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Respondents.

Relator, on behalf of the United States of America, for this Complaint against Respondents

alleges:

I INTRODUCTION

1. This is an action to recover damages and civil penalties for the United States arising from
false and/or fraudulent statements, records, and claims made and caused to be made by
Respondents, their agents, and employees in violation of the federal False Claims Act, 31 U.S.C.
§ 3729 et seq. as amended (the “FCA” or the “Act”) and New York Labor Law § 740.

2. Without limitation, Relator seeks monetary damages, civil penalties, and Relator's

reasonable attorneys' fees.



3. Rochester Regional Health (“RRH”) and United Memorial Medical Center (“UMMC”),
(collectively “RRH”) violated and continue to violate the FCA by knowingly failing to report
adverse events to the Vaccine Adverse Event Reporting System (“VAERS”) while claiming
money from the United States under the Centers for Disease Control and Prevention’s Covid-19
Vaccination Program.

4. Respondents failed to report most adverse events to the VAERS system from the start of
the Covid-19 Vaccination Program to present. Relator has direct and independent knowledge that
from about May 27, 2021 to October 6, 2021, RRH blocked Relator from submitting about 170
serious adverse events to the VAERS reporting system. To date, RRH failed to submit over 1200
adverse events after it administered the vaccine and over 12,000 adverse events from patients who
received an injection from other providers.

5. Respondents’ scheme violated the FCA, 31 U.S.C § 3729 et. seq., and other relevant federal
and state laws, rules, and regulations because mandatory reporting to VAERS is a material
condition of participation in the Covid-19 Vaccination Program which RRH agreed to via CDC
Covid-19 Vaccination Program Provider Agreement. Respondents informed staff of this
obligation in the RRH Covid-19 Vaccine Clinic Playbook. Respondents’ violations of federal law,
rules, and regulations provide separate and independent predicates for additional violations of the
FCA.

6. Respondents' wrongful and unlawful conduct caused: (a) money to be directly or indirectly
falsely claimed and received by Respondents from the United States; (b) Respondents knowingly
made, used, or caused to be made or used false records or statements material to false or fraudulent

claims; (c) Respondents conspired to falsely claim the funds; and (d) monies were not returned or



rebated to the United States; all in violation of the FCA and to the damage of the United States, its
political subdivisions, budgets, programs, and taxpayers.

7. Because of ongoing violations, the relevant period for this action and related damages is
from the earliest period allowed under the FCA up through the time of trial (the “Relevant Time
Period”).

II. PARTIES. JURISDICTION AND VENUE

8. RRH is a New York corporation with its principal place of business in Rochester, New
York. The network includes nine hospitals spanning from the Greater Rochester area across
Western New York, Finger Lakes regions, and the St. Lawrence region of Northern NY including
United Memorial Medical Center (UMMC). RRH was created on July 1, 2014, when it filed its
initial articles of incorporation with the New York Department of State.' UMMC was created on
July 30, 1900, when it filed its initial articles of incorporation with the New York Department of
State.?

9. Relator, Deborah Conrad, is a Physician Assistant (PA) and resident of the State of New
York and was employed by UMMC. Relator personally knows of the allegations in the Complaint.
10.  The information upon which the Complaint is based was not disclosed in a criminal, civil,
or administrative hearing, in a congressional, administrative, or Government Accounting Office
report, hearing, audit or investigation, or gained from the news media, and the Relator remains the
“original source” of the information on which this action is based within the meaning of 31 U.S.C.

§ 3730(e)(4)(B). Relator may file these claims on behalf of the United States under 31 U.S.C. §

3730(b).
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11.  Jurisdiction of this Court is based on 28 U.S.C. §§ 1331 and 1345 because the United States
is a party and the claims herein derive from laws and regulations of the United States, including
the FCA, 31 U.S.C. § 3730 et seq.

12. Under the False Claims Act, Title 31 U.S.C. § 3729, this Court has exclusive jurisdiction
over actions brought under the FCA.

13.  Under the False Claims Act, Title 31 U.S.C. § 3732(a), venue is proper and suit may be
filed in any judicial district in which Respondents may be found, reside or transact business or
engage in any act or omission in violation of 31 U.S.C. § 3729, et seq.

14. At all times relevant to this cause of action, Respondents were found, resided, transacted
business and/or committed acts and/or omissions in violation of 31 U.S.C. § 3729, et seq., within
the Western District of New York. Venue is proper in the Western District of New York.

III. CONDITIONS PRECEDENT

15.  Under section 3730(b)(2), Relator filed this action in camera and under seal with the Court
and will serve a copy of this Complaint and a written disclosure of the material evidence and
information the Relator has upon the Attorney General of the United States and the United States
Attorney for the Western District of New York under Rule 4 of the Federal Rules of Civil
Procedure.

16. In addition, Relator voluntarily provided all material evidence and information to the

federal government before suing.

IV. THE NATIONAL CHILDHOOD VACCINE INJURY ACT

17.  The National Childhood Vaccine Injury Act (NCVIA) of 1986 (42 U.S.C. §§ 300aa-1 to

300aa-34) was signed into law by United States President Ronald Reagan as part of a larger health

bill on November 14, 1986.



18.  NCVIA's purpose was to eliminate the potential financial liability

of vaccine manufacturers due to vaccine injury claims to ensure a stable supply of vaccines, and
to provide cost-effective arbitration for vaccine injury claims.

19.  The NCVIA requires healthcare providers to report:

(A) Any event listed by the vaccine manufacturer as a contraindication to subsequent doses of

the vaccine.

(B) Any event listed in the Reportable Events Table’ that occurs within the specified time
period after vaccination.
20.  The NCVIA mandates health care providers report certain adverse events following
vaccination to the Vaccine Adverse Event Reporting System (VAERS).

V. VAERS SYSTEM AND BACKGROUND

21. VAERS is a national vaccine safety surveillance program created as an outgrowth of the
National Childhood Vaccine Injury Act of 1986 (NCVIA) and is administered by the Centers for
Disease Control and Prevention (CDC) and U.S Food and Drug Administration (FDA) through a
contract with General Dynamics Information Technology, Inc. VAERS collects and analyzes data
from reports of adverse events following vaccination.*

22.  VAERS is an early-warmning system that detects problems possibly related to vaccines. The
system relies on reports from healthcare providers, vaccine manufacturers, and the public.
Reporting gives the CDC and FDA vital information to help quickly identify potential health

concerns and ensure vaccines are safe.

* Exhibit 23
4 https://www.vaers.hhs.gov



23. Since the onset of Covid-19 vaccination, VAERS has received over one million adverse
event reports and “19,476 preliminary reports of death” through March 1, 2023.° By tracking such
events, VAERS helps to identify any safety concerns.

24.  Health care providers are strongly encouraged to report to VAERS “any adverse event that
occurs after the administration of a vaccine licensed in the United States, whether it is or is not
clear that a vaccine caused the adverse event.”® The importance of filing VAERS reports is acute
-regarding Covid-19 vaccines developed based on technology never used on such a broad scale or
for this purpose before and which has only been granted emergency use authorization (“EUA”).
25.  Healthcare professionals are mandated by federal law to report certain medical events
arising after vaccination to VAERS. Under 42 U.S.C. § 300aa-25:

Each health care provider and vaccine manufacturer shall report to the

Secretary-

(A)the occurrence of any event set forth in the Vaccine Injury Table’,
including the events set forth in section 300aa—14(b) of this title
which occur within 7 days of the administration of any vaccine set
forth in the Table or within such longer period as is specified in the
Table or section,

(B) the occurrence of any contraindicating reaction to a vaccine which
is specified in the manufacturer’s package insert, and

(C) such other matters as the Secretary may by regulation require. 8

e Under the FDA and its EUA, all vaccine and health care providers who
administer the COVID-19 vaccine must report the following to the VAERS
in accordance with the Fact Sheet for Healthcare Providers Administering

5 https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html

6https ://vaers.hhs.gov/reportevent.html

7 Exhibit 23
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Vaccine (Vaccine Providers):*Vaccine administration errors whether or not
associated with an adverse event.

Serious adverse events (irrespective of attribution to
vaccination).

Cases of Multisystem Inflammatory Syndrome in children and

adults.

Cases of COVID-19 that result in hospitalization or death.”?

“Serious adverse events” “regardless of whether the reporter thinks the vaccine caused the

[adverse event]” are defined by the FDA to include:

Death;

A life-threatening adverse event;

Inpatient hospitalization or prolongation of existing
hospitalization;

A persistent or significant incapacity or substantial disruption
of the ability to conduct normal life functions;

A congenital anomaly/birth defect;

An important medical event that based on appropriate medical
judgement may jeopardize the individual and may require
medical or surgical intervention to prevent one of the outcomes
listed above.!!

In addition to vaccine administration errors and the “serious adverse events”

listed above, healthcare providers who administer Covid-19 vaccines are required by

FDA, and under the provider agreements for the CDC Covid-19 Vaccination Program,

to report the following to VAERS:

Cases of myocarditis after a Pfizer-BioNTech, Moderna, or
Novavax vaccine

Cases of pericarditis after a Pfizer-BioNTech, Moderna, or
Novavax vaccine

Cases of Multisystem Inflammatory Syndrome in children and
adults

° Relator’s Hospital is a vaccine provider.

10 pfizer-BioNTech COVID-19 Vaccine EUA Letter of Authorization reissued 05-10-2021 (fda.gov) (Pfizer);

Moderna COVID-19 Vaccine EUA Letter of Authorization 10122022 (fda.gov) (Moderna), Janssen Letter

Granting EUA Amendment (May 5, 2022) (fda.gov) (lohnson & Johnson).

