental Remedies (except for
any drugs and biologicals unfavorably evaluated therein), or as are approved by the pharmacy and drug
therapeutics committee (or equivalent committee) of the medical staff of the hospital furnishing such
drugs and biologicals for use in such hospital.


(2)(A) For purposes of paragraph (1), the term “drugs” also includes any drugs or biologicals used
in an anticancer chemotherapeutic regimen for a medically accepted indication (as described in
subparagraph (B)).


(B) In subparagraph (A), the term “medically accepted indication”, with respect to the use of a
drug, includes any use which has been approved by the Food and Drug Administration for the
drug, and includes another use of the drug if—


(i) the drug has been approved by the Food and Drug Administration; and
(ii)(I) such use is supported by one or more citations which are included (or approved for


inclusion) in one or more of the following compendia: the American Hospital Formulary
Service-Drug Information, the American Medical Association Drug Evaluations, the United
States Pharmacopoeia-Drug Information, and other authoritative compendia as identified
by the Secretary, unless the Secretary has determined that the use is not medically
appropriate or the use is identified as not indicated in one or more such compendia, or


(II) the carrier involved determines, based upon guidance provided by the Secretary
to carriers for determining accepted uses of drugs, that such use is medically accepted
based on supportive clinical evidence in peer reviewed m edical literature appearing in
publications which have been identified for purposes of this subclause by the
Secretary.


The Secretary may revise the list of compendia in clause (ii)(I) as is appropriate for identifying
medically accepted indications for drugs. On and after January 1, 2010, no compendia may be
included on the list of compendia under this subparagraph unless the compendia has a publicly
transparent process for evaluating therapies and for identifying potential conflicts of interests.


Provider Of Services


(u) The term “provider of services” means a hospital, critical access hospital, skilled nursing facility,
comprehensive outpatient rehabilitation facility, home health agency, hospice program, or, for purposes
of section 1814(g) and section 1835(e), a fund.


Reasonable Cost


(v)(1)(A) The reasonable cost of any services shall be the cost actually incurred, excluding therefrom
any part of incurred cost found to be unnecessary in the efficient delivery of needed health services, and
shall be determined in accordance with regulations establishing the method or methods to be used, and
the items to be included, in determining such costs for various types or classes of institutions, agencies,
and services; except that in any case to which paragraph (2) or (3) applies, the amount of the payment
determined under such paragraph with respect to the services involved shall be considered the
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reasonable cost of such services. In prescribing the regulations referred to in the preceding sentence, the
Secretary shall consider, among other things, the principles generally applied by national organizations
or established prepayment organizations (which have developed such principles) in computing the
amount of payment, to be made by persons other than the recipients of services, to providers of services
on account of services furnished to such recipients by such providers. Such regulations may provide for
determination of the costs of services on a per diem, per unit, per capita, or other basis, may provide for
using different methods in different circumstances, may provide for the use of estimates of costs of
particular items or services, may provide for the establishment of limits on the direct or indirect overall
incurred costs or incurred costs of specific items or services or groups of items or services to be
recognized as reasonable based on estimates of the costs necessary in the efficient delivery of needed
health services to individuals covered by the insurance programs established under this title, and may
provide for the use of charges or a percentage of charges where this method reasonably reflects the
costs. Such regulations shall (i) take into account both direct and indirect costs of providers of services
(excluding therefrom any such costs, including standby costs, which are determined in accordance with
regulations to be unnecessary in the efficient delivery of services covered by the insurance programs
established under this title) in order that, under the methods of determining costs, the necessary costs of
efficiently delivering covered services to individuals covered by the insurance programs established by
this title will not be borne by individuals not so covered, and the costs with respect to individuals not so
covered will not be borne by such insurance programs, and (ii) provide for the making of suitable
retroactive corrective adjustments where, for a provider of services for any fiscal period, the aggregate
reimbursement produced by the methods of determining costs proves to be either inadequate or
excessive.


(B) In the case of extended care services, the regulations under subparagraph (A) shall not
include provision for specific recognition of a return on equity capital.


(C) Where a hospital has an arrangement with a medical school under which the faculty of
such school provides services at such hospital, an amount not in excess of the reasonable cost
of such services to the medical school shall be included in determining the reasonable cost to
the hospital of furnishing services—


(i) for which payment may be made under part A, but only if—
(I) payment for such services as furnished under such arrangement would be made


under part A to the hospital had such services been furnished by the hospital, and
(II) such hospital pays to the medical school at least the reasonable cost of such


services to the medical school, or
(ii) for which payment may be made under part B, but only if such hospital pays to the


medical school at least the reasonable cost of such services to the medical school.
(D) Where (i) physicians furnish services which are either inpatient hospital services (including


services in conjunction with the teaching programs of such hospital) by reason of paragraph (7)
of subsection (b) or for which entitlement exists by reason of clause (II) of section 1832(a)(2)(B)
(i), and (ii) such hospital (or medical school under arrangement with such hospital) incurs no
actual cost in the furnishing of such services, the reasonable cost of such services shall (under
regulations of the Secretary) be deemed to be the cost such hospital or medical school would
have incurred had it paid a salary to such physicians rendering such services approximately
equivalent to the average salary paid to all physicians employed by such hospital (or if such
employment does not exist, or is minimal in such hospital, by similar hospitals in a geographic
area of sufficient size to assure reasonable inclusion of sufficient physicians in development of
such average salary).


(E) Such regulations may, in the case of skilled nursing facilities in any State, provide for the
use of rates, developed by the State in which such facilities are located, for the payment of the
cost of skilled nursing facility services furnished under the State’s plan approved under title XIX
(and such rates may be increased by the Secretary on a class or size of institution or on a
geographical basis by a percentage factor not in excess of 10 percent to take into account
determinable items or services or other requirements under this title not otherwise included in
the computation of such State rates), if the Secretary finds that such rates are reasonably
related to (but not necessarily limited to) analyses undertaken by such State of costs of care in
comparable facilities in such State. Notwithstanding the previous sentence, such regulations
with respect to skilled nursing facilities shall take into account (in a manner consistent with
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subparagraph (A) and based on patient-days of services furnished) the costs (including the
costs of services required to attain or maintain the highest practicable physical, mental, and
psychosocial well-being of each resident eligible for benefits under this title) of such facilities
complying with the requirements of subsections (b), (c), and (d) of section 1819 (including the
costs of conducting nurse aide training and competency evaluation programs and competency
evaluation programs).


(F) Such regulations shall require each provider of services (other than a fund) to make
reports to the Secretary of information described in section 1121(a)in accordance with the
uniform reporting system (established under such section) for that type of provider.


(G)(i) In any case in which a hospital provides inpatient services to an individual that would
constitute post-hospital extended care services if provided by a skilled nursing facility and a
quality improvement  organization (or, in the absence of such a qualified organization, the
Secretary or such agent as the Secretary may designate) determines that inpatient hospital
services for the individual are not medically necessary but post-hospital extended care services
for the individual are medically necessary and such extended care services are not otherwise
available to the individual (as determined in accordance with criteria established by the
Secretary) at the time of such determination, payment for such services provided to the
individual shall continue to be made under this title at the payment rate described in clause (ii)
during the period in which—


(I) such post-hospital extended care services for the individual are medically
necessary and not otherwise available to the individual (as so determined),


(II) inpatient hospital services for the individual are not medically necessary, and
(III) the individual is entitled to have payment made for post-hospital extended care


services under this title,
except that if the Secretary determines that there is not an excess of hospital beds in such
hospital and (subject to clause (iv)) there is not an excess of hospital beds in the area of such
hospital, such payment shall be made (during such period) on the basis of the amount
otherwise payable under part A with respect to inpatient hospital services.


(ii)(I) Except as provided in subclause (II), the payment rate referred to in clause (i) is a
rate equal to the estimated adjusted State-wide average rate per patient-day paid for
services provided in skilled nursing facilities under the State plan approved under title XIX
for the State in which such hospital is located, or, if the State in which the hospital is
located does not have a State plan approved under title XIX, the estimated adjusted State-
wide average allowable costs per patient-day for extended care services under this title in
that State.


(II) If a hospital has a unit which is a skilled nursing facility, the payment rate referred
to in clause (i) for the hospital is a rate equal to the lesser of the rate described in
subclause (I) or the allowable costs in effect under this title for extended care services
provided to patients of such unit.


(iii) Any day on which an individual receives inpatient services for which payment is made
under this subparagraph shall, for purposes of this Act (other than this subparagraph), be
deemed to be a day on which the individual received inpatient hospital services.


(iv) In determining under clause (i), in the case of a public hospital, whether or not there
is an excess of hospital beds in the area of such hospital, such determination shall be made
on the basis of only the public hospitals (including the hospital) which are in the area of the
hospital and which are under common ownership with that hospital.


(H) In determining such reasonable cost with respect to home health agencies, the Secretary
may not include—


(i) any costs incurred in connection with bonding or establishing an escrow account by
any such agency as a result of the surety bond requirement described in subsection (o)(7)
and the financial security requirement described in subsection (o)(8);


(ii) in the case of home health agencies to which the surety bond requirement described
in subsection (o)(7) and the financial security requirement described in subsection (o)(8)
apply, any costs attributed to interest charged such an agency in connection with amounts
borrowed by the agency to repay overpayments made under this title to the agency,
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except that such costs may be included in reasonable cost if the Secretary determines that
the agency was acting in good faith in borrowing the amounts;


(iii) in the case of contracts entered into by a home health agency after the date of the
enactment of this subparagraph  for the purpose of having services furnished for or on
behalf of such agency, any cost incurred by such agency pursuant to any such contract
which is entered into for a period exceeding five years; and


(iv) in the case of contracts entered into by a home health agency before the date of the
enactment of this subparagraph  for the purpose of having services furnished for or on
behalf of such agency, any cost incurred by such agency pursuant to any such contract,
which determines the amount payable by the home health agency on the basis of a
percentage of the agency’s reimbursement or claim for reimbursement for services
furnished by the agency, to the extent that such cost exceeds the reasonable value of the
services furnished on behalf of such agency.


(I) In determining such reasonable cost, the Secretary may not include any costs incurred by a
provider with respect to any services furnished in connection with matters for which payment
may be made under this title and furnished pursuant to a contract between the provider and
any of its subcontractors which is entered into after the date of the enactment of this
subparagraph  and the value or cost of which is $10,000 or more over a twelve-month
period unless the contract contains a clause to the effect that—


(i) until the expiration of four years after the furnishing of such services pursuant to such
contract, the subcontractor shall make available, upon written request by the Secretary, or
upon request by the Comptroller General, or any of their duly authorized representatives,
the contract, and books, documents and records of such subcontractor that are necessary
to certify the nature and extent of such costs, and


(ii) if the subcontractor carries out any of the duties of the contract through a
subcontract, with a value or cost of $10,000 or more over a twelve-month period, with a
related organization, such subcontract shall contain a clause to the effect that until the
expiration of four years after the furnishing of such services pursuant to such subcontract,
the related organization shall make available, upon written request by the Secretary, or
upon request by the Comptroller General, or any of their duly authorized representatives,
the subcontract, and books, documents and records of such organization that are
necessary to verify the nature and extent of such costs.


The Secretary shall prescribe in regulation criteria and procedures which the Secretary shall use
in obtaining access to books, documents, and records under clauses required in contracts and
subcontracts under this subparagraph.


(J) Such regulations may not provide for any inpatient routine salary cost differential as a
reimbursable cost for hospitals and skilled nursing facilities.


(K)(i) The Secretary shall issue regulations that provide, to the extent feasible, for the
establishment of limitations on the amount of any costs or charges that shall be considered
reasonable with respect to services provided on an outpatient basis by hospitals (other than
bona fide emergency services as defined in clause (ii)) or clinics (other than rural health clinics),
which are reimbursed on a cost basis or on the basis of cost related charges, and by physicians
utilizing such outpatient facilities. Such limitations shall be reasonably related to the charges in
the same area for similar services provided in physicians’ offices. Such regulations shall provide
for exceptions to such limitations in cases where similar services are not generally available in
physicians’ offices in the area to individuals entitled to benefits under this title.


(ii) For purposes of clause (i), the term “bona fide emergency services” means services
provided in a hospital emergency room after the sudden onset of a medical condition
manifesting itself by acute symptoms of sufficient severity (including severe pain) such that
the absence of immediate medical attention could reasonably be expected to result in—


(I) placing the patient’s health in serious jeopardy;
(II) serious impairment to bodily functions; or
(III) serious dysfunction of any bodily organ or part.


(L)(i) The Secretary, in determining the amount of the payments that may be made under this
title with respect to services furnished by home health agencies, may not recognize as
reasonable (in the efficient delivery of such services) costs for the provision of such services by
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an agency to the extent these costs exceed (on the aggregate for the agency) for cost reporting
periods beginning on or after—


(I) July 1, 1985, and before July 1, 1986, 120 percent of the mean of the labor-related
and nonlabor per visit costs for freestanding home health agencies,


(II) July 1, 1986, and before July 1, 1987, 115 percent of such mean,
(III) July 1, 1987, and before October 1, 1997, 112 percent of such mean,
(IV) October 1, 1997, and before October 1, 1998, 105 percent of the median of the


labor-related and nonlabor per visit costs for freestanding home health agencies; or
(V) October 1, 1998, 106 percent of such median.


