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I.
POLICY

(Office name) will have a current Certificate of Waiver issued by CMS and only perform testing that are cleared as waived by the FDA.
(Office Name) will comply with the Clinical Laboratory Improvement Amendment (CLIA) regulations for waived testing found at 42 CFR 493 (unless located in WA which is considered CLIA-exempt and has more stringent state requirements).
II.
PURPOSE

A. To ensure (office name) employees have an understanding of the federal requirements that govern point-of-care testing (POCT) at the CLIA waived testing level.
B. To ensure patient testing is performed in compliance with the federal regulations; providing accurate and precise test results for quality patient care.
C. To ensure federal requirements are met for the continuation of Medicare & Medicaid payments for laboratory testing.

III.
DEFINITIONS

A. Point-of-Care tests are tests that are performed at the patient side regardless of whether the FDA has categorized the test as waived, moderately complex or highly complex. There are numerous point of care tests available that are considered moderately complex and have to follow more stringent regulatory requirements than outlined in this policy & procedure for waived testing.
B. Waived tests are defined by the CLIA regulations as those “which –
a. Are cleared by FDA for home use;

b. Employ methodologies that are so simple and accurate as to render the likelihood of erroneous results negligible; or

c. Pose no reasonable risk of harm to the patient if the test is performed incorrectly.”
IV.
PROCEDURE

A. Application for a certificate of waiver – an application for a certificate of waiver must be filed for each testing location unless providing testing at a mobile site or health fair, etc. that is testing under the certificate of the organization’s fixed location. 

1. New Application – Each location that would like to perform waived testing must submit a complete CMS-116 form to CMS through the State CLIA office in the State where testing will occur, providing -
a. The owner’s or laboratory director’s signature to attest to compliance with the CLIA regulations and allow unannounced surveys by CMS or their representatives;
b. A description of the organization and address;

c. Tests to be performed, test method, and manufacturer;

d. Annual test estimate;
The application fee is requested by CMS when they process the application.
Note: Under CLIA a new location can begin testing immediately as long as the application is submitted within 30 days of beginning testing. (Although, some states have stricter requirements such as prohibiting testing until a surveyor has surveyed the laboratory and approved the application. Reference the regulations of the state where testing will occur.)

2. Renewal – as Certificates of Waiver are valid for 2 years for all laboratories in good standing, whether they have been surveyed or not. Renewal is required prior to the current certificate’s expiration date by remitting the appropriate renewal fee and form issued to the laboratory by CMS for this purpose.
If the laboratory has not received a renewal form from CMS approximately 6 months prior to the current license’s expiration. The laboratory should contact [the State’s] CLIA office to initiate the renewal.

3. Updates – laboratories with a Certificate of Waiver must update CMS by submitting a new CMS-116 form whenever –

a. A non-waived test is added see B. Requirements for the addition of a new test, below;
b. Within 30 days of a change in-

i. Ownership;

ii. Name (company);

iii. Location;

iv. Laboratory Director;
v. The test(s) added.

A fee is determined based on whether the licensure type changes (such as Certificate of Waiver to Certificate of Compliance) or whether the update is purely administrative. The license holder will be notified of any fee when CMS processes the request, if fee payment is required.
B. Requirements for the addition of a new test
1. First ensure that the test qualifies as a waived test by reviewing the CLIA regulations under 493.1(c); or
2. Ensure that the test qualifies as a waived test by locating the test on the FDA Currently Waived Analytes database.
Note: If a non-waived test is added for the location, the location will no longer qualify for a Certificate of Waiver and will have to apply for a Certificate of Compliance or Certificate of Accreditation and meet all of the CLIA regulations that apply to non-waived testing. Provider performed microscopy (PPM) is considered moderately complex.
C. Personnel performing testing must follow manufacturer’s instructions when performing the test. Work aids are often provided by the manufacturer and recommended for use at the testing location for quick and easy reference.
D. Announced and unannounced surveys – all laboratories including those testing under a Certificate of Waiver is required to submit documentation to the CMS upon request and allow for announced or unannounced surveys by CMS or a representative organization. 
Surveys are used to determine whether licensed laboratories are performing the tests within the scope of the certificate held; whether testing is being performed within compliance and/or to evaluate the validity of complaints.
E. Condition: Reporting of SARS-CoV-2 test results is a requirement during the COVID-19 Public Health Emergency. All tests for SARS-CoV-2, the causative agent of COVID-19, must be reported to the State daily regardless of the test result (positives and negatives). These reports must include patient demographics.
F. Enforcement procedures are not reviewed within this policy although they are applicable to point-of-care testing performed under a Certificate of Waiver and may result in loss of Medicare and Medicaid payments for laboratory testing services. Regardless, denials rarely occur and CMS allows for a reasonable opportunity to appeal or correct any deficiencies found. 
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