1 https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html
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. Cases of COVID-19 that result in hospitalization or death!?
27.  To participate in the CDC’s Covid-19 Vaccination Program and receive funds related to
the administrative of Covid-19 vaccines, providers such as RRH must sign the CDC Covid-19
Vaccination Program Provider Agreement (“Provider Agreement”). The Provider Agreement
explicitly states, as an “Agreement Requirement,” “Organization must report moderate and
severe adverse events following vaccination to the Vaccine Adverse Event Reporting System
(VAERS).” This requirement points the signer to the VAERS website.!?
The certification for the Provider Agreement explicitly states'*:
The above requirements are material conditions of payment for COVID-19
Vaccine-administration claims submitted by Organization to any federal healthcare
benefit program, including but not limited to Medicare and Medicaid, or submitted
to any HHS-sponsored COVID-19 relief program, including the Health Resources
& Services Administration COVID-19 Uninsured Program. Reimbursement for
administering COVID-19 Vaccine is not available under any federal healthcare
program if Organization fails to comply with these requirements with respect to the
administered COVID-19 Vaccine dose. Each time Organization submits a
reimbursement claim for COVID-19 Vaccine administration to any federal
healthcare program, Organization expressly certifies that it has complied with these
requirements with respect to that administered dose.
28.  Inthe preceding section the certification for the Provider Agreement explicitly states:
By signing this form, 1 certify that all relevant officers, directors, employees, and
agents of Organization involved in handling COVID-19 Vaccine understand and

will comply with the agreement requirements listed above and that the information
provided in sections A and B is true.

29.  In addition, the Federal government can seek administrative and civil remedies prescribed
by the False Claims Act, 31 U.S.C. 3729-3733 and under the Program Fraud Civil Remedies Act,

31 U.S.C. 3801-3812.

12 https://www.fda.gov/safety/reporting-serious-problems-fda/what-serious-adverse-event
13 https://www.cdc.gov/vaccines/covid-19/provider-enrollment.html
14 Exhibit 24
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30.  Further, the Federal government may seek administrative and criminal remedies as
described at Sections 16(a) and (d) of the Small Business Act, 15 U.S.C. 645(a) and (d), as
amended.

31.  The Federal government may also prosecute Respondents for criminal penalties under 18

U.S.C. 1001 and any other penalties as may be available under law.

IV. RELATOR’S DIRECT AND INDEPENDENT KNOWLEDGE

32.  Ms. Conrad is a Physician Assistant (PA) and was employed by UMMC from 2007-2015
and then with UMMC / RRH from January 2015 to October 6, 2021, Ms. Conrad’s day-to-day
responsibilities as a PA included the evaluation, diagnoses, and treatment of hospital admissions
with acute and chronic disease. Ms. Conrad assessed, stabilized, and determined the disposition of
patients with emergent conditions and admitted, managed, and discharged all levels of hospitalized
patients. As a PA, Ms. Conrad constantly communicated with patients, patients’ families, and
hospital staff.

33. As Director of Advanced Practice Providers (APPs), Ms. Conrad provided oversight,
coordination, and improved Integration of APPs across inpatient and ambulatory settings. She
oversaw credentialing, competency, education, compliance, and consistency of patient services
delivered by APPs and was a member of the medical executive committee and the medical staff.
34.  In July 2020, Ms. Conrad was recommended by the New York State Society of PA’s
(NYSSPA) to the Office of Professional Medical Conduct for consideration as a candidate for
appointment to the Board for Professional Medical Conduct. The mission of this Board is to protect

the public from professional misconduct by physicians and physician assistants.!>

15 Exhibit 3
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35. In April 2021, Ms. Conrad was recognized by the UMMC Board of Directors for her
nomination of the 2021 Diane C. London Physician Excellence Award. Ms. Conrad was nominated
for the award by her RRH colleagues based on her hard work, skill, and dedication to improve
quality, facilitate teamwork, and deliver outstanding compassionate care.'®

36.  During and post Covid-19 pandemic, Ms. Conrad observed serious adverse events in some
RRH patients directly following initial Covid-19 vaccinations including breakthrough cases and
deaths.

37.  Ms. Conrad was curious if other practitioners were having the same observations. Ms.
Conrad conducted an internet search and learned that adverse events must be reported, by law, to
the VAERS system.

38.  Ms. Conrad knew of many serious post Covid-19 vaccine adverse events not reported by
her employer to either VAERS or the NYSDOH and submitted VAERS reports for her patients
and colleagues beginning in March 2021. Ms. Conrad did so after her paid shifts ended because
she understood the critical importance and mandatory nature of the task.

39.  Ms. Conrad, helped by Dr. Danielle Notebaert, UMMC Lead Emergency Room Physician,
identified ER patients who needed VAERS reports or who were potentially having adverse side
effects from their vaccines.!” Ms. Conrad was ultimately cut off from communication with Dr.
Notebaert.

40. On March 12, 2021, Ms. Conrad first notified via email Dr. Tara Gellasch, UMMC Chief

Medical Officer and Dr. Peter Janes, United Memorial Hospitalist Director, about the requirement

6 Exhibit 4
17 Exhibit 5
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to report to VAERS.!® Ms. Conrad volunteered report on her colleagues’ behalf until RRH
provided education or training to its employees and had a better system for reporting purposes.
41. Before the March 12, 2021 notification, RRH employees received no education or training
from the hospital or leadership about the requirement to report to VAERS.

42. Ms. Conrad contacted the Food and Drug Administration (“FDA”) and Centers for Disease
Control (CDC) for clarification regarding who and what hospital providers were to be reporting to
VAERS due to her concern for the lack of VAERS reporting by her colleagues.!® 20

43.  The CDC did not respond to Ms. Conrad’s communications. Paul Richards, Director for
Consumer Affairs at the FDA responded via the phone and email and told Ms. Conrad, “each
state’s DNV?! or joint commission must have standards in place for hospitals to report vaccine
reactions/suspected side effects.” Ms. Conrad contacted the New York DNV which denied
knowledge of this.

44, Ms. Conrad also raised the issue with the New York State Department of Health
(“NYSDOH”) (recorded) and with the Office of Professional Medical Conduct. She has not
received satisfactory answers, nor has she seen any steps taken by the Hospital to remediate the
issues.

45, On April 15, 2021, RRH issued an email about vaccine side effects from the J and J
vaccine.?? At the bottom of the email one line says, “Also, please remember to input any adverse

effects from the vaccine in the Vaccine Adverse Event Reporting System (VAERS).”

18 Exhibit 6
18 Exhibit 7
20 Exhibit 8
21 DNV stands for Det Norske Veritas a hospital accrediting body.
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12



46.  During March 2021, Ms. Conrad had several email communications with Trisha
Woodward, Infection Preventionist, UMMC, regarding VAERS reporting, the issues with the lack
of education surrounding VAERS reporting and how it can be improved. Ms. Woodward, on behalf
of Ms. Conrad, tried multiple times to escalate these concerns to high leadership at RRH (Dr.
Shaw-Ree Chen, Director of Quality and Dr. Hiloni Bhavsar, Chief Quality Officer) but did not
receive a response about what they were planning to do about it or how they planned to educate
staff.??

47.  On May 6, 2021, there was an internal email exchange amongst multiple people in
leadership in the system talking about dermatologic side effects being seen following Covid-19
vaccination. The general medical staff never received this email. It was forwarded to Ms. Conrad
by Ms. Woodward. In the email, leadership talks about VAERS and side effects but does not
discuss this with providers seeing these patients. They minimized the VAERS reports by saying
over a million people were vaccinated already so a few with problems didn’t matter.?*

48.  On May 24, 2021, Ms. Conrad emailed RRH management.?® In the email, Ms. Conrad
stated “We as health care providers are required by law to report these cases.” Ms. Conrad advised
that the VAERS case number gives the patient the documentation needed and validation of
potential injury to support claims filed with the National Vaccine Injury Compensation Program
(NVICP) or the Countermeasures Injury Compensation Program (CICP). Dr. Gellasch responded
that she agreed with Ms. Conrad’s assessment that RRH must report to VAERS per guidance. Dr.

Gellasch suggested Ms. Conrad used broader criteria for her reporting.

23 Exhibit 10
2 exhibit 11
25 Exhibit 12
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49.  On May 25, 2021, Ms. Conrad exchanged emails with Dr. Gellasch regarding patients

needing VAERS reports. The email identified seven patient deaths. Ms. Conrad’s understood

these patients were included in the audit of her VAERS reports.?® On May 27, 2021, Ms. Conrad

met with Dr. Gellasch and Dr. Janes regarding the email Ms. Conrad sent to Hospital leadership

on May 24, 2021. Dr. Gellasch said although Ms. Conrad’s heart was in the right place, she needed

to make sure the message being provided to employees was consistent. Dr. Gellasch further

advised:

From what our risk team is telling us, really you can only be
reporting on the patients that you are providing direct care for and
so you cannot, and 1 know you’ve been volunteering and trying to
be helpful, but we need you to try to kind of dial it back and focus
on the patients that you are directly responsible for ...

50. Ms. Conrad said she took on this task because no one else wanted to do it.

Hospital dismissed that with the statement that:

The approach has been that this is the responsibility of the individual
provider who believes they have identified a potential adverse event
and that has been our approach... You can’t control, and I know this
is frustrating, but you can’t control whether someone else is putting
the report in... and we do need to follow how the system is
approaching this currently.

However, the

51.  When Ms. Conrad again explained her concerns about underreporting, she was called an

anti-vaxxer by the Hospital:

I don’t want us to go down any kind of rabbit hole here but the thing
I think we need to be clear about and I am just going to be frank with
you ...in reading the few emails you sent me and reading the email
that went out to the providers, it does come across a bit...uh very
vaccine...ugh I won’t say very but it comes out quite, it comes out
quite almost anti-vaxxy, right, and you know, clearly as an
organization, as a health system, right and as ... an organization that
is working on following CDC guidelines and following the guidance

26 Exhibit 13
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of the department of health, we are very much advocating for

patients to receive the vaccine. And we are very much working on

the.. .effort to work to try and reduce vaccine hesitancy... We want

people to understand that on the whole this is a very safe vaccine

and that the science supports that.
52. Ms. Conrad voiced more concerns of adverse events following vaccination and was told:

Yes, just like other vaccines, there are folks that are going to be

negatively impacted but, on the whole, we have seen a tremendous

benefit to the vaccine ... you and I are not individual providers,

we’re employee providers and we do on some level need to kind of

.. for lack of a better way of saying it, we tow the company line. That

is part of our responsibility is to be supporting the mission of the

organization.
53. On May 27, 2021, Ms. Conrad received an email from Dr. Gellasch following the meeting
warning Ms. Conrad to only report adverse events in her patients.?” In addition, due to Ms.
Conrad’s role as a leader in the organization, he demanded she support RRH’s approach to the
vaccine by following CDC and DOH guidance.
54.  On June 2, 2021, RRH employees received a second email regarding VAERS.?® This was
the last email about VAERS from the system and RRH did nothing to enforce reporting or assure
that the reports that went in Safe Connect or that were sent to RRH CMO were completed.
55.  Instead of praising her efforts, RRH audited Ms. Conrad’s VAERS submissions on May
27,2021. RRH told Ms. Conrad they would audit the VAERS reports she submitted because, “in

[her] clinical role and as a leader in the organization, “she was to “support [the Hospital’s]

approach to the vaccine,” and submitting reports to VAERS was contrary to its “approach to the

vaccine.”