(ii) Effective for cost reporting periods beginning on or after July 1, 1986, such limitations
shall be applied on an aggregate basis for the agency, rather than on a discipline specific
basis. The Secretary may provide for such exemptions and exceptions to such limitation as
he deems appropriate.


(iii) Not later than July 1, 1991, and annually thereafter (but not for cost reporting
periods beginning on or after July 1, 1994, and before July 1, 1996, or on or after July 1,
1997, and before October 1, 1997), the Secretary shall establish limits under this
subparagraph for cost reporting periods beginning on or after such date by utilizing the
area wage index applicable under section 1886(d)(3)(E) and determined using the survey of
the most recent available wages and wage-related costs of hospitals located in the
geographic area in which the home health service is furnished (determined without regard
to whether such hospitals have been reclassified to a new geographic area pursuant to
section 1886(d)(8)(B), a decision of the Medicare Geographic Classification Review Board
under section 1886(d)(10), or a decision of the Secretary).


(iv) In establishing limits under this subparagraph for cost reporting periods beginning
after September 30, 1997, the Secretary shall not take into account any changes in the
home health market basket, as determined by the Secretary, with respect to cost reporting
periods which began on or after July 1, 1994, and before July 1, 1996.


(v) For services furnished by home health agencies for cost reporting periods beginning
on or after October 1, 1997, subject to clause (viii)(I), the Secretary shall provide for an
interim system of limits. Payment shall not exceed the costs determined under the
preceding provisions of this subparagraph or, if lower, the product of—


(I) an agency-specific per beneficiary annual limitation calculated based 75 percent
on 98 percent of the reasonable costs (including nonroutine medical supplies) for the
agency’s 12-month cost reporting period ending during fiscal year 1994, and based 25
percent on 98 percent of the standardized regional average of such costs for the
agency’s census division, as applied to such agency, for cost reporting periods ending
during fiscal year 1994, such costs updated by the home health market basket index;
and


(II) the agency’s unduplicated census count of patients (entitled to benefits under
this title) for the cost reporting period subject to the limitation.


(vi) For services furnished by home health agencies for cost reporting periods beginning
on or after October 1, 1997, the following rules apply:


(I) For new providers and those providers without a 12-month cost reporting period
ending in fiscal year 1994 subject to clauses (viii)(II) and (viii)(III), the per beneficiary
limitation shall be equal to the median of these limits (or the Secretary’s best estimates
thereof) applied to other home health agencies as determined by the Secretary. A
home health agency that has altered its corporate structure or name shall not be
considered a new provider for this purpose.


(II) For beneficiaries who use services furnished by more than one home health
agency, the per beneficiary limitations shall be prorated among the agencies.


(vii)(I) Not later than January 1, 1998, the Secretary shall establish per visit limits
applicable for fiscal year 1998, and not later than April 1, 1998, the Secretary shall establish
per beneficiary limits under clause (v)(I) for fiscal year 1998.


(II) Not later than August 1 of each year (beginning in 1998) the Secretary shall
establish the limits applicable under this subparagraph for services furnished during
the fiscal year beginning October 1 of the year.
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(viii)(I) In the case of a provider with a 12-month cost reporting period ending in fiscal
year 1994, if the limit imposed under clause (v) (determined without regard to this
subclause) for a cost reporting period beginning during or after fiscal year 1999 is less than
the median described in clause (vi)(I) (but determined as if any reference in clause (v) to “98
percent” were a reference to “100 percent”), the limit otherwise imposed under clause (v)
for such provider and period shall be increased by 1/3 of such difference.


(II) Subject to subclause (IV), for new providers and those providers without a 12-
month cost reporting period ending in fiscal year 1994, but for which the first cost
reporting period begins before fiscal year 1999, for cost reporting periods beginning
during or after fiscal year 1999, the per beneficiary limitation described in clause (vi)(I)
shall be equal to the median described in such clause (determined as if any reference
in clause (v) to “98 percent” were a reference to “100 percent”).


(III) Subject to subclause (IV), in the case of a new provider for which the first cost
reporting period begins during or after fiscal year 1999, the limitation applied under
clause (vi)(I) (but only with respect to such provider) shall be equal to 75 percent of the
median described in clause (vi)(I).


(IV) In the case of a new provider or a provider without a 12-month cost reporting
period ending in fiscal year 1994, subclause (II) shall apply, instead of subclause (III), to
a home health agency which filed an application for home health agency provider
status under this title before September 15, 1998, or which was approved as a branch
of its parent agency before such date and becomes a subunit of the parent agency or
a separate agency on or after such date.


(V) Each of the amounts specified in subclauses (I) through (III) are such amounts as
adjusted under clause (iii) to reflect variations in wages among different areas.


(ix) Notwithstanding the per beneficiary limit under clause (viii), if the limit imposed
under clause (v) (determined without regard to this clause) for a cost reporting period
beginning during or after fiscal year 2000 is less than the median described in clause (vi)(I)
(but determined as if any reference in clause (v) to “98 percent” were a reference to “100
percent”), the limit otherwise imposed under clause (v) for such provider and period shall
be increased by 2 percent.


(x) Notwithstanding any other provision of this subparagraph, in updating any limit
under this subparagraph by a home health market basket index for cost reporting periods
beginning during each of fiscal years 2000, 2002, and 2003, the update otherwise provided
shall be reduced by 1.1 percentage points. With respect to cost reporting periods
beginning during fiscal year 2001, the update to any limit under this subparagraph shall be
the home health market basket index.


(M) Such regulations shall provide that costs respecting care provided by a provider of
services, pursuant to an assurance under title VI or XVI of the Public Health Service Act  that
the provider will make available a reasonable volume of services to persons unable to pay
therefor, shall not be allowable as reasonable costs.


(N) In determining such reasonable costs, costs incurred for activities directly related to
influencing employees respecting unionization may not be included.


(O)(i) In establishing an appropriate allowance for depreciation and for interest on capital
indebtedness with respect to an asset of a provider of services which has undergone a change
of ownership, such regulations shall provide, except as provided in clause (iii), that the valuation
of the asset after such change of ownership shall be the historical cost of the asset, as
recognized under this title, less depreciation allowed, to the owner of record as of the date of
enactment of the Balanced Budget Act of 1997  (or, in the case of an asset not in existence
as of that date, the first owner of record of the asset after that date).


(ii) Such regulations shall not recognize, as reasonable in the provision of health care
services, costs (including legal fees, accounting and administrative costs, travel costs, and
the costs of feasibility studies) attributable to the negotiation or settlement of the sale or
purchase of any capital asset (by acquisition or merger) for which any payment has
previously been made under this title.


(iii) In the case of the transfer of a hospital from ownership by a State to ownership by a
nonprofit corporation without monetary consideration, the basis for capital allowances to
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the new owner shall be the book value of the hospital to the State at the time of the
transfer.


(P) If such regulations provide for the payment for a return on equity capital (other than with
respect to costs of inpatient hospital services), the rate of return to be recognized, for
determining the reasonable cost of services furnished in a cost reporting period, shall be equal
to the average of the rates of interest, for each of the months any part of which is included in
the period, on obligations issued for purchase by the Federal Hospital Insurance Trust Fund.


(Q) Except as otherwise explicitly authorized, the Secretary is not authorized to limit the rate
of increase on allowable costs of approved medical educational activities.


(R) In determining such reasonable cost, costs incurred by a provider of services representing
a beneficiary in an unsuccessful appeal of a determination described in section 1869(b) shall not
be allowable as reasonable costs.


(S)(i) Such regulations shall not include provision for specific recognition of any return on
equity capital with respect to hospital outpatient departments.


(ii)(I) Such regulations shall provide that, in determining the amount of the payments
that may be made under this title with respect to all the capital-related costs of outpatient
hospital services, the Secretary shall reduce the amounts of such payments otherwise
established under this title by 15 percent for payments attributable to portions of cost
reporting periods occurring during fiscal year 1990, by 15 percent for payments
attributable to portions of cost reporting periods occurring during fiscal year 1991, and by
10 percent for payments attributable to portions of cost reporting periods occurring during
fiscal years 1992 through 1999 and until the first date that the prospective payment system
under section 1833(t)is implemented.


(II) The Secretary shall reduce the reasonable cost of outpatient hospital services
(other than the capital-related costs of such services) otherwise determined pursuant
to section 1833(a)(2)(B)(i)(I) by 5.8 percent for payments attributable to portions of
cost reporting periods occurring during fiscal years 1991 through 1999 and until the
first date that the prospective payment system under section 1833(t) is implemented
during fiscal year 2000 before January 1, 2000.


(III) Subclauses (I) and (II) shall not apply to payments with respect to the costs of
hospital outpatient services provided by any hospital that is a sole community hospital
(as defined in section 1886(d)(5)(D)(iii)) or a critical access hospital (as defined in
section 1861(mm)(1)).


(IV) In applying subclauses (I) and (II) to services for which payment is made on the
basis of a blend amount under section 1833(i)(3)(A)(ii) or 1833(n)(1)(A)(ii), the costs
reflected in the amounts described in sections 1833(i)(3)(B)(i)(I) and 1833(n)(1)(B)(i)(I),
respectively, shall be reduced in accordance with such subclause.


(T) In determining such reasonable costs for hospitals, no reduction in copayments under
section 1833(t)(8)(B) shall be treated as a bad debt and the amount of bad debts otherwise
treated as allowable costs which are attributable to the deductibles and coinsurance amounts
under this title shall be reduced—


(i) for cost reporting periods beginning during fiscal year 1998, by 25 percent of such
amount otherwise allowable,


(ii) for cost reporting periods beginning during fiscal year 1999, by 40 percent of such
amount otherwise allowable,


(iii) for cost reporting periods beginning during fiscal year 2000, by 45 percent of such
amount otherwise allowable


(iv) for cost reporting periods beginning during fiscal years 2001 through 2012 , by 30
percent of such amount otherwise allowable, and


(v)[412] for cost reporting periods beginning during fiscal year 2013 or a subsequent
fiscal year, by 35 percent of such amount otherwise allowable.


(U) In determining the reasonable cost of ambulance services (as described in subsection (s)
(7)) provided during fiscal year 1998, during fiscal year 1999, and during so much of fiscal year
2000 as precedes January 1, 2000, the Secretary shall not recognize the costs per trip in excess
of costs recognized as reasonable for ambulance services provided on a per trip basis during
the previous fiscal year (after application of this subparagraph), increased by the percentage
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increase in the consumer price index for all urban consumers (U.S. city average) as estimated by
the Secretary for the 12-month period ending with the midpoint of the fiscal year involved
reduced by 1.0 percentage point. For ambulance services provided after June 30, 1998, the
Secretary may provide that claims for such services must include a code (or codes) under a
uniform coding system specified by the Secretary that identifies the services furnished.


(V) In determining such reasonable costs for skilled nursing facilities and (beginning with
respect to cost reporting periods beginning during fiscal year 2013) for covered skilled nursing
services described in section 1888(e)(2)(A) furnished by hospital providers of extended care
services (as described in section 1883) , the amount of bad debts otherwise treated as
allowed costs which are attributable to the coinsurance amounts under this title for individuals
who are entitled to benefits under part A and—


(i)[414] are not described in section 1935(c)(6)(A)(ii) shall be reduced by—
(I) for cost reporting periods beginning on or after October 1, 2005, but before fiscal


year 2013, 30 percent of such amount otherwise allowable; and
(II) for cost reporting periods beginning during fiscal year 2013 or a subsequent


fiscal year, by 35 percent of such amount otherwise allowable.
(ii) are described in such section—


(I) for cost reporting periods beginning on or after October 1, 2005, but before fiscal
year 2013, shall not be reduced;


(II) for cost reporting periods beginning during fiscal year 2013, shall be reduced by
12 percent of such amount otherwise allowable;


(III) for cost reporting periods beginning during fiscal year 2014, shall be reduced by
24 percent of such amount otherwise allowable; and


(IV) for cost reporting periods beginning during a subsequent fiscal year, shall be
reduced by 35 percent of such amount otherwise allowable.


(W)[416](i) In determining such reasonable costs for providers described in clause (ii), the
amount of bad debts otherwise treated as allowable costs which are attributable to deductibles
and coinsurance amounts under this title shall be reduced—


(I) for cost reporting periods beginning during fiscal year 2013, by 12 percent of
such amount otherwise allowable;


(II) for cost reporting periods beginning during fiscal year 2014, by 24 percent of
such amount otherwise allowable; and


(III) for cost reporting periods beginning during a subsequent fiscal year, by 35
percent of such amount otherwise allowable.


(ii) A provider described in this clause is a provider of services not described in
subparagraph (T) or (V), a supplier, or any other type of entity that receives payment for
bad debts under the authority under subparagraph (A).


(2)(A) If the bed and board furnished as part of inpatient hospital services (including inpatient
tuberculosis hospital services and inpatient psychiatric hospital services) or post-hospital extended
care services is in accommodations more expensive than semi-private accommodations, the amount
taken into account for purposes of payment under this title with respect to such services may not
exceed the amount that would be taken into account with respect to such services if furnished in
such semi-private accommodations unless the more expensive accommodations were required for
medical reasons.


(B) Where a provider of services which has an agreement in effect under this title furnishes to
an individual items or services which are in excess of or more expensive than the items or
services with respect to which payment may be made under part A or part B, as the case may
be, the Secretary shall take into account for purposes of payment to such provider of services
only the items or services with respect to which such payment may be made.


(3) If the bed and board furnished as part of inpatient hospital services (including inpatient
tuberculosis hospital services and inpatient psychiatric hospital services) or post-hospital extended
care services is in accommodations other than, but not more expensive than, semi-private
accommodations and the use of such other accommodations rather than semi-private
accommodations was neither at the request of the patient nor for a reason which the Secretary
determines is consistent with the purposes of this title, the amount of the payment with respect to
such bed and board under part A shall be the amount otherwise payable under this title for such
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p p y
bed and board furnished in semi-private accommodations minus the difference between the charge
customarily made by the hospital or skilled nursing facility for bed and board in semi-private
accommodations and the charge customarily made by it for bed and board in the accommodations
furnished.


(4) If a provider of services furnishes items or services to an individual which are in excess of or
more expensive than the items or services determined to be necessary in the efficient delivery of
needed health services and charges are imposed for such more expensive items or services under
the authority granted in section 1866(a)(2)(B)(ii), the amount of payment with respect to such items
or services otherwise due such provider in any fiscal period shall be reduced to the extent that such
payment plus such charges exceed the cost actually incurred for such items or services in the fiscal
period in which such charges are imposed.


(5)(A) Where physical therapy services, occupational therapy services, speech therapy services, or
other therapy services or services of other health-related personnel (other than physicians) are
furnished under an arrangement with a provider of services or other organization, specified in the
first sentence of subsection (p) (including through the operation of subsection (g)) the amount
included in any payment to such provider or other organization under this title as the reasonable
cost of such services (as furnished under such arrangements) shall not exceed an amount equal to
the salary which would reasonably have been paid for such services (together with any additional
costs that would have been incurred by the provider or other organization) to the person
performing them if they had been performed in an employment relationship with such provider or
other organization (rather than under such arrangement) plus the cost of such other expenses
(including a reasonable allowance for traveltime and other reasonable types of expense related to
any differences in acceptable methods of organization for the provision of such therapy) incurred by
such person, as the Secretary may in regulations determine to be appropriate.


(B) Notwithstanding the provisions of subparagraph (A), if a provider of services or other
organization specified in the first sentence of section 1861(p) requires the services of a therapist
on a limited part-time basis, or only to perform intermittent services, the Secretary may make
payment on the basis of a reasonable rate per unit of service, even though such rate is greater
per unit of time than salary related amounts, where he finds that such greater payment is, in the
aggregate, less than the amount that would have been paid if such organization had employed
a therapist on a full-or part-time salary basis.


(6) For purposes of this subsection, the term “semi-private accommodations” means two-bed,
three-bed, or four-bed accommodations.


(7)(A) For limitation on Federal participation for capital expenditures which are out of conformity
with a comprehensive plan of a State or areawide planning agency, see section 1122.


(B) For further limitations on reasonable cost and determination of payment amounts for
operating costs of inpatient hospital services and waivers for certain States, see section 1886.


(C) For provisions restricting payment for provider-based physicians’ services and for
payments under certain percentage arrangements, see section 1887.


(D) For further limitations on reasonable cost and determination of payment amounts for
routine service costs of skilled nursing facilities, see subsections (a) through (c) of section 1888.


(8) Items unrelated to patient care—Reasonable costs do not include costs for the following—
(i) entertainment, including tickets to sporting and other entertainment events;
(ii) gifts or donations;
(iii) personal use of motor vehicles;
(iv) costs for fines and penalties resulting from violations of Federal, State, or local laws;


and
(v) education expenses for spouses or other dependents of providers of services, their


employees or contractors.


Arrangements For Certain Services


(w)(1) The term “arrangements” is limited to arrangements under which receipt of payment by the
hospital, critical access hospital, skilled nursing facility, home health agency, or hospice program
(whether in its own right or as agent), with respect to services for which an individual is entitled to have
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payment made under this title, discharges the liability of such individual or any other person to pay for
the services.


(2) Utilization review activities conducted, in accordance with the requirements of the program
established under part B of title XI of the Social Security Act with respect to services furnished by a
hospital or critical access hospital to patients insured under part A of this title or entitled to have
payment made for such services under part B of this title or under a State plan approved under title
XIX, by a quality improvement  organization designated for the area in which such hospital or
critical access hospital is located shall be deemed to have been conducted pursuant to
arrangements between such hospital or critical access hospital and such organization under which
such hospital or critical access hospital is obligated to pay to such organization, as a condition of
receiving payment for hospital or critical access hospital services so furnished under this part or
under such a State plan, such amount as is reasonably incurred and requested (as determined under
regulations of the Secretary) by such organization in conducting such review activities with respect
to services furnished by such hospital or critical access hospital to such patients.


State And United States


(x) The terms “State” and “United States” have the meaning given to them by subsections (h) and (i),
respectively, of section 210.


Extended Care In Religious Nonmedical Health Care Institutions


(y)(1) The term “skilled nursing facility” also includes a religious nonmedical health care institution (as
defined in subsection (ss)(1)), (except for purposes of subsection (a)(2)) with respect to items and services
ordinarily furnished by such an institution to inpatients, and payment may be made with respect to
services provided by or in such an institution only to such extent and under such conditions, limitations,
and requirements (in addition to or in lieu of the conditions, limitations, and requirements otherwise
applicable) as may be provided in regulations.


(2) Notwithstanding any other provision of this title, payment under part A may not be made for
services furnished an individual in a skilled nursing facility to which paragraph (1) applies unless
such individual elects, in accordance with regulations, for a spell of illness to have such services
treated as post-hospital extended care services for purposes of such part; and payment under part A
may not be made for post-hospital extended care services—


(A) furnished an individual during such spell of illness in a skilled nursing facility to which
paragraph (1) applies after—


(i) such services have been furnished to him in such a facility for 30 days during such
spell, or


(ii) such services have been furnished to him during such spell in a skilled nursing facility
to which such paragraph does not apply; or


(B) furnished an individual during such spell of illness in a skilled nursing facility to which
paragraph (1) does not apply after such services have been furnished to him during such spell
in a skilled nursing facility to which such paragraph applies.


(3) The amount payable under part A for post-hospital extended care services furnished an
individual during any spell of illness in a skilled nursing facility to which paragraph (1) applies shall
be reduced by a coinsurance amount equal to one-eighth of the inpatient hospital deductible for
each day before the 31st day on which he is furnished such services in such a facility during such
spell (and the reduction under this paragraph shall be in lieu of any reduction under section 1813(a)
(3)).


(4) For purposes of subsection (i), the determination of whether services furnished by or in an
institution described in paragraph (1) constitute post-hospital extended care services shall be made
in accordance with and subject to such conditions, limitations, and requirements as may be
provided in regulations.


Institutional Planning


(z) An overall plan and budget of a hospital, skilled nursing facility, comprehensive outpatient
rehabilitation facility, or home health agency shall be considered sufficient if it—
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(1) provides for an annual operating budget which includes all anticipated income and expenses
related to items which would, under generally accepted accounting principles, be considered
income and expense items (except that nothing in this paragraph shall require that there be
prepared, in connection with any budget, an item-by-item identification of the components of each
type of anticipated expenditure or income);


(2)(A) provides for a capital expenditures plan for at least a 3-year period (including the year to
which the operating budget described in paragraph (1) is applicable) which includes and identifies in
detail the anticipated sources of financing for, and the objectives of, each anticipated expenditure in
excess of $600,000 (or such lesser amount as may be established by the State under section 1122(g)
(1) in which the hospital is located) related to the acquisition of land, the improvement of land,
buildings, and equipment, and the replacement, modernization, and expansion of the buildings and
equipment which would, under generally accepted accounting principles, be considered capital
items;


(B) provides that such plan is submitted to the agency designated under section 1122(b), or if
no such agency is designated, to the appropriate health planning agency in the State (but this
subparagraph shall not apply in the case of a facility exempt from review under section 1122 by
reason of section 1122(j));


(3) provides for review and updating at least annually; and
(4) is prepared, under the direction of the governing body of the institution or agency, by a


committee consisting of representatives of the governing body, the administrative staff, and the
medical staff (if any) of the institution or agency.


Rural Health Clinic Services And Federally Qualified Health Center Services


(aa)(1) The term “rural health clinic services” means—
(A) physicians’ services and such services and supplies as are covered under section 1861(s)(2)


(A) if furnished as an incident to a physician’s professional service and items and services
described in section 1861(s)(10),


(B) such services furnished by a physician assistant or a nurse practitioner (as defined in
paragraph (5)), by a clinical psychologist (as defined by the Secretary) or by a clinical social
worker (as defined in subsection (hh)(1)), and such services and supplies furnished as an
incident to his service as would otherwise be covered if furnished by a physician or as an
incident to a physician’s service, and


(C) in the case of a rural health clinic located in an area in which there exists a shortage of
home health agencies, part-time or intermittent nursing care and related medical supplies
(other than drugs and biologicals) furnished by a registered professional nurse or licensed
practical nurse to a homebound individual under a written plan of treatment (i) established and
periodically reviewed by a physician described in paragraph (2)(B), or (ii) established by a nurse
practitioner or physician assistant and periodically reviewed and approved by a physician
described in paragraph (2)(B),


when furnished to an individual as an outpatient of a rural health clinic.
(2) The term “rural health clinic” means a facility which—


(A) is primarily engaged in furnishing to outpatients services described in subparagraphs (A)
and (B) of paragraph (1);


(B) in the case of a facility which is not a physician-directed clinic, has an arrangement
(consistent with the provisions of State and local law relative to the practice, performance, and
delivery of health services) with one or more physicians (as defined in subsection (r)(1)) under
which provision is made for the periodic review by such physicians of covered services
furnished by physician assistants and nurse practitioners, the supervision and guidance by such
physicians of physician assistants and nurse practitioners, the preparation by such physicians of
such medical orders for care and treatment of clinic patients as may be necessary, and the
availability of such physicians for such referral of and consultation for patients as is necessary
and for advice and assistance in the management of medical emergencies; and, in the case of a
physician-directed clinic, has one or more of its staff physicians perform the activities
accomplished through such an arrangement;


(C) maintains clinical records on all patients;
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(D) has arrangements with one or more hospitals, having agreements in effect under section
1866, for the referral and admission of patients requiring inpatient services or such diagnostic
or other specialized services as are not available at the clinic;


(E) has written policies, which are developed with the advice of (and with provision for review
of such policies from time to time by) a group of professional personnel, including one or more
physicians and one or more physician assistants or nurse practitioners, to govern those services
described in paragraph (1) which it furnishes;


(F) has a physician, physician assistant, or nurse practitioner responsible for the execution of
policies described in subparagraph (E) and relating to the provision of the clinic’s services;


(G) directly provides routine diagnostic services, including clinical laboratory services, as
prescribed in regulations by the Secretary, and has prompt access to additional diagnostic
services from facilities meeting requirements under this title;


(H) in compliance with State and Federal law, has available for administering to patients of
the clinic at least such drugs and biologicals as are determined by the Secretary to be necessary
for the treatment of emergency cases (as defined in regulations) and has appropriate
procedures or arrangements for storing, administering, and dispensing any drugs and
biologicals;


(I) has a quality assessment and performance improvement program, and appropriate
procedures for review of utilization of clinic services, as the Secretary may specify;


(J) has a nurse practitioner, a physician assistant, or a certified nurse-midwife (as defined in
subsection (gg)) available to furnish patient care services not less than 50 percent of the time
the clinic operates; and


(K) meets such other requirements as the Secretary may find necessary in the interest of the
health and safety of the individuals who are furnished services by the clinic.