27 Exhibit 14
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15



56.  In auditing the VAERS reports submitted by Ms. Conrad — the Hospital’s Chief Quality
Officer stated that she had “not heard this level of reporting from anywhere else and didn’t hear
similar reports from [another hospital in the system].” The audit concluded Ms. Conrad was
overreporting to VAERS.

57.  Ms. Conrad continued to report patients that should have been reported to VAERS
including patient L.C. On May 31, 2021, Ms. Conrad emailed Dr. Gellasch information directly
from the CDC website as to why L.C. should be reported. Ms. Conrad requested the patient’s
VAERS case number for her records “because now having knowledge of this case and not
reporting it myself as T have been instructed to do by the system, puts me in a position to knowingly
violate the law.”? To Ms. Conrad’s knowledge, L.C. was not reported to VAERS.

58.  On June 16, 2021, Ms. Conrad emailed UMMC CMO Dr. Tara Gellasch and Hospitalist
Dr. Peter Janes regarding eleven breakthrough Covid-19 infection cases of vaccinated people in
the hospital that needed VAERS reports done where the overseeing provider had not reported them
to VAERS.3® Ms. Conrad asked for a follow-up email letting her know they were reported because
some patients were waiting on VAERS numbers. Dr. Gellasch responded that it is the overseeing
provider’s clinical decision on whether to report to VAERS. Furthermore, she said “from our prior
discussions I do understand you interpret the VAERS guidance broadly however after reviewing
the RRH leadership and the Finger Lakes Vaccine hub, this is not a universal interpretation. The

overseeing provider determines if the report is done.”

29 Exhibit 16
30 Exhibit 17
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59.  OnJune 25,2021, Ms. Conrad sent Dr. Gellasch and Dr. Janes another email regarding the
requirement to report to VAERS and identified six more patients that needed VAERS reports.’!
These cases went unreported in VAERS.

60. On June 28, 2021, a letter from Siri & Glimstad LLP was sent to RRH CMO and UMMC
leadership about the underreporting to VAERS and NYSDOH of post-Covid-19 vaccine adverse
events.’? The hospital was asked to confirm it was meeting its legal and ethical obligations
including: (i) educating the staff about its responsibility to report to VAERS, (ii) creating internal
policies and procedures ensuring VAERS reports would be made and establishing the process for
doing so, and (iii) allowing Ms. Conrad and any other healthcare professional employees to submit
VAERS reports without retaliation.

61. Ms. Conrad received a response on July 14, 2021, addressing the serious allegations made
against RRH and its healthcare providers relative to reporting adverse events to VAERS. RRH
stated they developed and distributed robust educational and training tools to help healthcare
providets comply with their responsibility to report adverse events related to the Covid-19
vaccination. RHH further stated that the education process was continuous and robust. “RRH has
never discouraged one of its healthcare providers from reporting any adverse events experienced
by one of their patients, whether related or unrelated to Covid-19 vaccine,”?

62. On July 21, 2021, Siri & Glimstad LLP sent a letter to RRH Deputy General Counsel

notifying RRH that they were not meeting their VAERS reporting obligation.>*

31 Exhibit 18
32 Exhibit 19
33 Exhibit 20
34 Exhibit 21
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63. On July 16, 2021, Ms. Conrad met with UMH President Dan Ireland. During the
conversation, Mr. Ireland stressed that Ms. Conrad could only report on the patients in her care.
Mr. Ireland stressed that the approach the system took toward VAERS reporting was that it was
the responsibility of individual providers to report and that they would not enforce VAERS
reporting. In addition, he stated "it is not the organization’s duty to educate providers about the
VAERS system and what to report, it is the providers duty to educate themselves on this." This
contradicts the Vaccination Program Provider Agreement which states it is the duty of the CMO
and CEO to certify that all relevant officers, directors, employees, and agents of the organization
understand and would follow the agreement.>

64. On July 19, 2021, Siri & Glimstad LLP sent a letter to the federal agencies (HHS, CDC,
FDA) about Ms. Conrad’s first-hand account of violations of VAERS reporting requirements for

the Covid-19 vaccines.*®

65. OnlJuly21,2021, Ms. Conrad’s legal Counsel responded to RRH disputing the steps RRH
claimed were taken to advise health care workers of VAERS reporting obligations.

66. On September 22 and September 27, 2021, Ms. Conrad was interrogated by Dr. Gellasch
and Dr. Janes about various “patient family/friend complaints™ surrounding VAERS reporting of
patients’ vaccine injuries and threatened report her to the New York State Society for Physician
Assistants (NYSSPA) for spreading misinformation about the vaccines. Dr. Gellasch provided Ms.
Conrad a copy of a NYSSPA Statement on Dissemination of Misinformation dated September 13,

2021 during the interrogation on September 27, 2021.

35 Exhibit 24
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67.  These doctors tried to conceal the Covid-19 vaccine related death of patient S.C. who died
of sudden multiorgan failure 48-hours after his vaccine. The vaccine was mentioned throughout
his medical record from the ER admitting note by Drs Erik Peterson MD, Kathleen O’Donell DO
and admitting Dr Myung Sun Choi MD. It was later eliminated from the discharge summary and
death certificate by Dr Peter Janes. Dr. Janes failed to make a VAERS report on the patient. Ms.
Conrad was alerted to the patient by a resident that a VAERS report must be filed and filed one.
She then contacted S.C.’s daughter G.D. about this documentation being completed.

68.  Ms. Conrad came out publicly on The Highwire which aired nationally 9/17/2021 exposing
the suppression of vaccine side effect reporting to the VAERS system.

69. On September 26, 2021, the New York Times published an article entitled “these
healthcare workers would rather be fired than get vaccinated.” In it, Ms. Conrad mentioned
concern about vaccine side effects as the reason she did not want to get vaccinated. It was
mentioned that Ms. Conrad worked at UMMC.

70. On October 6, 2021, Ms. Conrad was interrogated by RRH’s HR Director about the High
Wire episode, the New York Times article, Covid-19 test-to-stay concerns and her GoFundMe
account. Ms. Conrad was asked if she would leave quietly, or if she needed to be escorted out of
the hospital. Ms. Conrad was escorted to her workstation on the main medical floor, humiliated
before her peers in the middle of her 12-hour shift, asked to leave the hospital immediately and
observed closely by HR staff as she was walked out. Ms. Conrad was unable to record as she was
suddenly surrounded while charting her patients after lunch.

71. Among the more than 12,000 Covid-19 vaccine injured patients treated by Respondents

for post vaccination adverse events but not reported to VAERS, here are some specific examples:

19



e Patient E.F., 13 years old, presented to the ER with sudden shortness of breath and fatigue
one day after receiving the vaccine.

e Patient S.B presented to the ER one day after receiving the Moderna vaccine after
experiencing syncope, witnessed convulsions, fevers, chills and myalgias.

e Patient J.F. presented to the ER three days after her vaccination with arm pain and
induration of the injected arm. This is reportable to VAERS regardless of the type of
vaccine administered.

72.  Since being given the order to report on only her patients on May 27, 2021, Ms. Conrad
learned of other patients whose conditions required a VAERS report and whose treating nurses

and doctors did not file a VAERS report including:

Date of Date of Date of Date of
1 EF. 5/1/2021 51 | EM. 6/28/2021 101 | P.S. 8/2/2021 151 | L.D. | 9/6/2021
2 PC. 5/1/2021 52 | LG. 6/28/2021 102 | R.B. 8/2/2021 152 | L.C. | 9/7/2021
3 JK. 5/1/2021 53 | P.H. 6/29/2021 103 | G.F. 8/3/2021 153 | M.L. | 9/7/2021
4 1S. 5/3/2021 54 | V.R. 6/29/2021 104 | M.D. 8/3/2021 154 | R.S. | 9/8/2021
5 S.B. 5/53/2021 55 | IN. 6/30/2021 105 | D.G. 8/3/2021 155 | S.S. 9/8/2021
6 LY. 5/28/2021 56 | CS. 6/30/2021 106 | G.B. 8/3/2021 156 | B.K. | 9/8/2021
7 FH. 5/15/2021 57 | C.L. 6/30/2021 107 | CH. 8/9/2021 157 | N.C. | 9/9/2021
8 L.C. 5/25/2021 58 | AB. 6/30/2021 108 | M.L 8/9/2021 158 | F.B. 9/9/2021
9 PF. 5/26/2021 59 | LK. 7/2/2021 109 | DS. 8/9/2021 159 | 1.B. 9/9/2021
10 R.A. 5/30/2021 60 | B.R. 7/4/2021 110 | T.C. 8/12/2021 160 | D.B. | 9/9/2021
11 LH. 5/30/2021 61 | LR 7/5/2021 111 | D.M. 8/12/2021 161 | J.S. 9/10/2021
12 JF. 5/31/2021 62 | CM. | 7/5/2021 112 | G.P. 8/12/2021 162 | J.T. 9/10/2021
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13 PR 6/1/2021 63 | HH. | 7/5/2021 113 | HR. 8/13/2021 163 | D.S. | 9/2/2021
14 ED. | 6/1/2021 64 | RG. | 7/6/2021 114 | J.B. 8/13/2021 164 | D.C. | 9/23/2021
15 KW. | 6/1/2021 65 | RL. | 7/6/2021 115 | HP. 8/14/2021 165 | L.G. | 9/23/2021
16 G.S. | 6/1/2021 66 | C.S. 7/6/2021 116 | R.G. 8/16/2021 166 | G.P. | 9/23/2021
17 B.K. | 6/1/2021 67 | RM. | 7/6/2021 117 | RR. 8/16/2021 167 | M.G | 9/23/2021
18 Vi 6/7/2021 68 | D.C. | 7/6/2021 118 | AW. | 8/16/2021 168 | J.B. | 9/23/2021
19 R.J. 6/7/2021 69 | T.S. 71712021 119 | BW. | 8/16/2021 169 | KL. | 9/23/2021
20 L.P. 6/7/2021 70 | M.D. | 7/772021 120 | JN. 8/19/2021 170 | B.R. | 9/23/2021
21 D.C. | 6/8/2021 71 | EV. | 7/772021 121 | HJ. 8/19/2021