For the purposes of this title, such term includes only a facility which (i) is located in an area that is
not an urbanized area (as defined by the Bureau of the Census) and in which there are insufficient
numbers of needed health care practitioners (as determined by the Secretary), and that, within the
previous 4-year period, has been designated by the chief executive officer of the State and certified
by the Secretary as an area with a shortage of personal health services or designated by the
Secretary either (I) as an area with a shortage of personal health services under section 330(b)(3) or
1302(7) of the Public Health Service Act, (II) as a health professional shortage area described in
section 332(a)(1)(A) of that Act because of its shortage of primary medical care manpower, (III) as a
high impact area described in section 329(a)(5) of that Act, of (IV) as an area which includes a
population group which the Secretary determines has a health manpower shortage under section
332(a)(1)(B) of that Act , (ii) has filed an agreement with the Secretary by which it agrees not to
charge any individual or other person for items or services for which such individual is entitled to
have payment made under this title, except for the amount of any deductible or coinsurance
amount imposed with respect to such items or services (not in excess of the amount customarily
charged for such items and services by such clinic), pursuant to subsections (a) and (b) of section
1833, (iii) employs a physician assistant or nurse practitioner, and (iv) is not a rehabilitation agency
or a facility which is primarily for the care and treatment of mental diseases. A facility that is in
operation and qualifies as a rural health clinic under this title or title XIX and that subsequently fails
to satisfy the requirement of clause (i) shall be considered, for purposes of this title and title XIX, as
still satisfying the requirement of such clause if it is determined, in accordance with criteria
established by the Secretary in regulations, to be essential to the delivery of primary care services
that would otherwise be unavailable in the geographic area served by the clinic. If a State agency
has determined under section 1864(a) that a facility is a rural health clinic and the facility has applied
to the Secretary for approval as such a clinic, the Secretary shall notify the facility of the Secretary’s
approval or disapproval later than 60 days after the date of the State agency determination or the
application (whichever is later).


(3) The term “Federally qualified health center services” means—
(A) services of the type described in subparagraphs (A) through (C) of paragraph (1) and


preventive services (as defined in section 1861(ddd)(3)); and
(B) preventive primary health services that a center is required to provide under section 330


of the Public Health Service Act,
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when furnished to an individual as an outpatient of a Federally qualified health center and, for this
purpose, any reference to a rural health clinic or a physician described in paragraph (2)(B) is deemed
a reference to a Federally qualified health center by the center or by a health care professional
under contract with the center or a physician at the center, respectively.


(4) The term “Federally qualified health center” means an entity which—
(A)(i) is receiving a grant under section 330 of the Public Health Service Act, or


(ii)(I) is receiving funding from such a grant under a contract with the recipient of such a
grant, and (II) meets the requirements to receive a grant under section 330 of such Act;


(B) based on the recommendation of the Health Resources and Services Administration within
the Public Health Service, is determined by the Secretary to meet the requirements for receiving
such a grant;


(C) was treated by the Secretary, for purposes of part B, as a comprehensive Federally funded
health center as of January 1, 1990; or


(D) is an outpatient health program or facility operated by a tribe or tribal organization under
the Indian Self-Determination Act or by an urban Indian organization receiving funds under title
V of the Indian Health Care Improvement Act .


(5)(A) The term “physician assistant” and the term “nurse practitioner” mean, for purposes of this
title, a physician assistant or nurse practitioner who performs such services as such individual is
legally authorized to perform (in the State in which the individual performs such services) in
accordance with State law (or the State regulatory mechanism provided by State law), and who
meets such training, education, and experience requirements (or any combination thereof) as the
Secretary may prescribe in regulations.


(B) The term “clinical nurse specialist” means, for purposes of this title, an individual who—
(i) is a registered nurse and is licensed to practice nursing in the State in which the


clinical nurse specialist services are performed; and
(ii) holds a master’s degree in a defined clinical area of nursing from an accredited


educational institution.
(6) The term “collaboration” means a process in which a nurse practitioner works with a physician


to deliver health care services within the scope of the practitioner’s professional expertise, with
medical direction and appropriate supervision as provided for in jointly developed guidelines or
other mechanisms as defined by the law of the State in which the services are performed.


(7)(A) The Secretary shall waive for a 1-year period the requirements of paragraph (2) that a rural
health clinic employ a physician assistant, nurse practitioner or certified nurse midwife or that such
clinic require such providers to furnish services at least 50 percent of the time that the clinic
operates for any facility that requests such waiver if the facility demonstrates that the facility has
been unable, despite reasonable efforts, to hire a physician assistant, nurse practitioner, or certified
nurse-midwife in the previous 90-day period.


(B) The Secretary may not grant such a waiver under subparagraph (A) to a facility if the
request for the waiver is made less than 6 months after the date of the expiration of any
previous such waiver for the facility, or if the facility has not yet been determined to meet the
requirements (including subparagraph (J) of the first sentence of paragraph (2)) of a rural health
clinic.


(C) A waiver which is requested under this paragraph shall be deemed granted unless such
request is denied by the Secretary within 60 days after the date such request is received.


Services Of A Certified Registered Nurse Anesthetist


(bb)(1) The term “services of a certified registered nurse anesthetist” means anesthesia services and
related care furnished by a certified registered nurse anesthetist (as defined in paragraph (2)) which the
nurse anesthetist is legally authorized to perform as such by the State in which the services are furnished.


(2) The term “certified registered nurse anesthetist” means a certified registered nurse anesthetist
licensed by the State who meets such education, training, and other requirements relating to
anesthesia services and related care as the Secretary may prescribe. In prescribing such
requirements the Secretary may use the same requirements as those established by a national
organization for the certification of nurse anesthetists. Such term also includes, as prescribed by the
Secretary, an anesthesiologist assistant.
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Comprehensive Outpatient Rehabilitation Facility Services


(cc)(1) The term “comprehensive outpatient rehabilitation facility services” means the following items
and services furnished by a physician or other qualified professional personnel (as defined in regulations
by the Secretary) to an individual who is an outpatient of a comprehensive outpatient rehabilitation
facility under a plan (for furnishing such items and services to such individual) established and
periodically reviewed by a physician—


(A) physicians’ services;
(B) physical therapy, occupational therapy, speech-language pathology services, and


respiratory therapy;
(C) prosthetic and orthotic devices, including testing, fitting, or training in the use of


prosthetic and orthotic devices;
(D) social and psychological services;
(E) nursing care provided by or under the supervision of a registered professional nurse;
(F) drugs and biologicals which cannot, as determined in accordance with regulations, be self-


administered;
(G) supplies and durable medical equipment; and
(H) such other items and services as are medically necessary for the rehabilitation of the


patient and are ordinarily furnished by comprehensive outpatient rehabilitation facilities,
excluding, however, any item or service if it would not be included under subsection (b) if furnished to an
inpatient of a hospital. In the case of physical therapy, occupational therapy, and speech pathology
services, there shall be no requirement that the item or service be furnished at any single fixed location if
the item or service is furnished pursuant to such plan and payments are not otherwise made for the item
or service under this title.


(2) The term “comprehensive outpatient rehabilitation facility” means a facility which—
(A) is primarily engaged in providing (by or under the supervision of physicians) diagnostic,


therapeutic, and restorative services to outpatients for the rehabilitation of injured, disabled, or
sick persons;


(B) provides at least the following comprehensive outpatient rehabilitation services: (i)
physicians’ services (rendered by physicians, as defined in section 1861(r)(1), who are available
at the facility on a full-or part-time basis); (ii) physical therapy; and (iii) social or psychological
services;


(C) maintains clinical records on all patients;
(D) has policies established by a group of professional personnel (associated with the facility),


including one or more physicians defined in subsection (r)(1) to govern the comprehensive
outpatient rehabilitation services it furnishes, and provides for the carrying out of such policies
by a full-or part-time physician referred to in subparagraph (B)(i);


(E) has a requirement that every patient must be under the care of a physician;
(F) in the case of a facility in any State in which State or applicable local law provides for the


licensing of facilities of this nature (i) is licensed pursuant to such law, or (ii) is approved by the
agency of such State or locality, responsible for licensing facilities of this nature, as meeting the
standards established for such licensing;


(G) has in effect a utilization review plan in accordance with regulations prescribed by the
Secretary;


(H) has in effect an overall plan and budget that meets the requirements of subsection (z);
(I) provides the Secretary on a continuing basis with a surety bond in a form specified by the


Secretary and in an amount that is not less than $50,000; and
(J) meets such other conditions of participation as the Secretary may find necessary in the


interest of the health and safety of individuals who are furnished services by such facility,
including conditions concerning qualifications of personnel in these facilities.


Hospice Care; Hospice Program


(dd)(1) The term “hospice care” means the following items and services provided to a terminally ill
individual by, or by others under arrangements made by, a hospice program under a written plan (for
providing such care to such individual) established and periodically reviewed by the individual’s
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attending physician and by the medical director (and by the interdisciplinary group described in
paragraph (2)(B)) of the program—


(A) nursing care provided by or under the supervision of a registered professional nurse,
(B) physical or occupational therapy, or speech-language pathology services,
(C) medical social services under the direction of a physician,
(D)(i) services of a home health aide who has successfully completed a training program


approved by the Secretary and
(ii) homemaker services,


(E) medical supplies (including drugs and biologicals) and the use of medical appliances,
while under such a plan,


(F) physicians’ services,
(G) short-term inpatient care (including both respite care and procedures necessary for pain


control and acute and chronic symptom management) in an inpatient facility meeting such
conditions as the Secretary determines to be appropriate to provide such care, but such respite
care may be provided only on an intermittent, nonroutine, and occasional basis and may not be
provided consecutively over longer than five days,


(H) counseling (including dietary counseling) with respect to care of the terminally ill
individual and adjustment to his death, and


(I) any other item or service which is specified in the plan and for which payment may
otherwise be made under this title.


The care and services described in subparagraphs (A) and (D) may be provided on a 24-hour, continuous
basis only during periods of crisis (meeting criteria established by the Secretary) and only as necessary to
maintain the terminally ill individual at home.


(2) The term “hospice program” means a public agency or private organization (or a subdivision
thereof) which—


(A)(i) is primarily engaged in providing the care and services described in paragraph (1) and
makes such services available (as needed) on a 24-hour basis and which also provides
bereavement counseling for the immediate family of terminally ill individuals and services
described in section 1812(a)(5),


(ii) provides for such care and services in individuals’ homes, on an outpatient basis, and
on a short-term inpatient basis, directly or under arrangements made by the agency or
organization, except that—


(I) the agency or organization must routinely provide directly substantially all of
each of the services described in subparagraphs (A), (C), and (H) of paragraph (1),
except as otherwise provided in paragraph (5), and


(II) in the case of other services described in paragraph (1) which are not provided
directly by the agency or organization, the agency or organization must maintain
professional management responsibility for all such services furnished to an individual,
regardless of the location or facility in which such services are furnished; and


(iii) provides assurances satisfactory to the Secretary that the aggregate number of days
of inpatient care described in paragraph (1)(G) provided in any 12-month period to
individuals who have an election in effect under section 1812(d) with respect to that
agency or organization does not exceed 20 percent of the aggregate number of days
during that period on which such elections for such individuals are in effect;


(B) has an interdisciplinary group of personnel which—
(i) includes at least—


(I) one physician (as defined in subsection (r)(1)),
(II) one registered professional nurse, and
(III) one social worker,


employed by or, in the case of a physician described in subclause (I), under contract with the
agency or organization, and also includes at least one pastoral or other counselor,


(ii) provides (or supervises the provision of) the care and services described in paragraph
(1), and


(iii) establishes the policies governing the provision of such care and services;
(C) maintains central clinical records on all patients;
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(D) does not discontinue the hospice care it provides with respect to a patient because of the
inability of the patient to pay for such care;


(E)(i) utilizes volunteers in its provision of care and services in accordance with standards set
by the Secretary, which standards shall ensure a continuing level of effort to utilize such
volunteers, and


(ii) maintains records on the use of these volunteers and the cost savings and expansion
of care and services achieved through the use of these volunteers;


(F) in the case of an agency or organization in any State in which State or applicable local law
provides for the licensing of agencies or organizations of this nature, is licensed pursuant to
such law; and


(G) meets such other requirements as the Secretary may find necessary in the interest of the
health and safety of the individuals who are provided care and services by such agency or
organization.


(3)(A) An individual is considered to be “terminally ill” if the individual has a medical prognosis
that the individual’s life expectancy is 6 months or less.


(B) The term “attending physician” means, with respect to an individual, the physician (as
defined in subsection (r)(1)) or nurse practitioner (as defined in subsection (aa)(5)), who may be
employed by a hospice program, whom the individual identifies as having the most significant
role in the determination and delivery of medical care to the individual at the time the
individual makes an election to receive hospice care.


(4)(A) An entity which is certified as a provider of services other than a hospice program shall be
considered, for purposes of certification as a hospice program, to have met any requirements under
paragraph (2) which are also the same requirements for certification as such other type of provider.
The Secretary shall coordinate surveys for determining certification under this title so as to provide,
to the extent feasible, for simultaneous surveys of an entity which seeks to be certified as a hospice
program and as a provider of services of another type.


(B) Any entity which is certified as a hospice program and as a provider of another type shall
have separate provider agreements under section 1866 and shall file separate cost reports with
respect to costs incurred in providing hospice care and in providing other services and items
under this title.