22 PF. 6/8/2021 72 | S.8. 7/7/2021 122 | KK. | 8/19/2021

23 LS. 6/9/2021 73 | M.D. | 7/8/2021 123 | JP. 8/19/2021

24 FM. | 6/9/2021 74 | V.F. | 7/8/2021 124 | C.B. 8/19/2021

25 N.M. | 6/9/2021 75 | RT. | 7/8/2021 125 | JN. 8/21/2021

26 EG. | 6/9/2021 76 | IM. | 7/9/2021 126 | L.S. 8/21/2021

27 D.G. | 6/10/2021 77 | 1A. 7/9/2021 127 | G.F. 8/23/2021

28 F.C. 6/10/2021 78 | M.D. | 7/9/2021 128 | E.S. 8/23/2021

29 EV. | 6/10/2021 79 | S.S. 7/9/2021 129 | L.D. 8/23/2021

30 M.C. | 6/15/2021 80 | C.R. | 7/1272021 130 | D.P. 8/23/2021

31 GM. | 6/16/2021 81 | NM. | 7/12/2021 131 | JS. 8/24/2021

32 AP 6/16/2021 82 | RG. | 71212021 132 | IM. 8/24/2021

33 D.B. | 6/16/2021 83| IC 7/12/2021 133 | R.S. 8/24/2021

34 S.F. 6/18/2021 84 | T.G. | 7/12/2021 134 | FW. 8/27/2021

35 RM. | 6/17/2021 85 | WE. | 7/12/2021 135 | G.L. 8/27/2021
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36 DM. | 6/18/2021 86 | CM. | 7/13/2021 136 | M.V. | 8/27/2021

37 ED. | 6/18/2021 87 | LK. | 7/13/2021 137 | CK. 8/27/2021

38 CM. | 6/18/2021 88 | L. 7/13/2021 138 | R.G. 8/27/2021

39 K.W. | 6/18/2021 89 | EP 7/14/2021 139 | MM. | 8/27/2021

40 CD. | 6/18/2021 90 | RC. | 7/14/2021 140 | SW. | 8/29/2021

41 P.C. | 6/18/2021 91 | CM. | 7/14/2021 141 | JW. 8/29/2021

42 G.S. | 6/18/2021 92 | M.H. | 7/15/2021 142 | S.H. 8/30/2021

43 BK. | 6/18/2021 93 | GK. | 7/15/2021 143 | C.B. 8/30/2021

44 S.W. | 6/19/2021 94 | RP. 7/21/2021 144 | JP. 8/30/2021

45 T.T. | 6/21/2021 95 | RB. | 8/2/2021 145 | ZM. | 8/31/2021

46 DM. | 618/2021 9 | EP. 7/13/2021 146 | GE. 9/3/2021

47 | AG. | 6/18/2021 97 | CM. | 812021 147 | EW. | 9/3/2021

48 | LG. | 6/26/2021 98 | M.L. | 8/1/2021 148 | AT. | 9372021

49 | GB. | 6/2872021 99 | JL. | 8/1/2021 149 | MLA. | 97372021

50 | HL. | 6/28/2021 | 100 | M.S. | 8/2/2021 150 | LD. | 9/3/2021
Count I

False Claims Act 31 U.S.C. §3729(a)(1)(A)
73.  Relator realleges and incorporates by reference the allegations in the paragraphs above as

though fully set forth herein.

74.  This is a claim for treble damages and penalties under the False Claims Act, 31 U.S.C.

3729, et seq. as amended.

75.  Through the acts described above, Respondents knowingly presented or caused to be

presented false or fraudulent claims for payment or the Government, unaware of the falsity of all
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such claims made or caused to be made by Respondents, has paid such false or fraudulent claims
that would not be paid but for Respondents’ illegal conduct.

76. By Respondents’ acts, the United States has been damaged, and continues to be damaged,
in a substantial amount to be determined.

77.  The United States may receive the maximum penalty of up to $27,018 for every violation

alleged.

Count I1
False Claims Act 31 U.S.C. § 3729(a)(1)(B)

78. Relator realleges and incorporates the above paragraphs as though fully set forth herein.
79.  This is a claim for treble damages and penalties under the False Claims Act, 31 U.S.C.
3729, et seq. as amended.

80. Through the acts described above, Respondent knowingly made, used, or caused to be
made or used false records or statements material to false or fraudulent claims.

81.  The Government, unaware of the falsity of the records, statements, and claims made or
caused to be made by Respondent, has paid claims that would not be paid but for Respondent’s
illegal conduct.

82. By Respondent’s acts, the United States has been damaged, and continues to be damaged,
in a substantial amount to be determined.

83. The United States may receive the maximum penalty of up to $27,018 for every violation

alleged.

Count ITT
False Claims Act U.S.C. § 3729(a)(1)(C)

84.  Relator realleges and incorporates the above paragraphs as though fully set forth herein.
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85.  This is a claim for treble damages and penalties under the False Claims Act, 31 U.S.C.
3729, et seq. as amended.

86. Through the acts described above, Respondent knowingly conspired to commit a violation
of U.S.C. § 3729(a)(1)(A), U.S.C. § 3729(a)(1)(B), U.S.C. § 3729(a)(1)(D), and U.S.C. §
3729(a)(1(G).

87. The Government, unaware of the concealment by the Respondent, has not made demand
for or collected funds due from the Respondent.

88. By Respondent’s acts, the United States has been damaged, and continues to be damaged,
in a substantial amount to be determined.

89. The United States is entitled to the maximum penalty of up to $27,018 for every violation

alleged.

Count 1V
False Claims Act U.S.C. § 3729(a)(1)(G)

90. Relator realleges and incorporates the above paragraphs as though fully set forth herein.
91.  This is a claim for treble damages and penalties under the False Claims Act, 31 U.S.C.
3729, et seq. as amended.

92. Through the acts described above, Respondent has knowingly made or used, or caused to
be made or used, false records or false statements material to an obligation to return money to the
Government.

93.  The Government, unaware of the concealment by the Respondent, has not made demand
for, or collected funds due from the Respondent.

94. By Respondent’s acts, the United States has been damaged, and continues to be damaged,

in a substantial amount to be determined.
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95. The United States is entitled to the maximum penalty of up to $27,018 for every violation

alleged.

Count V
Retaliation 31 U.S.C. § 3730(h)

96.  Relator realleges and incorporates the above paragraphs as though fully set forth herein.
97. In violation of 31 U.S.C. § 3730(h), Respondents retaliated against Relator because of her
efforts to stop Relators from committing violations of the False Claims Act.
98. Respondents punished Relator for her lawful and statutorily protected activity with
harassment and termination.
99.  Relator suffered economic loss and emotional harm because of her termination by
Respondents.
Count VI

New York Labor Laws §§ 740 and 741
100. Relator realleges and incorporates the above paragraphs as though fully set forth herein.
101. In violation of New York Labor Laws §§ 740 and 741, Respondents retaliated against
Relator because of her efforts to stop Respondents from committing violations of the False
Claims Act and for matters which may present a substantial and specific danger to public health
or safety and a significant threat to the health of specific patients.
102. Relator fully informed Respondents of their fraudulent and illegal acts verbally and in
writing before bringing this action.
103. Respondents punished Relator for her lawful and statutorily protected activity with

harassment and termination.
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104. Relator suffered economic loss and emotional harm because of her termination by

Respondents. front pay, civil penalties not to exceed $10,000, and punitive damages (in addition

to back pay)

PRAYER FOR RELIEF

WHEREFORE, Relator prays for judgment against Respondents that:

a.

Respondents cease violating 31 U.S.C. § 3729 et seq. and New York Labor Laws
§§ 740 and 741,

This Court enter judgment against Respondents equal to three times the damages
the United States has sustained because of Respondents’ actions, plus a civil penalty
of not less than $13,508 and not more than $27,018 for over 12,000 violations of
the False Claims Act totaling at least $140,000,000.00.

Relator be awarded the maximum amount allowed under §3730(d) of the False
Claims Act and the False Claims Act;

Relator be awarded two times Relator’s back pay, interest on Relator’s back pay,
front pay, and punitive damages because Respondents’ actions were willful,
malicious, and wanton.

Relator be awarded all costs, including attorr_leys’ fees and expenses; and

The United States and Relator recover such other and further relief the Court deems

just and proper.
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Respectfully submitted,

MENDENHALL LAW GROUP

JHd L

Warner Mendenhall (0070165)

190 N. Union St., Ste. 201

Akron, OH 44304

(330) 535-9160; fax (330) 762-9743
warner@warnermendenhall.com

Counsel for Relator

JURY DEMAND

Relator demands a trial by jury on all issues so triable.

L

Warner Mendenhall (0070165)
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NEWYORK | Department

STATE OF

OPPORTUNITY. Of _lealth :

ANDREW M. CUOMO HOWARD A, ZUCKER, M.D,, J.D. LISA J. PINO, M.A., J.D,
Governor Commiisgioner Executive Deputy Commmswner
July 23, 2020

Deborah Conrad, PA-C
2638 Pear] Street Road
Corfu, New York 14036

Dear Ms. Conrad:

The New York State Society of Physician Assistants has recomménded you to the Office of Professional
Medical Conduct for consideration as a candidate for appomtment to the Board for Professional Medical
Conduct. The mission of this Board is to protect the public from professional misconduct by physunans and
physician assistants, Thée Board is also responsible for ensuring that the disciplinary process is correctly
perceived as being fair and effective by both physicians and the public. ‘

It is important that the Board be representative of the population it serves and that its members meet the
high standards demanded by the significant nature of their work. Therefore, several factors are taken into
consideration when reviewing candidates for possible appointment to the Board, Among these are: the néed
for various specialties and/or professions, proper geographic representation, ability to meet service
requiremerits, as well as other variables required to insure a well-proportioned Board. Submission of an
application does not assure appointment. The application is considered at several levels.

You will be considered as a Lay Member Candidate, Please ask the NYSSPA to provide you with a letter
of reference and you will need one letter of reference from a non-relative which supports your character and
competence to serve on the Board. This letter should indicate the relationship between you and the individual

providing the reference.
Thank you for your interest in becoming a board member and providing your Curriculum Vitae. Please

complete and forward the enclosed application and Curriculum Vitae Summary forms. Upon receipt of the
information requested, your application will be processed, and you will be considered for appointment;

Please understand that the review and appointment process is a lengthy procedure, which culminates with
an appointment by the New York State Commissioner of Health. This process frequently takes a significant
amount of time and COVID has slowed things down.

If you have any questions concerning your nomination or the Board for Professional Medical Conduct

EXHIBIT
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UNITED MEMORIAL MEDICALC
ROCH ESTER 127 I\f:rth gt”] ;ataviae,?w 1’3025:;l b

REGIONAL HEALTH P 585.343.6030 "l_ rochesterregional.org

April 6, 2021

Dear Deborah Conrad, PA,

We members of the United Memorial Medical Center Board of Directors applaud your
nomination for the 2021 Diane C. London Physician Excellence Award.

Your hard work, skill, and dedication during one of the most difficult years of this hospital’s
history brought hope and healing to our patients, our community, and our hospital tearms. Your
passion to improve quality, facilitate teamwork; and deliver outstanding compassionate care—
in the tradition of Diane London, MD—helped elevate United Memotial to an extraordinary
level of excellence.

Every year, United Memorial surveys employees and medical staff for nominations. That you
were so recognized shows your colleagues’ deep respect and appreciation. The UMMC Board of
Directors then reviews the nominations and selects an honoree—this year Jennifer Griffith, MD.
it is always hard to single out one doctor when so many, like you, embody excellence.

So please, know how profoundly we honor your great role in our health care mission, and
accept this Certificate of Recognition as a heartfelt gesture of thanks.

Sincerely,

WM(W

Mark C. Schoell
United Memorial Medical Center Board Chair

EXHIBIT
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A

appointment process, please email me or contact me at 518-402-6718. Your interest in ensuring quality medical

care in New York State is appreciated.
‘ L] [
’M ki,

Michael S. Jaku

Interim Executive Secre

Office of Professional Medical Conduct
michael.jakubowski@health.ny.cov

MSJ/df
Encl.
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From: Conrad, Deborah

Sent: 5/29/2021 12:52:23 PM
To: "debcpa28facl.com" <debcpa28lacl.com>
Ce:

Subject: Fw: Cutaneous reactions reported after Moderna and Pfizer COVID-19 vaccination: A registry-based study of 414 cases

From: Conrad, Deborah
Sent: Thursday, May 6, 2021 9:19 AM

To: Woodward, Tricia

2 Re: Ci n ions reported after Moderna and Pfizer COVID-19 vacdination: A registry-based study of 414 cases
Trisha, Thank you for this. What | find most i g Is the admitted of the registry and the fact that these cutaneous reactlons mimic those same reactions seen in covid 19 infection. What concemns me the most of the pt data I've
collected is | am seeing the same thing with other condi The same lar sequela seen covid 18 infectlon is being seen in some vaccinated subjects ie stroke, mi's, dvt/pe, link to new dm-1, etc. since the vaccine contains the
antigen spike protein only, which is what is implicated in the known fi covid 19 Inf how do we know when that same spike protein antigen is introduced in the body the same complications cant happen
in some vaccine subjects?? the problem with the rapid development and roll out of these wc:lnes is they overlapped clinical phase trials/animal trlals and greatly sh d the ob time after to roll them out to everyone under

"emergency use." Other vaccines take 10-15 years to get through all the trial phases and animal phases before they are brought to full FDA approval. People don't realize that vaccines normally go through much more scrutiny than drugs do.
However, rapidly skipping the known routine trial lengths can prove to be disastrous Into the future as in my opinion nothing that is rushed tumns out well, and many errors are discovered that would not have been missed had we taken our time. No
matter how much | search | cannot find any finished phase 1 trial data on the animal models that were tested before we rolled them out to human trial subj Its by we ! d the phases and the anlmal trials are not complete yet which
Is very scary considering what happened to the animal trlat subjects in the past when we tried to come up with coronavirus vaccines. They never made it to human trials in all vaccine attempts triedi BYW | have references for all the info | have
provided. 1 so wish someone would just take the time to listen to my and und d that my ion s in peaple's safety and especially our children's safetyll Thank you for being one of the few who are willing to hear my concems. |
haven't even began to tell you my concems regarding fertility and syncytin 1 and 2. | just know [ am right in what | am seeing. lts sad that many will be harmed in my opinion before this becomes fully transparent.

Deb

W additionally observed resctions to Modema and Pfizer vacdines that had been noted after heSARS-CoVe2 infaction iiself, including pe'nbldll-blalns (g, “COMD tnes"), enythromelalgia, end pityiasis-rosea-iks exanthems.3,8 9Thatth imi
COMD-19 potentially suggests that (1) the hostimmuneresponse o the virus Is being replicated bythe vau:nsand (2 ofthe virus are likelyto befrom an immune reapanss to the virus ralharlhan diractviral effects. 10, 11Erw1ru'ne|alga
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Fram; Waodward, Tricia
sant: Thursday, May §, 2021 8:16 AM

Te: Conmad, Deborah
Subject: FW: Cutaneous reactions reported after Moderna and Pfizer COVID-19 vaccination: A registry-based study of 414 cases

Just wanted to share.

Sent from my Verizon, Samsung Galaxy smartphene

——— Original message —

From: "Curtin, R d.C h gl l.org>
Date: 5/6/21 8:04 AM (GMT—DE 00)
To: "Chen, Shaw-Ree" <Sh Cl t ional.org>, "Adams, Robert (Ph )" <Robert.Ad t ional.org>, "And Maria" <Maria.And h gional.org>, “Ath Jarrod"
<Jarrod.Atki { ional.org>, "Balicki, Larry" <Larry.Balicki g i.org>, "Blshop, Bryce™ <Bryce.Bishop@rochesterregional.org>, "Carey, Jennifel‘ Jennifer.Carey h org>, "Caruso, Richard"
hard.C; h ional.org>, "Clement, Ivonne" <I Cl ional.org>, "Della Rocco, James" <James.Della.Rocco@roch ).org>, “Doyle, M " <M Doyl } org>, "El-Daher,

Nayef" <Nayef El—Daher@mchesteneglona! org>, "Famsworth, Donna" <Donna.Far h h |.org>, “Gales, Jennifer" <Jennifer.Gales @rochesterregional.olg>, “Gintner, Alise” <Alise. Glntner@rc:hesterreglonal org>, "Gnosey,

¥ ional.org>, "Ince, Sevinc” <Sevinc. Ince@vochesterreglonal org> “Jones, Mary (UH, Director of Nursing)" <MaryJones@mchesteneglonal org>, "Leonardi, Janlce® <Janice.l Org>,
"Lopez, Katie" <Katie.l l.org>, "Matos, Manuel {MD)" 1.org>, Donna" <Donna.Med: l.org>, "Mothersell, Jeff" <leff.Moth 1) L.org>, "O'Leary,
Kathleen" <katie. oleary@rozhesterreglonal org>, "Pullano, Clare” <Clare.. 1l h l.org>, "Scholl, Tami" <Tami.Scholl ional.org>, "Scott, lan" <Jan. org>, "Stewart, Douglas”
<Douglas gional.org>, "Vogl, Susan” <Sue.Vi t gional.org>, " Patti" <Patti.Wag; h l.org>, "Welch, Amy" <Amy.Wel h Lorgs, "White, St "
Sh Whi t l.org>
Subject: Cutaneous reactions reported after Medema and Pfizer COVID-19 vaccination: A registry-based study of 414 cases

EXHIBIT

Dear Colleagnes,
Pertaps a talking point with a pationt/fiend/anyone rehwtant that as of May 5 there Ive been Total vaccination deses given globally so far:1,194,858,298. 1 1



ORIGINAL ARTICLE| ARTICLES IN PRESS

Cutaneous reactions reported after Moderna and Pfizer COVID-19 vaccination: A registry-based study of 414 cases
« Devon E McMshon, BA
FExin Amerson, MD
Misha Rosenbach, MD

E%

g
B
]

JAAD, Journal of the American Academy of Dermatology. Published: April07, 2021.

From MedpageToday:
“The findings came fromthe COVID- 19 Dermatologry Registry, a joint effort of the American Academy of Dermatology (AAD) and the International League of Dermatologic Societies. They were discussed during the recent AAD virtual moeting

and published simittaneowsly in the Journal of the Ameriean Academy of Dermatology.

"We have been ivolved with following skin reactions to OOVID- 19 vaccines, but the paper & pretty novel in that #t covers a whole range of reactions that had not been reported from vaccine clinical triak, " registry principal investigator Esther Freeman, MD, PiD, of
mssachmGasmlHospmlmBommkiMngeToday “Understandably, the clnical triaks were focused on their mejor endpoints and didn't really provide 2 ot of detail on the skin reactions seen in patients.”

Establiched in March 2020 1o ihate information on manifstations of COVID-19, the registry expanded in Decemrber to inchre vacoine-related skin reactions, shartly afier the FDA jssued the first emergency use authortzations (EUAs) for the vaccines.
Registry participants collected infornation on the type and timing of vaceine doses and the morphology, timing, duration, and treatment of reactiors.”