(C) Any entity that is certified as a hospice program shall be subject to a standard survey by
an appropriate State or local survey agency, or an approved accreditation agency, as
determined by the Secretary, not less frequently than once every 36 months beginning 6
months after the date of the enactment of this subparagraph and ending September 30, 2025.


(5)(A) The Secretary may waive the requirements of paragraph (2)(A)(ii)(I) for an agency or
organization with respect to all or part of the nursing care described in paragraph (1)(A) if such
agency or organization—


(i) is located in an area which is not an urbanized area (as defined by the Bureau of the
Census);


(ii) was in operation on or before January 1, 1983; and
(iii) has demonstrated a good faith effort (as determined by the Secretary) to hire a


sufficient number of nurses to provide such nursing care directly.
(B) Any waiver, which is in such form and containing such information as the Secretary may


require and which is requested by an agency or organization under subparagraph (A) or (C),
shall be deemed to be granted unless such request is denied by the Secretary within 60 days
after the date such request is received by the Secretary. The granting of a waiver under
subparagraph (A) or (C) shall not preclude the granting of any subsequent waiver request
should such a waiver again become necessary.


(C) The Secretary may waive the requirements of paragraph (2)(A)(i) and (2)(A)(ii) for an
agency or organization with respect to the services described in paragraph (1)(B) and, with
respect to dietary counseling, paragraph (1)(H), if such agency or organization—


(i) is located in an area which is not an urbanized area (as defined by the Bureau of
Census), and


(ii) demonstrates to the satisfaction of the Secretary that the agency or organization has
been unable, despite diligent efforts, to recruit appropriate personnel.
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(D) In extraordinary, exigent, or other non-routine circumstances, such as unanticipated
periods of high patient loads, staffing shortages due to illness or other events, or temporary
travel of a patient outside a hospice program’s service area, a hospice program may enter into
arrangements with another hospice program for the provision by that other program of
services described in paragraph (2)(A)(ii)(I). The provisions of paragraph (2)(A)(ii)(II) shall apply
with respect to the services provided under such arrangements.


(E) A hospice program may provide services described in paragraph (1)(A) other than directly
by the program if the services are highly specialized services of a registered professional nurse
and are provided non-routinely and so infrequently so that the provision of such services
directly would be impracticable and prohibitively expensive.


Discharge Planning Process


(ee)(1) A discharge planning process of a hospital shall be considered sufficient if it is applicable to
services furnished by the hospital to individuals entitled to benefits under this title and if it meets the
guidelines and standards established by the Secretary under paragraph (2).


(2) The Secretary shall develop guidelines and standards for the discharge planning process in
order to ensure a timely and smooth transition to the most appropriate type of and setting for post-
hospital or rehabilitative care. The guidelines and standards shall include the following:


(A) The hospital must identify, at an early stage of hospitalization, those patients who are
likely to suffer adverse health consequences upon discharge in the absence of adequate
discharge planning.


(B) Hospitals must provide a discharge planning evaluation for patients identified under
subparagraph (A) and for other patients upon the request of the patient, patient’s
representative, or patient’s physician.


(C) Any discharge planning evaluation must be made on a timely basis to ensure that
appropriate arrangements for post-hospital care will be made before discharge and to avoid
unnecessary delays in discharge.


(D) A discharge planning evaluation must include an evaluation of a patient’s likely need for
appropriate post-hospital services, including hospice care and post-hospital extended care
services and the availability of those services, including the availability of home health services
through individuals and entities that participate in the program under this title and that serve
the area in which the patient resides and that request to be listed by the hospital as available
and, in the case of individuals who are likely to need post-hospital extended care services, the
availability of such services through facilities that participate in the program under this title and
that serve the area in which the patient resides.


(E) The discharge planning evaluation must be included in the patient’s medical record for
use in establishing an appropriate discharge plan and the results of the evaluation must be
discussed with the patient (or the patient’s representative).


(F) Upon the request of a patient’s physician, the hospital must arrange for the development
and initial implementation of a discharge plan for the patient.


(G) Any discharge planning evaluation or discharge plan required under this paragraph must
be developed by, or under the supervision of, a registered professional nurse, social worker, or
other appropriately qualified personnel.


(H) Consistent with section 1802, the discharge plan shall—
(i) not specify or otherwise limit the qualified provider which may provide post-hospital


home health services, and
(ii) identify (in a form and manner specified by the Secretary) any entity to whom the


individual is referred in which the hospital has a disclosable financial interest (as specified
by the Secretary consistent with section 1866(a)(1)(S)) or which has such an interest in the
hospital.


(3) With respect to a discharge plan for an individual who is enrolled with a Medicare+Choice
organization under a Medicare+Choice plan and is furnished inpatient hospital services by a
hospital under a contract with the organization—


(A) the discharge planning evaluation under paragraph (2)(D) is not required to include
information on the availability of home health services through individuals and entities which
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do not have a contract with the organization; and
(B) notwithstanding subparagraph (H)(i), the plan may specify or limit the provider (or


providers) of post-hospital home health services or other post-hospital services under the plan.


Partial Hospitalization Services


(ff)(1) The term “partial hospitalization services” means the items and services described in paragraph
(2) prescribed by a physician and provided under a program described in paragraph (3) under the
supervision of a physician pursuant to an individualized, written plan of treatment established and
periodically reviewed by a physician (in consultation with appropriate staff participating in such
program), which plan sets forth the physician’s diagnosis, the type, amount, frequency, and duration of
the items and services provided under the plan, and the goals for treatment under the plan.


(2) The items and services described in this paragraph are—
(A) individual and group therapy with physicians or psychologists (or other mental health


professionals to the extent authorized under State law),
(B) occupational therapy requiring the skills of a qualified occupational therapist,
(C) services of social workers, trained psychiatric nurses, and other staff trained to work with


psychiatric patients,
(D) drugs and biologicals furnished for therapeutic purposes (which cannot, as determined in


accordance with regulations, be self-administered),
(E) individualized activity therapies that are not primarily recreational or diversionary,
(F) family counseling (the primary purpose of which is treatment of the individual’s condition),
(G) patient training and education (to the extent that training and educational activities are


closely and clearly related to individual’s care and treatment),
(H) diagnostic services, and
(I) such other items and services as the Secretary may provide (but in no event to include


meals and transportation);
that are reasonable and necessary for the diagnosis or active treatment of the individual’s condition,
reasonably expected to improve or maintain the individual’s condition and functional level and to
prevent relapse or hospitalization, and furnished pursuant to such guidelines relating to frequency
and duration of services as the Secretary shall by regulation establish (taking into account accepted
norms of medical practice and the reasonable expectation of patient improvement).


(3)(A) A program described in this paragraph is a program which is furnished by a hospital to its
outpatients or by a community mental health center (as defined in subparagraph (B)), and which is a
distinct and organized intensive ambulatory treatment service offering less than 24-hour-daily care
other than in an individual’s home or in an inpatient or residential setting.


(B) For purposes of subparagraph (A), the term “community mental health center” means an
entity that—


(i)(I) provides the mental health services described in section 1913(c)(1) of the Public
Health Service Act; or


(II) in the case of an entity operating in a State that by law precludes the entity from
providing itself the service described in subparagraph (E) of such section, provides for
such service by contract with an approved organization or entity (as determined by the
Secretary);


(ii) meets applicable licensing or certification requirements for community mental health
centers in the State in which it is located;


(iii) provides at least 40 per cent of its services to individuals who are not eligible for
benefits under this title; and


(iv) meets such additional conditions as the Secretary shall specify to ensure (I) the health
and safety of individuals being furnished such services, (II) the effective and efficient
furnishing of such services, and (III) the compliance of such entity with the criteria
described in section 1931(c)(1) of the Public Health Service Act.


Certified Nurse-Midwife Services
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(gg)(1) The term “certified nurse-midwife services” means such services furnished by a certified nurse-
midwife (as defined in paragraph (2)) and such services and supplies furnished as an incident to the
nurse-midwife’s service which the certified nurse-midwife is legally authorized to perform under State
law (or the State regulatory mechanism provided by State law) as would otherwise be covered if
furnished by a physician or as an incident to a physicians’ service.


(2) The term “certified nurse-midwife” means a registered nurse who has successfully completed a
program of study and clinical experience meeting guidelines prescribed by the Secretary, or has
been certified by an organization recognized by the Secretary.


Clinical Social Worker; Clinical Social Worker Services


(hh)(1) The term “clinical social worker” means an individual who—
(A) possesses a master’s or doctor’s degree in social work;
(B) after obtaining such degree has performed at least 2 years of supervised clinical social


work; and
(C)(i) is licensed or certified as a clinical social worker by the State in which the services are


performed, or
(ii) in the case of an individual in a State which does not provide for licensure or


certification—
(I) has completed at least 2 years or 3,000 hours of post-master’s degree supervised


clinical social work practice under the supervision of a master’s level social worker in
an appropriate setting (as determined by the Secretary), and


(II) meets such other criteria as the Secretary establishes.
(2) The term “clinical social worker services” means services performed by a clinical social worker


(as defined in paragraph (1)) for the diagnosis and treatment of mental illnesses (other than services
furnished to an inpatient of a hospital and other than services furnished to an inpatient of a skilled
nursing facility which the facility is required to provide as a requirement for participation) which the
clinical social worker is legally authorized to perform under State law (or the State regulatory
mechanism provided by State law) of the State in which such services are performed as would
otherwise be covered if furnished by a physician or as an incident to a physician’s professional
service.


Qualified Psychologist Services


(ii) The term “qualified psychologist services” means such services and such services and supplies
furnished as an incident to his service furnished by a clinical psychologist (as defined by the Secretary)
which the psychologist is legally authorized to perform under State law (or the State regulatory
mechanism provided by State law) as would otherwise be covered if furnished by a physician or as an
incident to a physician’s service.


Screening Mammography


(jj) The term “screening mammography” means a radiologic procedure provided to a woman for the
purpose of early detection of breast cancer and includes a physician’s interpretation of the results of the
procedure.


Covered Osteoporosis Drug


(kk) The term “covered osteoporosis drug” means an injectable drug approved for the treatment of
post-menopausal osteoporosis provided to an individual by a home health agency if, in accordance with
regulations promulgated by the Secretary—


(1) the individual’s attending physician certifies that the individual has suffered a bone fracture
related to post-menopausal osteoporosis and that the individual is unable to learn the skills needed
to self-administer such drug or is otherwise physically or mentally incapable of self-administering
such drug; and


(2) the individual is confined to the individual’s home (except when receiving items and services
referred to in subsection (m)(7)).
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Speech-Language Pathology Services; Audiology Services


(ll)(1) The term “speech-language pathology services” means such speech, language, and related
function assessment and rehabilitation services furnished by a qualified speech-language pathologist as
the speech-language pathologist is legally authorized to perform under State law (or the State regulatory
mechanism provided by the State law) as would otherwise be covered if furnished by a physician.


(2)[422] The term “outpatient speech-language pathology services” has the meaning given the
term “outpatient physical therapy services” in subsection (p), except that in applying such subsection
—


(A) “speech-language pathology” shall be substituted for “physical therapy” each place it
appears; and


(B) “speech-language pathologist” shall be substituted for “physical therapist” each place it
appears.


(3) The term “audiology services” means such hearing and balance assessment services furnished
by a qualified audiologist as the audiologist is legally authorized to perform under State law (or the
State regulatory mechanism provided by State law), as would otherwise be covered if furnished by a
physician.


(4) In this subsection:
(A) The term “qualified speech-language pathologist” means an individual with a masters’s or


doctoral degree in speech-language pathology who—
(i) is licensed as a speech-language pathologist by the State in which the individual


furnishes such services, or
(ii) in the case of an individual who furnishes services in a State which does not license


speech-language pathologists, has successfully completed 350 clock hours of supervised
clinical practicum (or is in the process of accumulating such supervised clinical experience),
performed not less than 9 months of supervised full-time speech-language pathology
services after obtaining a master’s or doctoral degree in speech-language pathology or a
related field, and successfully completed a national examination in speech-language
pathology approved by the Secretary.


(B) The term “qualified audiologist” means an individual with a master’s or doctoral degree in
audiology who—


(i) is licensed as an audiologist by the State in which the individual furnishes such
services, or


(ii) in the case of an individual who furnishes services in a State which does not license
audiologists, has successfully completed 350 clock hours of supervised clinical practicum
(or is in the process of accumulating such supervised clinical experience), performed not
less than 9 months of supervised full-time audiology services after obtaining a master’s or
doctoral degree in audiology or a related field, and successfully completed a national
examination in audiology approved by the Secretary.


Critical Access Hospital; Critical Access Hospital Services


(mm)(1) The term “critical access hospital” means a facility certified by the Secretary as a critical access
hospital under section 1820(e).


(2) The term “inpatient critical access hospital services” means items and services, furnished to an
inpatient of a critical access hospital by such facility, that would be inpatient hospital services if
furnished to an inpatient of a hospital by a hospital.


(3) The term “outpatient critical access hospital services” means medical and other health services
furnished by a critical access hospital on an outpatient basis.


Screening Pap Smear; Screening Pelvic Exam


(nn)(1) The term “screening pap smear” means a diagnostic laboratory test consisting of a routine
exfoliative cytology test (Papanicolaou test) provided to a woman for the purpose of early detection of
cervical or vaginal cancer and includes a physician’s interpretation of the results of the test, if the
individual involved has not had such a test during the preceding 2 years, or during the preceding year in
the case of a woman described in paragraph (3).
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(2) The term “screening pelvic exam” means a pelvic examination provided to a woman if the
woman involved has not had such an examination during the preceding 2 years, or during the
preceding year in the case of a woman described in paragraph (3), and includes a clinical breast
examination.


(3) A woman described in this paragraph is a woman who—
(A) is of childbearing age and has had a test described in this subsection during any of the


preceding 3 years that indicated the presence of cervical or vaginal cancer or other abnormality;
or


(B) is at high risk of developing cervical or vaginal cancer (as determined pursuant to factors
identified by the Secretary).


Prostate Cancer Screening Tests


(oo)(1) The term “prostate cancer screening test” means a test that consists of any (or all) of the
procedures described in paragraph (2) provided for the purpose of early detection of prostate cancer to
a man over 50 years of age who has not had such a test during the preceding year.


(2) The procedures described in this paragraph are as follows:
(A) A digital rectal examination.
(B) A prostate-specific antigen blood test.
(C) For years beginning after 2002, such other procedures as the Secretary finds appropriate


for the purpose of early detection of prostate cancer, taking into account changes in
technology and standards of medical practice, availability, effectiveness, costs, and such other
factors as the Secretary considers appropriate.


Colorectal Cancer Screening Tests


(pp)(1) The term “colorectal cancer screening test” means any of the following procedures furnished to
an individual for the purpose of early detection of colorectal cancer:


(A) Screening fecal-occult blood test.
(B) Screening flexible sigmoidoscopy.
(C) Screening colonoscopy.
(D) Such other tests or procedures, and modifications to tests and procedures under this


subsection, with such frequency and payment limits, as the Secretary determines appropriate, in
consultation with appropriate organizations.


(2) An “individual at high risk for colorectal cancer” is an individual who, because of family history,
prior experience of cancer or precursor neoplastic polyps, a history of chronic digestive disease
condition (including inflammatory bowel disease, Crohn’s Disease, or ulcerative colitis), the presence
of any appropriate recognized gene markers for colorectal cancer, or other predisposing factors,
faces a high risk for colorectal cancer.


Diabetes Outpatient Self-Management Training Services


(qq)(1) The term “diabetes outpatient self-management training services” means educational and
training services furnished (at such times as the Secretary determines appropriate) to an individual with
diabetes by a certified provider (as described in paragraph (2)(A)) in an outpatient setting by an
individual or entity who meets the quality standards described in paragraph (2)(B), but only if the
physician who is managing the individual’s diabetic condition certifies that such services are needed
under a comprehensive plan of care related to the individual’s diabetic condition to ensure therapy
compliance or to provide the individual with necessary skills and knowledge (including skills related to
the self-administration of injectable drugs) to participate in the management of the individual’s
condition.


(2) In paragraph (1)—
(A) a “certified provider” is a physician, or other individual or entity designated by the


Secretary, that, in addition to providing diabetes outpatient self-management training services,
provides other items or services for which payment may be made under this title; and


(B) a physician, or such other individual or entity, meets the quality standards described in
this paragraph if the physician, or individual or entity, meets quality standards established by


[423]
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the Secretary, except that the physician or other individual or entity shall be deemed to have
met such standards if the physician or other individual or entity meets applicable standards
originally established by the National Diabetes Advisory Board and subsequently revised by
organizations who participated in the establishment of standards by such Board, or is
recognized by an organization that represents individuals (including individuals under this title)
with diabetes as meeting standards for furnishing the services.


Bone Mass Measurement


(rr)(1) The term “bone mass measurement” means a radiologic or radioisotopic procedure or other
procedure approved by the Food and Drug Administration performed on a qualified individual (as
defined in paragraph (2)) for the purpose of identifying bone mass or detecting bone loss or
determining bone quality, and includes a physician’s interpretation of the results of the procedure.


(2) For purposes of this subsection, the term “qualified individual” means an individual who is (in
accordance with regulations prescribed by the Secretary)—


(A) an estrogen-deficient woman at clinical risk for osteoporosis;
(B) an individual with vertebral abnormalities;
(C) an individual receiving long-term glucocorticoid steroid therapy;
(D) an individual with primary hyperparathyroidism; or
(E) an individual being monitored to assess the response to or efficacy of an approved


osteoporosis drug therapy.
(3) The Secretary shall establish such standards regarding the frequency with which a qualified


individual shall be eligible to be provided benefits for bone mass measurement under this title.


Religious Nonmedical Health Care Institution


(ss)(1) The term “religious nonmedical health care institution” means an institution that—
(A) is described in subsection (c)(3) of section 501 of the Internal Revenue Code of 1986


and is exempt from taxes under subsection (a) of such section;
(B) is lawfully operated under all applicable Federal, State, and local laws and regulations;
(C) provides only nonmedical nursing items and services exclusively to patients who choose


to rely solely upon a religious method of healing and for whom the acceptance of medical
health services would be inconsistent with their religious beliefs;


(D) provides such nonmedical items and services exclusively through nonmedical nursing
personnel who are experienced in caring for the physical needs of such patients;


(E) provides such nonmedical items and services to inpatients on a 24-hour basis;
(F) on the basis of its religious beliefs, does not provide through its personnel or otherwise


medical items and services (including any medical screening, examination, diagnosis, prognosis,
treatment, or the administration of drugs) for its patients;


(G)(i) is not owned by, under common ownership with, or has an ownership interest in, a
provider of medical treatment or services;


(ii) is not affiliated with—
(I) a provider of medical treatment or services, or
(II) an individual who has an ownership interest in a provider of medical treatment


or services;
(H) has in effect a utilization review plan which—


(i) provides for the review of admissions to the institution, of the duration of stays
therein, of cases of continuous extended duration, and of the items and services furnished
by the institution,


(ii) requires that such reviews be made by an appropriate committee of the institution
that includes the individuals responsible for overall administration and for supervision of
nursing personnel at the institution,


(iii) provides that records be maintained of the meetings, decisions, and actions of such
committee, and


(iv) meets such other requirements as the Secretary finds necessary to establish an
effective utilization review plan;
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(I) provides the Secretary with such information as the Secretary may require to implement
section 1821, including information relating to quality of care and coverage determinations; and


(J) meets such other requirements as the Secretary finds necessary in the interest of the
health and safety of individuals who are furnished services in the institution.


(2) To the extent that the Secretary finds that the accreditation of an institution by a State,
regional, or national agency or association provides reasonable assurances that any or all of the
requirements of paragraph (1) are met or exceeded, the Secretary may treat such institution as
meeting the condition or conditions with respect to which the Secretary made such finding.


(3)(A)(i) In administering this subsection and section 1821, the Secretary shall not require any
patient of a religious nonmedical health care institution to undergo medical screening, examination,
diagnosis, prognosis, or treatment or to accept any other medical health care service, if such patient
(or legal representative of the patient) objects thereto on religious grounds.


(ii) Clause (i) shall not be construed as preventing the Secretary from requiring under
section 1821(a)(2) the provision of sufficient information regarding an individual’s
condition as a condition for receipt of benefits under part A for services provided in such
an institution.


(B)(i) In administering this subsection and section 1821, the Secretary shall not subject a
religious nonmedical health care institution or its personnel to any medical supervision,
regulation, or control, insofar as such supervision, regulation, or control would be contrary to
the religious beliefs observed by the institution or such personnel.


(ii) Clause (i) shall not be construed as preventing the Secretary from reviewing items and
services billed by the institution to the extent the Secretary determines such review to be
necessary to determine whether such items and services were not covered under part A,
are excessive, or are fraudulent.


(4)(A) For purposes of paragraph (1)(G)(i), an ownership interest of less than 5 percent shall not be
taken into account.


(B) For purposes of paragraph (1)(G)(ii), none of the following shall be considered to create an
affiliation:


(i) An individual serving as an uncompensated director, trustee, officer, or other member
of the governing body of a religious nonmedical health care institution.


(ii) An individual who is a director, trustee, officer, employee, or staff member of a
religious nonmedical health care institution having a family relationship with an individual
who is affiliated with (or has an ownership interest in) a provider of medical treatment or
services.


(iii) An individual or entity furnishing goods or services as a vendor to both providers of
medical treatment or services and religious nonmedical health care institutions.


(tt)(1) The term “post-institutional home health services” means home health services furnished to an
individual—


(A) after discharge from a hospital or critical access hospital in which the individual was an
inpatient for not less than 3 consecutive days before such discharge if such home health
services were initiated within 14 days after the date of such discharge; or


(B) after discharge from a skilled nursing facility in which the individual was provided post–
hospital extended care services if such home health services were initiated within 14 days after
the date of such discharge.


(2) The term “home health spell of illness” with respect to any individual means a period of
consecutive days—


(A) beginning with the first day (not included in a previous home health spell of illness) (i) on
which such individual is furnished post-institutional home health services, and (ii) which occurs
in a month for which the individual is entitled to benefits under part A, and


(B) ending with the close of the first period of 60 consecutive days thereafter on each of
which the individual is neither an inpatient of a hospital or critical access hospital nor an
inpatient of a facility described in section 1819(a)(1) or subsection (y)(1) nor provided home
health services.


(uu) The term “screening for glaucoma” means a dilated eye examination with an intraocular pressure
measurement, and a direct ophthalmoscopy or a slit–lamp biomicroscopic examination for the early



https://www.ssa.gov/OP_Home/ssact/title18/1821.htm

https://www.ssa.gov/OP_Home/ssact/title18/1821.htm

https://www.ssa.gov/OP_Home/ssact/title18/1821.htm#act-1821-a-2

https://www.ssa.gov/OP_Home/ssact/title18/1821.htm

https://www.ssa.gov/OP_Home/ssact/title18/1819.htm#act-1819-a-1





10/12/2018 Social Security Act §1861


https://www.ssa.gov/OP_Home/ssact/title18/1861.htm 35/44


detection of glaucoma which is furnished by or under the direct supervision of an optometrist or
ophthalmologist who is legally authorized to furnish such services under State law (or the State
regulatory mechanism provided by State law) of the State in which the services are furnished, as would
otherwise be covered if furnished by a physician or as an incident to a physician’s professional service, if
the individual involved has not had such an examination in the preceding year.


Medical Nutrition Therapy Services; Registered Dietitian Or Nutrition Professional


(vv)(1) The term “medical nutrition therapy services” means nutritional diagnostic, therapy, and
counseling services for the purpose of disease management which are furnished by a registered dietitian
or nutrition professional (as defined in paragraph (2)) pursuant to a referral by a physician (as defined in
subsection (r)(1)).


(2) Subject to paragraph (3), the term “registered dietitian or nutrition professional” means an
individual who—


(A) holds a baccalaureate or higher degree granted by a regionally accredited college or
university in the United States (or an equivalent foreign degree) with completion of the
academic requirements of a program in nutrition or dietetics, as accredited by an appropriate
national accreditation organization recognized by the Secretary for this purpose;


(B) has completed at least 900 hours of supervised dietetics practice under the supervision of
a registered dietitian or nutrition professional; and


(C)(i) is licensed or certified as a dietitian or nutrition professional by the State in which the
services are performed; or


(ii) in the case of an individual in a State that does not provide for such licensure or
certification, meets such other criteria as the Secretary establishes.


(3) Subparagraphs (A) and (B) of paragraph (2) shall not apply in the case of an individual who, as
of the date of the enactment of this subsection, is licensed or certified as a dietitian or nutrition
professional by the State in which medical nutrition therapy services are performed.


Initial Preventive Physical Examination


(ww)(1) The term “initial preventive physical examination” means physicians’services consisting of a
physical examination (including measurement of height, weight, body mass index, and blood pressure)
with the goal of health promotion and disease detection and includes education, counseling, and referral
with respect to screening and other preventive services described in paragraph (2) and end-of-life
planning (as defined in paragraph (3)) upon the agreement with the individual, but does not include
clinical laboratory tests.


(2) The screening and other preventive services described in this paragraph include the following:
(A) Pneumococcal, influenza, and hepatitis B vaccine and administration under subsection (s)


(10).
(B) Screening mammography as defined in subsection (jj).
(C) Screening pap smear and screening pelvic exam as defined in subsection (nn).
(D) Prostate cancer screening tests as defined in subsection (oo).
(E) Colorectal cancer screening tests as defined in subsection (pp).
(F) Diabetes outpatient self-management training services as defined in subsection (qq)(1).
(G) Bone mass measurement as defined in subsection (rr).
(H) Screening for glaucoma as defined in subsection (uu).
(I) Medical nutrition therapy services as defined in subsection (vv).
(J) Cardiovascular screening blood tests as defined in subsection (xx)(1).
(K) Diabetes screening tests as defined in subsection (yy).
(L) Ultrasound screening for abdominal aortic aneurysm as defined in section 1861(bbb).
(M) An electrocardiogram.
(N) Additional preventive services (as defined in subsection (ddd)(1)).