Backgromd
[ after RNA (mRNA)-based COVID-19 vaccines have been reported but are not well characterized.

Objective
To evalmte the morphology and timing of cutancous reactions afler mRNA COVID-19 vaccines.

Methods
A provider-facing regisiry-based study collected cases of cutancous manifestations afler COVID-19 vaccination

Resulis
me December 2020 to February 2021, we recorded 414 cutaneous reactions to mRNA COVID-19 vaccines fromModera (83%) and Pfizer (17%). Delayed large local reactions were most Bllowed by local imjection
rticarial enyp and norbillif ptions. Forty-three percent of patierts with first-dose react P d second-dose Additionat less inchided pemio/chibla ic filler o, 2stet, herpes siplex

ﬂ:mgnndpnymssmsm—ﬂmmcmm

Limitations

Registry analysis does not measure incidence, Momphologic mischssification is possile.

Conclusions

We report a spectrum of cutaneos reactions afier mRNA COVID-19 vaccines. We observed some dermatologic reactions to Modena and Pfizer vaccines that mirmicked SARS-CoV-2 infection itself, such as permio/chilbins, Most patiers with fist-dose reactions
did not have a second-dose reaction and serious adverse everts did not develop in any of the patients in the registry afler the first or second dose. Qur data support that cutaneous reactions to COVID-19 vaccination are generally minor

and self-limited, and should not discourage vaccination.

Ray Curtin, Librarian

Unity Hospital Medicat Library
The Unity Hospital of Rochester
1555 Long Pond Road
Rochester, NY 14626-4122
(585) 723-7755
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Siri | Glimstad

200 Park Avenue, Seventeenth Floor, New York, NY 10166

sirillp.com | P:(212) 532-1091 | F: (646) 417-5967

June 28, 2021
VIA EMAIL AND FEDEX

Rochester Regional Health United Memorial Medical Center

Dr. Robert Mayo, Chief Medical Officer Daniel Ireland, President

100 Kings Highway South Dr. Tara Gellasch

Rochester, NY 14617 Dr. Peter Janes

rmayo(@rochesterregionalhealth.org 127 North Street Batavia

NY 14020

direland@ummc.org

tgellasch@ummc.or

pijanes@ummc.org

Re: Underreporting to VAERS and NYSDOH of post-COVID-19 vaccine adverse
events at Rochester Regional Health

Dear Doctors Mayo, Gellasch, and Janes, and Mr. Ireland:

We write on behalf of our client, Deborah Conrad, a Physician Assistant at United
Memorial Medical Center, a hospital within the Rochester Regional Health system (the
“Hospital”). Ms. Conrad is in constant communication with patients and other hospital staff and
has knowledge of numerous serious post-COVID-19 vaccine adverse events, including
breakthrough cases and deaths, that have not been reported to either the Vaccine Adverse Events
Reporting System (“VAERS”) or the New York State Department of Health (“NYSDOH"). For
the past few months, on her own time, Ms. Conrad has been assisting doctors and other medical
professionals at the hospital to report such events to VAERS. Instead of praising her efforts,
numerous individuals at the Hospital, including Tara Gellasch and Peter Janes, ordered Ms. Conrad
to stop reporting to VAERS altogether unless the patient she was reporting on was her patient.
Since being given this order, Ms. Conrad has knowledge of dozens patients whose conditions
necessitate a VAERS report and whose treating nurses and doctors have not filed a VAERS report.

As you are likely aware, healthcare workers are mandated by federal law to report certain
medical events arising after vaccination to VAERS. Pursuant to 42 U.S.C. § 300aa-25:

Each health care provider and vaccine manufacturer shall report to
the Secretary—

EXHIBIT

19



(A) the occurrence of any event set forth in the Vaccine Injury
Table, including the events set forth in section 300aa—14(b) of
this title which occur within 7 days of the administration of any
vaccine set forth in the Table or within such longer period as is
specified in the Table or section,

(B) the occurrence of any contraindicating reaction to a vaccine

which is specified in the manufacturer’s package insert, and

(C) such other matters as the Secretary may by regulation require.’

Additionally, pursuant to the Food and Drug Administration (“FDA”), all vaccine and
healthcare providers “must report the following information associated with the administration of
Pfizer-BioNTech COVID-19 Vaccine of which they become aware to VAERS in accordance with
the Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers):

e Vaccine administration errors whether or not associated with
an adverse event

e Serious adverse events (irrespective of attribution to
vaccination)

e Cases of Multisystem Inflammatory Syndrome in children
and adults

e Cases of COVID-19 that result in hospitalization or death.”?

“Serious adverse events” are defined by the FDA to include:

e Death;
A life-threatening adverse event;

e Inpatient hospitalization or prolongation of existing
hospitalization;

e A persistent or significant incapacity or substantial
disruption of the ability to conduct normal life functions;
A congenital anomaly/birth defect;
An important medical event that based on appropriate
medical judgement may jeopardize the individual and may
require medical or surgical intervention to prevent one of the
outcomes listed above.?

In addition to these mandated reports, healthcare providers are strongly encouraged to
report to VAERS “any adverse event that occurs after the administration of a vaccine licensed in

! https://www.law.comell.edu/uscode/text/42/300aa-25 (emphasis added).

2 hitps://www.fda.gov/media/144412/download; see also hitps://www.i vimedia/144636/download (same for
Modema), https://www.fda.gov/media/|46303/download (same for Johnson & Johnson); hitps://www.cdc.gov/
vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html.

3 hitps://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html.
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the United States, whether it is or is not clear that a vaccine caused the adverse event.”* In the
case of vaccines that are not yet FDA licensed and approved and are only in use whilst their clinical
trials progress, pursuant to emergency use authorization, certainly as healthcare providers, you
understand the importance of reporting all adverse events presenting to a hospital following
vaccination.

When Ms. Conrad observed that serious adverse events directly following initial use of
COVID-19 vaccinations were not being reported to VAERS, she volunteered to submit the
necessary reports to VAERS on her colleagues’ behalf. Ms. Conrad was doing so after her paid
shifts ended because she understands the critical importance of the task. In response, the Hospital
told Ms. Conrad they were going to audit the VAERS reports that Ms. Conrad submitted and that
“in [her] clinical role and as a leader in the organization™ she was to “support [the Hospital’s)
approach to the vaccine.” Submitting VAERS reports for adverse events following vaccination
should not be contrary to any “approach to the vaccine.” [t should be part of the Hospital’s
approach. It is alarming that the Hospital’s “approach to the vaccines™ has not included educating
healthcare providers about VAERS and encouraging them to efficiently and consistently make
reports. Contrary to this, healthcare providers at the Hospital are not being directed to ask patients
about recent vaccination nor are they able to efficiently submit or track VAERS reports within the
Hospital’s electronic system. And it now appears they are being deterred from doing so.

As Ms. Conrad told the Hospital, she has personally treated five patients that presented
with new, unprovoked deep vein thrombosis or pulmonary embolisms within 6 weeks of COVID-
19 vaccination. She has also seen patients that, after receipt of COVID-19 vaccination, presented
with a new stroke, bleed, autoimmune hepatitis, sudden bilateral pneumonia or COVID-19
infection, as well as syncope with head injury, STEMI, new arrhythmias, new seizure disorders,
new chorea movement disorder, and more. In one day alone, Ms. Conrad had four patients with
sudden bilateral pneurnonia within a week of their COVID-19 vaccination. Ms. Conrad
understands that it is not her responsibility to determine any causation but that it is her duty to
report these instances to VAERS so that the FDA and CDC have adequate data by which to detect
potential safety signals. The Hospital has prohibited Ms. Conrad from filing 2 VAERS reports for
any of these serious events after COVID-19 vaccination unless she directly treats the patient.

In auditing the VAERS reports submitted by Ms. Conrad for a four-week period — totaling
50 adverse event reports, which includes 4 deaths — the Hospital’s Chief Quality Officer, Hiloni
Bhavsar stated that she has “not heard this level of reporting from anywhere else and didn’t hear
similar reports from URMC.”

This is Ms. Conrad’s precise concemn: if she is not submitting the VAERS reports, they are
not being submitted. The Hospital, through Ms. Gellasch, told Ms. Conrad: “we need to make sure
we are providing a consistent message to our team and we need to make sure that that is also in
alignment with what our health system is asking us to do.”

4 htps://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html (emphasis added).
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The Hospital’s conclusion was therefore, quizzically, that Ms. Conrad only be permitted to
report to VAERS for her own patients:

From what our risk team is telling us, really you can only be
reporting on the patients that you are providing direct care for and
so you cannot, and I know you’ve been volunteering and trying to
be helpful, but we need you to try to kind of dial it back and focus
on the patients that you are directly responsible for ...

Ms. Conrad reiterated that the reason she took this task on is because no one else wants to
do it nor are they doing it. However, Ms. Gellasch dismissed that with the statement that:

The approach has been that this is the responsibility of the individual
provider who believes they have identified a potential adverse event
and that has been our approach... You can’t control, and I know this
is frustrating, but you can’t control whether someone else is putting
the report in... and we do need to follow how the system is
approaching this currently.

When Ms. Conrad again explained why she has the concerns she has about underreporting,
she was called an anti-vaxxer by Ms. Gellasch:

I don’t want us to go down any kind of rabbit hole here but the thing
I think we need to be clear about and I am just going to be frank with
you ...in reading the few emails you sent me and reading the email
that went out to the provider, it does come across a bit...uh very
vaccine...ugh I won’t say very but it comes out quite, it comes out
quite almost anti-vaxxy, right, and you know, clearly as an
organization, as a health system, right and as ... an organization that
is working on following CDC guidelines and following the guidance
of the department of health, we are very much advocating for
patients to receive the vaccine. And we are very much working on
the...effort to work to try and reduce vaccine hesitancy... We want
people to understand that on the whole this is a very safe vaccine
and that the science supports that.