(3) For purposes of paragraph (1), the term “end-of-life planning” means verbal or written
information regarding—


(A) an individual’s ability to prepare an advance directive in the case that an injury or illness
causes the individual to be unable to make health care decisions; and
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(B) whether or not the physician is willing to follow the individual’s wishes as expressed in an
advance directive.


Cardiovascular Screening Blood Test


(xx)(1) The term “cardiovascular screening blood test” means a blood test for the early detection of
cardiovascular disease (or abnormalities associated with an elevated risk of cardiovascular disease) that
tests for the following:


(A) Cholesterol levels and other lipid or triglyceride levels.
(B) Such other indications associated with the presence of, or an elevated risk for,


cardiovascular disease as the Secretary may approve for all individuals (or for some individuals
determined by the Secretary to be at risk for cardiovascular disease), including indications
measured by noninvasive testing. The Secretary may not approve an indication under
subparagraph (B) for any individual unless a blood test for such is recommended by the United
States Preventive Services Task Force.


(2) The Secretary shall establish standards, in consultation with appropriate organizations,
regarding the frequency for each type of cardiovascular screening blood tests, except that such
frequency may not be more often than once every 2 years.


Diabetes Screening Tests


(yy)(1) The term “diabetes screening tests” means testing furnished to an individual at risk for diabetes
(as defined in paragraph (2)) for the purpose of early detection of diabetes, including—


(A) a fasting plasma glucose test; and
(B) such other tests, and modifications to tests, as the Secretary determines appropriate, in


consultation with appropriate organizations.
(2) For purposes of paragraph (1), the term “individual at risk for diabetes” means an individual


who has any of the following risk factors for diabetes:
(A) Hypertension.
(B) Dyslipidemia.
(C) Obesity, defined as a body mass index greater than or equal to 30 kg/m .
(D) Previous identification of an elevated impaired fasting glucose.
(E) Previous identification of impaired glucose tolerance.
(F) A risk factor consisting of at least 2 of the following characteristics:


(i) Overweight, defined as a body mass index greater than 25, but less than 30, kg/m  .
(ii) A family history of diabetes.
(iii) A history of gestational diabetes mellitus or delivery of a baby weighing greater than


9 pounds.
(iv) 65 years of age or older.


(3) The Secretary shall establish standards, in consultation with appropriate organizations,
regarding the frequency of diabetes screening tests, except that such frequency may not be more
often than twice within the 12-month period following the date of the most recent diabetes
screening test of that individual.


Intravenous Immune Globulin


(zz) The term “intravenous immune globulin” means an approved pooled plasma derivative for the
treatment in the patient’s home of a patient with a diagnosed primary immune deficiency disease, but
not including items or services related to the administration of the derivative, if a physician determines
administration of the derivative in the patient’s home is medically appropriate.


Extended Care In Religious Nonmedical Health Care Institutions


(aaa)(1) The term “home health agency” also includes a religious nonmedical health care institution (as
defined in subsection (ss)(1)), but only with respect to items and services ordinarily furnished by such an
institution to individuals in their homes, and that are comparable to items and services furnished to
individuals by a home health agency that is not religious nonmedical health care institution.


 2


 2
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(2)(A) Subject to subparagraphs (B), payment may be made with respect to services provided by
such an institution only to such extent and under such conditions, limitations, and requirements (in
addition to or in lieu of the conditions, limitations, and requirements otherwise applicable) as may
be provided in regulations consistent with section 1821.


(B) Notwithstanding any other provision of this title, payment may not be made under
subparagraph (A)—


(i) in a year insofar as such payments exceed $700,000; and
(ii) after December 31, 2006.


Ultrasound Screening For Abdominal Aortic Aneurysm


(bbb) The term “ultrasound screening for abdominal aortic aneursym” means—
(1) a procedure using sound waves (or such other procedures using alternative technologies, of


commensurate accurary and cost, that the Secretary may specify) provided for the early detection of
abdominal aortic aneursym;


(2) includes a physician’s interpretation of the results of the procedure.


Long-Term Care Hospital


(ccc) The term “long-term care hospital” means a hospital which—
(1) is primarily engaged in providing inpatient services, by or under the supervision of a physician,


to Medicare beneficiaries whose medically complex conditions require a long hospital stay and
programs of care provided by a long-term care hospital;


(2) has an average inpatient length of stay (as determined by the Secretary) of greater than 25
days, or meets the requirements of clause (II) of section 1886(d)(1)(B)(iv);


(3) satisfies the requirements of subsection (e); and
(4) meets the following facility criteria:


(A) the institution has a patient review process, documented in the patient medical record,
that screens patients prior to admission for appropriateness of admission to a long-term care
hospital, validates within 48 hours of admission that patients meet admission criteria for long-
term care hospitals, regularly evaluates patients throughout their stay for continuation of care
in a long-term care hospital, and assesses the available discharge options when patients no
longer meet such continued stay criteria;


(B) the institution has active physician involvement with patients during their treatment
through an organized medical staff, physician-directed treatment with physician on-site
availability on a daily basis to review patient progress, and consulting physicians on call and
capable of being at the patient’s side within a moderate period of time, as determined by the
Secretary; and


(C) the institution has interdisciplinary team treatment for patients, requiring interdisciplinary
teams of health care professionals, including physicians, to prepare and carry out an
individualized treatment plan for each patient.


Additional Preventive Services; Preventive Services


(ddd)(1) The term “additional preventive services” means services not described in subparagraph (A) or
(C) of paragraph (3) that identify medical conditions or risk factors and that the Secretary determines are
—


(A) reasonable and necessary for the prevention or early detection of an illness or disability;
(B) recommended with a grade of A or B by the United States Preventive Services Task Force;


and
(C) appropriate for individuals entitled to benefits under part A or enrolled under part B.


(2) In making determinations under paragraph (1) regarding the coverage of a new service, the
Secretary shall use the process for making national coverage determinations (as defined in section
1869(f)(1)(B) ) under this title. As part of the use of such process, the Secretary may conduct an
assessment of the relation between predicted outcomes and the expenditures for such service and
may take into account the results of such assessment in making such determination.


(3) The term “preventive services” means the following:
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(A) The screening and preventive services described in subsection (ww)(2) (other than the
service described in subparagraph (M) of such subsection).


(B) An initial preventive physical examination (as defined in subsection (ww)).
(C) Personalized prevention plan services (as defined in subsection (hhh)(1)).


Cardiac Rehabilitation Program; Intensive Cardiac Rehabilitation Program


(eee)(1) The term “cardiac rehabilitation program” means a physician-supervised program (as
described in paragraph (2)) that furnishes the items and services described in paragraph (3).


(2) A program described in this paragraph is a program under which—
(A) items and services under the program are delivered—


(i) in a physician’s office;
(ii) in a hospital on an outpatient basis; or
(iii) in other settings determined appropriate by the Secretary.


(B) a physician is immediately available and accessible for medical consultation and medical
emergencies at all times items and services are being furnished under the program, except that,
in the case of items and services furnished under such a program in a hospital, such availability
shall be presumed; and


(C) individualized treatment is furnished under a written plan established, reviewed, and
signed by a physician every 30 days that describes—


(i) the individual’s diagnosis;
(ii) the type, amount, frequency, and duration of the items and services furnished under


the plan; and
(iii) the goals set for the individual under the plan.


(3) The items and services described in this paragraph are—
(A) physician-prescribed exercise;
(B) cardiac risk factor modification, including education, counseling, and behavioral


intervention (to the extent such education, counseling, and behavioral intervention is closely
related to the individual’s care and treatment and is tailored to the individual’s needs);


(C) psychosocial assessment;
(D) outcomes assessment; and
(E) such other items and services as the Secretary may determine, but only if such items and


services are—
(i) reasonable and necessary for the diagnosis or active treatment of the individual’s


condition;
(ii) reasonably expected to improve or maintain the individual’s condition and functional


level; and
(iii) furnished under such guidelines relating to the frequency and duration of such items


and services as the Secretary shall establish, taking into account accepted norms of medical
practice and the reasonable expectation of improvement of the individual.


(4)(A) The term “intensive cardiac rehabilitation program” means a physician-supervised program
(as described in paragraph (2)) that furnishes the items and services described in paragraph (3) and
has shown, in peer-reviewed published research, that it accomplished—


(i) one or more of the following:
(I) positively affected the progression of coronary heart disease; or
(II) reduced the need for coronary bypass surgery; or
(III) reduced the need for percutaneous coronary interventions; and


(ii) a statistically significant reduction in 5 or more of the following measures from their
level before receipt of cardiac rehabilitation services to their level after receipt of such
services:


(I) low density lipoprotein;
(II) triglycerides;
(III) body mass index;
(IV) systolic blood pressure;
(V) diastolic blood pressure; or
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(VI) the need for cholesterol, blood pressure, and diabetes medications.
(B) To be eligible for an intensive cardiac rehabilitation program, an individual must have—


(i) had an acute myocardial infarction within the preceding 12 months;
(ii) had coronary bypass surgery;
(iii) stable angina pectoris;
(iv) had heart valve repair or replacement;
(v) had percutaneous transluminal coronary angioplasty (PTCA) or coronary stenting; or
(vi) had a heart or heart-lung transplant.


(C) An intensive cardiac rehabilitation program may be provided in a series of 72 one-hour
sessions (as defined in section 1848(b)(5)), up to 6 sessions per day, over a period of up to 18
weeks.


(5) The Secretary shall establish standards to ensure that a physician with expertise in the
management of individuals with cardiac pathophysiology who is licensed to practice medicine in the
State in which a cardiac rehabilitation program (or the intensive cardiac rehabilitation program, as
the case may be) is offered—


(A) is responsible for such program; and
(B) in consultation with appropriate staff, is involved substantially in directing the progress of


individual in the program.


Pulmonary Rehabilitation Program


(fff)(1) The term “pulmonary rehabilitation program” means a physician-supervised program (as
described in subsection (eee)(2) with respect to a program under this subsection) that furnishes the
items and services described in paragraph (2).


(2) The items and services described in this paragraph are—
(A) physician-prescribed exercise;
(B) education or training (to the extent the education or training is closely and clearly related


to the individual’s care and treatment and is tailored to such individual’s needs);
(C) psychosocial assessment;
(D) outcomes assessment; and
(E) such other items and services as the Secretary may determine, but only if such items and


services are—
(i) reasonable and necessary for the diagnosis or active treatment of the individual’s


condition;
(ii) reasonably expected to improve or maintain the individual’s condition and functional


level; and
(iii) furnished under such guidelines relating to the frequency and duration of such items


and services as the Secretary shall establish, taking into account accepted norms of medical
practice and the reasonable expectation of improvement of the individual.


(3) The Secretary shall establish standards to ensure that a physician with expertise in the
management of individuals with respiratory pathophysiology who is licensed to practice medicine in
the State in which a pulmonary rehabilitation program is offered—


(A) is responsible for such program; and
(B) in consultation with appropriate staff, is involved substantially in directing the progress of


individual in the program.


Kidney Disease Education Services


(ggg)(1) The term “kidney disease education services” means educational services that are—
(A) furnished to an individual with stage IV chronic kidney disease who, according to


accepted clinical guidelines identified by the Secretary, will require dialysis or a kidney
transplant;


(B) furnished, upon the referral of the physician managing the individual’s kidney condition,
by a qualified person (as defined in paragraph (2)); and


(C) designed—
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(i) to provide comprehensive information (consistent with the standards set under
paragraph (3)) regarding—


(I) the management of comorbidities, including for purposes of delaying the need
for dialysis;


(II) the prevention of uremic complications; and
(III) each option for renal replacement therapy (including hemodialysis and


peritoneal dialysis at home and in-center as well as vascular access options and
transplantation);


(ii) to ensure that the individual has the opportunity to actively participate in the choice
of therapy; and


(iii) to be tailored to meet the needs of the individual involved.
(2)(A) The term “qualified person” means—


(i) a physician (as defined in section 1861(r)(1)) or a physician assistant, nurse
practitioner, or clinical nurse specialist (as defined in section 1861(aa)(5)), who furnishes
services for which payment may be made under the fee schedule established under section
1848; and


(ii) a provider of services located in a rural area (as defined in section 1886(d)(2)(D)).
(B) Such term does not include a provider of services (other than a provider of services


described in subparagraph (A)(ii)) or a renal dialysis facility.
(3) The Secretary shall set standards for the content of such information to be provided under


paragraph (1)(C)(i) after consulting with physicians, other health professionals, health educators,
professional organizations, accrediting organizations, kidney patient organizations, dialysis facilities,
transplant centers, network organizations described in section 1881(c)(2), and other knowledgeable
persons. To the extent possible the Secretary shall consult with persons or entities described in the
previous sentence, other than a dialysis facility, that has not received industry funding from a drug
or biological manufacturer or dialysis facility.