Ms. Conrad voiced additional concerns of adverse events following the emergency use
vaccines and was told:

Yes, just like other vaccines, there are folks that are going to be
negatively impacted but, on the whole, we have seen a tremendous
benefit to the vaccine ... you and I are not individual providers,
we’re employee providers and we do on some level need to kind of
.. for lack of a better way of saying it, we tow the company line. That
is part of our responsibility is to be supporting the mission of the
organization.
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“Towing the company line” does not relieve the Hospital of its obligations. Please
forthwith confirm that the Hospital’s mission is consistent with taking all necessary steps to fulfill
its legal and ethical obligations to report the mandated medical events following COVID-19
vaccination to VAERS pursuant to federal law, including: (i) educating the staff about their
responsibility to report to VAERS, (ii) creating internal policies and procedures ensuring that
VAERS reports will be made and establishing the process for doing so, and (iii) allowing Ms.
Conrad and any other healthcare professional employees to submit VAERS reports without
repercussions or hostility.

Very truly yours,

U

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.
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July 14, 2021

Elizabeth A. Brehm, Esq.
Siri & Glimstad LLP

200 Park Ave #17

New York, NY 10166

Dear Ms. Brehm:

This letter responds to your written communication dated June 28, 2021 and addresses the
serious allegations you have made against Rochester Regional Health and its healthcare
providers relative to reporting adverse events following COVID-19 vaccinations to the Vaccine
Adverse Event Reporting System (VAERS). As an initial matter, Rochester Regional Health
(“RRH") takes its obligations to report adverse events related to the COVID-19 vaccination very
seriously. RRH has developed and distributed robust educational and training tools to assist its
healthcare providers in complying with their responsibility to report adverse events related to
COVID-19 vaccinations, has issued multiple written communications outlining the requirements
of its healthcare providers to report to VAERS specific adverse reactions to the COVID-19
vaccine, and has encouraged healthcare providers to ask questions and confer with their clinical
leaders about their reporting obligations. RRH's senior leadership, Incident Command Team,
and counsel’s office are in routine communication with their Medical and Dental Staff members
about reporting and have worked diligently to ensure that healthcare providers are educated
on their reporting obligations. RRH has distributed educational materials published by the CDC
outlining how and what to report, has encouraged use of the CDC’s smartphone-based tool to
report adverse events, has reminded providers to access RRH’s internal COVID-19 toolkit
resources, and has urged providers to ask questions about their reporting obligations. The
education process has been continuous and robust.

RRH has similarly advised its healthcare providers to report adverse events after COVID-19
vaccines that have been brought to their attention by their patients. Ms. Conrad is responsible
for reporting her patients’ adverse events to VAERS and she has been encouraged to comply
with her legal and ethical obligation to do so, as has every provider affiliated with RRH. RRH
has never discouraged one of its healthcare providers from reporting any adverse events
experienced by one of their patients, whether related or unrelated to a COVID-19 vaccine.

Please contact me directly with any further questions.

Sincerely,

EXHIBIT

Erin W.S, Heintz 2 0
Deputy General Counsel
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Tuly 21,2021

VIA EMAIL AND FEDEX
Erin W.S. Heintz
Deputy General Counsel
Rochester Regional Health
1360 Portland Avenue
Rochester, NY 14621
eheintz@rochesterregional.org

Re: Underreporting to VAERS and NYSDOH of post-COVID-19 vaccine adverse
evenis at Rochester Regional Health

Dear Erin:

We write again on behalf of our client, Deborah Conrad, a Physician Assistant at United
Memorial Medical Center (the “Hospital”), in response to your July 21, 2021 reply letter.

Our client strenuously disputes the steps you claim were taken to advise health care
workers at the Hospital of the existence of VAERS, what they should report to VAERS, and their
legal obligation to do so..Her communications from and with the Hospital clearly reflect that the
Hospital is not only failing to take the steps. laid out in your letter, but also actively sought to
prevent reports being submitted to VAERS. This includes a recent conversation with Daniel
Ireland, President of the Hospital, who told Ms. Conrad in response to her complaint that the
Hospital was not educating its staff regarding VAERS that “the providers should educate
themselves when they are dealing with patients related to COVID vaccination. That information is
out there, it is available.”

Your letter is tellingly silent regarding the fact that the Hospital is aware that its healthcare
providers, aside from Ms. Conrad, are not reporting legally required adverse events to VAERS.

EXHIBIT
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She is confident that the evidentiary record on these points will unquestionably support the
Hospital’s serious shortcomings laid out in our opening letter.

Very truly yours,

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.

2 PAGE



S' M Gl' t d NEW YORK | LOS ANGELES | MIAMI
Irl “ I lS a PHOENIX | DETROIT

200 Park Avenue, 17th Floor, New York, NY 10166

sirilip.com | P:{212) 532-1091 | F: {646} 417-5967
July 19, 2021
SENT VIA EMAIL
Mr. Xavier Becerra Dr. Rochelle P. Walensky  Dr. Janet Woodcock
HHS Office of the Secretary Director, Centers for Interim Commissioner,
Secretary, Health & Human Services  Disease Control and Food & Drug Administration
200 Independence Avenue, S.W. Prevention 10903 New Hampshire
Washington, D.C. 20201 1600 Clifton Road Avenue Silver Spring, MD
c/o Sean McCluskie Atlanta, GA 30329 20993
Email: sean.mccluskie@hhs.gov Email: Aux7@cdc.gov janet.woodcack@fda.hhs.gov
Dr. Peter Marks Dr. Tom Shimabukuro
Director, Center for Biologics CDC COVID-19 Vaccine
Evaluation and Research Task Force
Food & Drug Administration 1600 Clifton Road, NE
10903 New Hampshire Avenue Corporate Square, Bldg 12
Wo071-3128 Atlanta, GA 30329
Silver Spring, MD 20993-0002 Email: ayv6@cdc.gov

Email: Peter. Marks @fda.hhs.gov
Re: Underreporting to VAERS & Violation of COVID-19 Vaccine EUAs
Dear Mr. Becerra, Dr. Walensky, Dr. Woodcock, Dr. Marks, and Dr. Shimabukuro:

We write with urgency to provide a first-hand report from Ms. Deborah Conrad, a
Physician Assistant at a regional New York hospital, of serious injuries from COVID-19 vaccines
and her hospital system’s failure to report to VAERS.

Ms. Conrad’s hospital serves a community in which less than 50% of individuals have
received the COVID-19 vaccine yet approximately 80% of individuals admitted to her hospital are
documented to have received the COVID-19 vaccine. Even more troubling is the fact that many
individuals being admitted are presenting with complication months after vaccination and the
hospital has more admitted patients now on average than it had last year during the pandemic.
Even worse is that Ms. Conrad attests that even injuries occurring directly after COVID-19
vaccination are not being reported to the CDC and FDA’s Vaccine Adverse Events Reporting

System (“VAERS”).

In fact, after she began assisting doctors and nurses in her hospital with submission of
VAERS reports, she was prohibited by the hospital from doing so for a majority of the reports.
Ms. Conrad’s first-hand experience reinforces the serious concerns previously raised that there is

Page 1 of 8 EXHIBIT
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an incredible level of underreporting to VAERS of adverse events following the COVID-19
vaccine. Please advise forthwith what steps you intend to take to (1) inform all health care
providers that all serious adverse events they observe after COVID-19 vaccination should be
reported to VAERS and (2) punish hospitals and health care professionals that fail to file VAERS

reports.
L Underreporting to VAERS

As you are aware, an AHRQ-funded study by Harvard Medical School of 715,000 patients
tracked reporting to VAERS over a three-year pericd at Harvard Pilgrim Health Care. It concluded
that “fewer than 1% of vaccine adverse events are reported.”

This disturbingly low rate is confirmed by the rate at which anaphylaxis after COVID-19
vaccine is reported to VAERS. The CDC Director claims that “Anaphylaxis after COVID-19
vaccination is rare and occurred in approximately 2 to 5 people per million vaccinated in the
United States based on events reported to VAERS.”? That claim is contradicted by a recent study
at Mass General Brigham that assesséd anaphylaxis in a clinical setting after the administration of
COVID-19 vaccines and found “severe reactions consistent with anaphylaxis occurred at a rate of
2.47 per 10,000 vaccinations.” This is equivalent to 50 to 120 times more cases than what
VAERS and the CDC are reporting.

The underreporting of anaphylaxis by the CDC and VAERS is particularly troubling
because it is mandatory for medical providers to report anaphylaxis after any COVID-19 vaccine
to VAERS,* most of these reactions accur within 30 minutes of vaccination,® and there has been
an intense campaign by health authorities to inform medical providers that they need to report
anaphylaxis after COVID-19 vaccination to VAERS. Nonetheless, the rate of reporting still
appears to be only around 0.8 to 2 percent of all cases of anaphylaxis.

This raises serious concerns regarding the underreporting of adverse events following
COVID-19 vaccination to VAERS, especially for adverse events that do not occur immediately
after vaccination and where health care providers have not been specifically directed to report such
adverse events to VAERS.

IL. Confirmation from the Front Line

The first-hand observation of Deborah Conrad, a Physician Assistant from a New York
regional hospital (“Hospital”), confirms this concerning and dangerous underreporting to VAERS.
Her direct daily observation over the last two years of hospital admissions and vaccination status

1 https://healthit.ahrg.govisites/default/files/docs/publication/r18hs017045-1azarus-final- -2011.pdf. See also a U.S.

House Report similarly stated: “Former FDA Commissioner David A. Kessler has estimated that VAERS reports currently

represent only a fraction of the serious adverse events.” https://www.congress.gov/106/crpt/hrpt977/CRPT-106wpt977.pdf.

z hl(g:/lwww.cdc.gov/coronavims/ZOl9-ncovlvaccinwlsafeggladverse-evems.hmﬂ
3 hitps://jamanetwork.com/journals/jama/fullarticle/2777417
4 See, e.g., hitps:/fwww.fda gov/media/1 444 13/download.

5 See http_s://www.cdc.gov/comnaviruslzo19-ncov/vacg‘na/safelyladverse-evgm;.hlm]; see also https://jamanetwork.com/

journals/jama/fullarticle/2777417 (mean time to reaction is 17 minutes post-vaccination).
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also confirm that the COVID-19 vaccine has caused a surge of admissions to her hospital
exceeding even that which occurred at the height of the pandemic.