(4) No individual shall be furnished more than 6 sessions of kidney disease education services
under this title.


Annual Wellness Visit


(hhh)(1) The term “personalized prevention plan services” means the creation of a plan for an
individual—


(A) that includes a health risk assessment (that meets the guidelines established by the
Secretary under paragraph (4)(A)) of the individual that is completed prior to or as part of the
same visit with a health professional described in paragraph (3); and


(B) that—
(i) takes into account the results of the health risk assessment; and
(ii) may contain the elements described in paragraph (2).


(2) Subject to paragraph (4)(H), the elements described in this paragraph are the following:
(A) The establishment of, or an update to, the individual’s medical and family history.
(B) A list of current providers and suppliers that are regularly involved in providing medical


care to the individual (including a list of all prescribed medications).
(C) A measurement of height, weight, body mass index (or waist circumference, if


appropriate), blood pressure, and other routine measurements.
(D) Detection of any cognitive impairment.
(E) The establishment of, or an update to, the following:


(i) A screening schedule for the next 5 to 10 years, as appropriate, based on
recommendations of the United States Preventive Services Task Force and the Advisory
Committee on Immunization Practices, and the individual’s health status, screening history,
and age-appropriate preventive services covered under this title.


(ii) A list of risk factors and conditions for which primary, secondary, or tertiary
prevention interventions are recommended or are underway, including any mental health
conditions or any such risk factors or conditions that have been identified through an initial
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preventive physical examination (as described under subsection (ww)(1)), and a list of
treatment options and their associated risks and benefits.


(F) The furnishing of personalized health advice and a referral, as appropriate, to health
education or preventive counseling services or programs aimed at reducing identified risk
factors and improving self-management, or community-based lifestyle interventions to reduce
health risks and promote self-management and wellness, including weight loss, physical
activity, smoking cessation, fall prevention, and nutrition.


(G) Any other element determined appropriate by the Secretary.
(3) A health professional described in this paragraph is—


(A) a physician;
(B) a practitioner described in clause (i) of section 1842(b)(18)(C); or
(C) a medical professional (including a health educator, registered dietitian, or nutrition


professional) or a team of medical professionals, as determined appropriate by the Secretary,
under the supervision of a physician.


(4)(A) For purposes of paragraph (1)(A), the Secretary, not later than 1 year after the date of
enactment of this subsection, shall establish publicly available guidelines for health risk assessments.
Such guidelines shall be developed in consultation with relevant groups and entities and shall
provide that a health risk assessment—


(i) identify chronic diseases, injury risks, modifiable risk factors, and urgent health needs
of the individual; and


(ii) may be furnished—
(I) through an interactive telephonic or web-based program that meets the


standards established under subparagraph (B);
(II) during an encounter with a health care professional;
(III) through community-based prevention programs; or
(IV) through any other means the Secretary determines appropriate to maximize


accessibility and ease of use by beneficiaries, while ensuring the privacy of such
beneficiaries.


(B) Not later than 1 year after the date of enactment of this subsection, the Secretary shall
establish standards for interactive telephonic or web-based programs used to furnish health
risk assessments under subparagraph (A)(ii)(I). The Secretary may utilize any health risk
assessment developed under section 4004(f) of the Patient Protection and Affordable Care Act
as part of the requirement to develop a personalized prevention plan to comply with this
subparagraph.


(C)(i) Not later than 18 months after the date of enactment of this subsection, the Secretary
shall develop and make available to the public a health risk assessment model. Such model
shall meet the guidelines under subparagraph (A) and may be used to meet the requirement
under paragraph (1)(A).


(ii) Any health risk assessment that meets the guidelines under subparagraph (A) and is
approved by the Secretary may be used to meet the requirement under paragraph (1)(A).


(D) The Secretary may coordinate with community-based entities (including State Health
Insurance Programs, Area Agencies on Aging, Aging and Disability Resource Centers, and the
Administration on Aging) to—


(i) ensure that health risk assessments are accessible to beneficiaries; and
(ii) provide appropriate support for the completion of health risk assessments by


beneficiaries.
(E) The Secretary shall establish procedures to make beneficiaries and providers aware of the


requirement that a beneficiary complete a health risk assessment prior to or at the same time as
receiving personalized prevention plan services.


(F) To the extent practicable, the Secretary shall encourage the use of, integration with, and
coordination of health information technology (including use of technology that is compatible
with electronic medical records and personal health records) and may experiment with the use
of personalized technology to aid in the development of self-management skills and
management of and adherence to provider recommendations in order to improve the health
status of beneficiaries.
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(G) A beneficiary shall be eligible to receive only an initial preventive physical examination (as
defined under subsection (ww)(1)) during the 12-month period after the date that the
beneficiary’s coverage begins under part B and shall be eligible to receive personalized
prevention plan services under this subsection each year thereafter provided that the
beneficiary has not received either an initial preventive physical examination or personalized
prevention plan services within the preceding 12-month period.


(H) The Secretary shall issue guidance that—
(i) identifies elements under paragraph (2) that are required to be provided to a


beneficiary as part of their first visit for personalized prevention plan services; and
(ii) establishes a yearly schedule for appropriate provision of such elements thereafter.


(iii)H��� I������� T������
(1) The term ‘home infusion therapy’ means the items and services described in paragraph (2)


furnished by a qualified home infusion therapy supplier (as defined in paragraph (3)(D)) which are
furnished in the individual's home (as defined in paragraph (3)(B)) to an individual—


(A) who is under the care of an applicable provider (as defined in paragraph (3)(A)); and
(B) with respect to whom a plan prescribing the type, amount, and duration of infusion


therapy services that are to be furnished such individual has been established by a physician (as
defined in subsection (r)(1)) and is periodically reviewed by a physician (as so defined) in
coordination with the furnishing of home infusion drugs (as defined in paragraph (3)(C)) under
part B.


(2) The items and services described in this paragraph are the following:
(A) Professional services, including nursing services, furnished in accordance with the plan.
(B) Training and education (not otherwise paid for as durable medical equipment (as defined


in subsection (n)), remote monitoring, and monitoring services for the provision of home
infusion therapy and home infusion drugs furnished by a qualified home infusion therapy
supplier.


(3) For purposes of this subsection:
(A) The term `applicable provider' means—


(i) a physician;
(ii) a nurse practitioner; and
(iii) a physician assistant.


(B) The term ‘home’ means a place of residence used as the home of an individual (as defined
for purposes of subsection (n)).


(C) The term ‘home infusion drug’ means a parenteral drug or biological administered
intravenously, or subcutaneously for an administration period of 15 minutes or more, in the
home of an individual through a pump that is an item of durable medical equipment (as
defined in subsection (n)). Such term does not include the following:


(i) Insulin pump systems.
(ii) A self-administered drug or biological on a self- administered drug exclusion list.


(D)(i) The term ‘qualified home infusion therapy supplier’ means a pharmacy, physician, or
other provider of services or supplier licensed by the State in which the pharmacy, physician, or
provider or services or supplier furnishes items or services and that—


(I) furnishes infusion therapy to individuals with acute or chronic conditions
requiring administration of home infusion drugs;


(II) ensures the safe and effective provision and administration of home infusion
therapy on a 7-day-a-week, 24-hour-a-day basis;


(III) is accredited by an organization designated by the Secretary pursuant to section
1834(u)(5); and


(IV) meets such other requirements as the Secretary determines appropriate, taking
into account the standards of care for home infusion therapy established by Medicare
Advantage plans under part C and in the private sector.


(ii) A qualified home infusion therapy supplier may subcontract with a pharmacy,
physician, provider of services, or supplier to meet the requirements of this subparagraph.
[425]
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  See Vol. II, P.L. 94-437, §403, with respect to an accounting of funds which must be included in the Secretary’s
annual report.


See Vol. II, P.L. 105-33, §4105(c), with respect to the establishment of outcome measures for beneficiaries with
diabetes.


See Vol. II, P.L. 108-173, §434, with respect to a frontier extended stay clinic demonstration project; §651, with
respect to demonstration project on coverage of chiropractic services under Medicare; §702, with respect to a
demonstration project to clarify the definition of homebound; and §926(a), with respect to availability of information
relating to Medicare skilled nursing facilities.


  P.L.114-113, §504(b)(2) inserted “and applicable disposable devices (as defined in section 1834(s)(2))” after
“durable medical equipment”. Effective December 18, 2015.


  P.L.114-255, §5012(c)(3); inserted “and home infusion therapy (as defined in subsection (iii)(i))” before the
period in the first sentence, Effective December 10, 2016.


  P.L. 114–40, §2(a), inserted “and eye tracking and gaze interaction accessories for speech generating devices
furnished to individuals with a demonstrated medical need for such accessories” after “appropriate organizations”.
Effective July 30, 2015


  P.L. 114-10, §513; struck paragraph (7); Inserted replacement paragraph (7). Effective April 16, 2015
  P.L. 114-27, §808(a); Inserted “, including such renal dialysis services furnished on or after January 1, 2017, by


a renal dialysis facility or provider of services paid under section 1881(b)(14) to an individual with acute kidney injury
(as defined in section 1834(r)(2)) “. Effective April 16, 2015


  P.L.114-255, §5012(a)(1)(A-C); (A) struck “and” at the end of subparagraph (EE); (B) inserting “and” at the end
of subparagraph (FF); (C) inserted new subparagraph (GG), Effective December 10, 2016.


  See Vol. II, P.L. 78-410, §354.
  See Vol. II, P.L. 100-203 §4071(b).
  P.L. 100-203, §4072(e), provided for a final report to be issued not later than April 1, 1993 and the


amendments made §4072(e) shall become effective on the first day of the first month (May 1, 1993 to begin after
such report is submitted to the Congress.


The final report was issued Apr. 26, 1993. See Cong. Rec., vol. 139, pt. 7, p. 10460, Ex. Comm. 1252.
  See Vol. II, P.L. 78-410, §353.
  P.L. 112-40, §261(a)(3)(B), struck out “quality control and peer review” and inserted “quality improvement”,


applicable to contracts entered into or renewed on or after January 1, 2012.
  December 5, 1980 [P.L. 96-499; 94 Stat. 2599].
  December 5, 1980 [P.L. 96-499; 94 Stat. 2599].
  December 5, 1980 [P.L. 96-499; 94 Stat. 2599].
  See Vol. II, P.L. 99-509, §9315(b) with respect to considerations in establishing limits and (c) with respect to


the GAO report.
  P.L. 78-410.
  August 5, 1997 [P.L. 105-33; 111 Stat. 251]
  P.L. 112-96, §3201(a)(1), struck out “and”.
  P.L. 112-96, §3201(a)(2)(A), struck out “a subsequent fiscal year” and inserted “fiscal years 2001 through


2012”, effective February 22, 2012.
  P.L. 112-96, §3201(a)(2)(B), struck out the period and inserted “, and”.
  P.L. 112-96, §3201(a)(3), added clause (v), effective February 22, 2012.
  P.L. 112-96, §3201(b)(1), struck out “with respect to cost reporting periods beginning on or after October 1,


2005” and inserted “and (beginning with respect to cost reporting periods beginning during fiscal year 2013) for
covered skilled nursing services described in section 1888(e)(2)(A) furnished by hospital providers of extended care
services (as described in section 1883)”, effective February 22, 2012.


  P.L. 112-96, §3201(b)(2), struck out “reduced by 30 percent of such amount otherwise allowable; and” and
inserted “reduced by—” and new subclauses (I) and (II), effective February 22, 2012.


  P.L. 112-96, §3201(b)(3), struck out “such section shall not be reduced.” and inserted “such section—” and
new subclauses (I)-(IV), effective February 22, 2012.


  P.L. 112-96, §3201(c), added new subparagraph (W), effective February 22, 2012.
  See Vol. II, P.L. 97-248, §111, with respect to elimination of private room subsidy.
  P.L. 112-40, §261(a)(3)(B), struck out “quality control and peer review” and inserted “quality improvement”,


applicable to contracts entered into or renewed on or after January 1, 2012.
  See Vol. II, P.L. 78-410, §§329, 330, 332 and 1302(7).
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  See Vol. II, P.L. 78-410, §330.
  See Vol. II, P.L. 94-437, title V.
  See Vol. II, P.L. 110-275, §143(d), with respect to a rule of construction regarding existing regulations and


policies.
  See Vol. II, P.L. 105-33, §4104(a)(2), with respect to the deadline for publication of determination on coverage


of screening barium enema.
  See Vol. II, P.L. 83-591, §501(c)(3).
  P.L.114-255, §5012(a)(2); inserted new subsection 1861(iii), Effective December 10, 2016.
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