Ms. Conrad raised these concerns to her superiors at the Hospital. After they failed to act,
she reached out Dr. Shimabukuro on March 26, 2021 and to the Food and Drug Administration
(“FDA”) via email on April 15, 2021, April 30, 2021, and May 24, 2021 explaining that she was
seeing concerning adverse events that were not being reported to VAERS, including pericarditis.
These messages were never acknowledged. Ms. Conrad also raised the issue with the New York
State Department of Health (“NYSDOH") and with the Office of Professional Medical Conduct.
She has, to date, not received satisfactory answers nor has she seen any steps taken by the Hospital
to remediate the issues.

i Ms. Conrad Assists Hospital Staff to File VAERS Reports

Ms. Conrad is in constant communication with patients, patients’ families, and other
hospital staff and has knowledge of numerous serious post-COVID-19 vaccine adverse events,
including breakthrough cases and deaths, as well as other adverse events on the CDC’s “adverse
events of special interest™ list® that have not been reported to either VAERS or the NYSDOH.
Among other serious conditions following COVID-19 vaccination, Ms. Conrad has observed:
clotting events, myocarditis cases, type one diabetes new onset, Acute myelogenous leukemia,
breakthrough COVID-19 cases, death, and more.

For the past few months, on her own time, Ms. Conrad has been assisting doctors and other
medical professionals at the hospital to report such events to VAERS. Instead of praising her
efforts, numerous individuals at the Hospital ordered Ms. Conrad to stop reporting to VAERS
altogether unless she was submitting a report for her direct patient. Since being given this order,
Ms. Conrad has knowledge of dozens of patients whose conditions necessitate a VAERS report
and whose treating nurses and doctors have not filed a VAERS report. This was entirely
predictable as Ms. Conrad was, to her knowledge, the only health care provider at the Hospital
submitting reports.

ii. Requirement to Submit VAERS Reports

Health care workers are mandated by federal law to report certain medical events arising
after vaccination to VAERS. Pursuant to 42 U.S.C. § 300aa-25:

Each health care provider and vaccine manufacturer shall report to

the Secretary—

(A) the occurrence of any event set forth in the Vaccine Injury
Table, including the events set forth in section 300aa-14(b) of
this title which occur within 7 days of the administration of any
vaccine set forth in the Table or within such longer period as is
specified in the Table or section,

6 See htips://www bestinitiative.o:
FINAL-2020.pdf at 12-13.

Page 3 of 8



(B) the occurrence of any contraindicating reaction to a vaccine
which is specified in the manufacturer’s package insert, and
(C) such other matters as the Secretary may by regulation require.’

Additionally, pursuant to the FDA and its emergency use authorizations (“EUA”), all
vaccine and health care providers “must report the following information associated with the
administration of ... COVID-19 Vaccine of which they become aware to VAERS in accordance
with the Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers®):

e Vaccine administration errors whether or not associated with
an adverse event

e Serious adverse events (irrespective of attribution to
vaccination)

e Cases of Multisystem Inflammatory Syndrome in children
and adults

e Cases of COVID-19 that result in hospitalization or death.”®

“Serious adverse events” are defined by the FDA to include:

e Death;
A life-threatening adverse event;
Inpatient hospitalization or prolongation of existing
hospitalization;

e A npersistent or significant incapacity or substantial
disruption of the ability to conduct normal life functions;
A congenital anomaly/birth defect;
An important medical event that based on appropriate
medical judgement may jeopardize the individual and may
require medical or surgical intervention to prevent one of the
outcomes listed above.'

Health care providers are also strongly encouraged to report to VAERS “any adverse event
that occurs after the administration of a vaccine licensed in the United States, whether it is or is
not clear that a vaccine caused the adverse event.”!' The importance of filing VAERS reports is
acute with regard to COVID-19 vaccines which were developed based on novel technology and
which have only been granted emergency use authorization.

7 hitps://iwww.law.comnell.edu/uscode/text/42/300aa-25 (emphasis added).
& Ms. Conrad’s Hospital is a vaccine provider.

® hups:/iwww.fda.gov/media/144412/downioad (Plizer); hutps:/iwww.fda.gov/media/1 44636/download (Moderna), hups://
www.fda.gov/media/146303/download (Johnson & Johnson); https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/
vaers/reportingaes.html.

10 hitps://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaersfreportingaes.html.
" hups:/iwww.cde.govivaccinesafetyfensuringsafety/monitoring/vaersfrepertingaes.html (emphasis added).
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fii.  Hospital Prevents Ms. Conrad From Filing VAERS Reports

When Ms. Conrad observed that serious adverse events occurring directly after COVID-
19 vaccination were not being reported to VAERS, she volunteered to submit the necessary reports
to VAERS on her and her colleagues’ behalf. Ms. Conrad was doing so after her paid shifts ended
because she understands the critical importance of the task. In response, the Hospital told Ms.
Conrad they were going to audit the VAERS reports that Ms. Conrad submitted because, “in [her]
clinical role and as a leader in the organization,” she was to “support [the Hospital’s] approach to
the vaccine,” and submitting reports to VAERS apparently is contrary to its “approach to the
vaccine.”

It is alarming that the Hospital’s “approach to the vaccines™ does not and has not included
educating health care providers about VAERS and encouraging them to efficiently and
consistently file reports. Instead, its apparent approach is to actively deter them from doing so.

As Ms. Conrad told the Hospital, she has personally treated at least five patients that
presented with new, unprovoked deep vein thrombosis or pulmonary embolisms within 6 weeks
of COVID-19 vaccination. She has also seen patients who, after receipt of COVID-19 vaccination,
presented with a new stroke, bleed, autoimmune hepatitis, sudden bilateral pneumnonia or COVID-
19 infection, as well as syncope with head injury, STEMI, new arrhythmias, new seizure disorders,
new chorea movement disorder, and more. In one day alone, Ms. Conrad had four patients with
sudden bilateral pneumonia within a week of their COVID-19 vaccination. Ms. Conrad
understands that it is not her responsibility to determine any causation but that it is her duty to
report these instances to VAERS so that the FDA and CDC have adequate data by which to detect
potential safety signals. The Hospital has prohibited Ms. Conrad from filing a VAERS reports for
any of these serious events after COVID-19 vaccination unless she directly treats the patient.

In auditing the VAERS reports submitted by Ms. Conrad for a four-week period — totaling
50 adverse event reports, which includes 4 deaths —the Hospital’s Chief Quality Officer stated that
she has “not heard this level of reporting from anywhere else and didn’t hear similar reports from
[another hospital in the system].” This is Ms. Conrad’s precise concem: if she is not submitting
the VAERS reports, they are not being submitted. The Hospital did not take issue with the reports
themselves, which were all valid, but rather that unlike other hospitals, Ms. Conrad is actually
causing the Hospital to submit reports to VAERS. The Hospital told Ms. Conrad: “we need to
make sure we are providing a consistent message to our team and we need to make sure that that
is also in alignment with what our health system is asking us to do.”

The Hospital’s conclusion was therefore, quizzically, that Ms. Conrad only be permitted to
report to VAERS for her own patients:

From what our risk team is telling us, really you can only be
reporting on the patients that you are providing direct care for and
so you cannot, and I know you’ve been volunteering and trying to
be helpful, but we need you to try to kind of dial it back and focus
on the patients that you are directly responsible for ...

—

e

Page 5 of 8 o

o



Ms. Conrad reiterated that the reason she took this task on is because no one else wants to
do it nor are they doing it. However, the Hospital dismissed that with the statement that:

The approach has been that this is the responsibility of the individual
provider who believes they have identified a potential adverse event
and that has been our approach... You can’t control, and I know this
is frustrating, but you can’t control whether someone else is putting
the report in... and we do need to follow how the system is
approaching this currently.

When Ms. Conrad again explained why she has the concerns she has about underreporting,
she was called an anti-vaxxer by the Hospital:

I don’t want us to go down any kind of rabbit hole here but the thing
I think we need to be clear about and I am just going to be frank with
you ...in reading the few emails you sent me and reading the email
that went out to the provider, it does come across a bit...uh very
vaccine...ugh I won’t say very but it comes out quite, it comes out
quite almost anti-vaxxy, right, and you know, clearly as an
organization, as a health system, right and as ... an organization that
is working on following CDC guidelines and following the guidance
of the department of health, we are very much advocating for
patients to receive the vaccine. And we are very much working on
the ... effort to work to try and reduce vaccine hesitancy... We want
people to understand that on the whole this is a very safe vaccine
and that the science supports that.

Of course, the assessment of “safe” is based on reports of adverse reactions and if such reports are
not being made, this conclusion could be false.

Ms. Conrad voiced additional concerns of adverse events following the emergency use
vaccines and was told:

Yes, just like other vaccines, there are folks that are going to be
negatively impacted but, on the whole, we have seen a tremendous
benefit to the vaccine ... you and I are not individual providers,
we’re employee providers and we do on some level need to kind of
.. for lack of a better way of saying it, we tow the company line. That
is part of our responsibility is to be supporting the mission of the

organization.
“Towing the company line” does not relieve the Hospital of its obligations.

Ms. Conrad’s voiced concern that the Hospital was not even bothering to inform its
personnel about VAERS and filing reports was, incredible, to state that “the providers should
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educate themselves when they are dealing with patients related to COVID vaccination. That
information is out there, it is available.”

We reached out to the Hospital and asked it to please forthwith confirm that the Hospital’s
mission is consistent with taking all necessary steps to fulfill its legal and ethical obligations to
report the mandated medical events following COVID-19 vaccination to VAERS pursuant to
federal law, including: (i) educating the staff about their responsibility to report to VAERS, (i)
creating internal policies and procedures ensuring that VAERS reports will be made and
establishing the process for doing so, and (jii) allowing Ms. Conrad and any other health care
professional employees to submit VAERS reports without repercussions or hostility. We have
received no response.

iv.  Hospital Admissions Increase Dramatically & Approximately 90% of
All Admitted Patients Have Received the COVID-19 Vaccine Even
Though Less than 50% of the Community the Hospital Serves is
Vaccinated

Ms. Conrad notes that hospital admissions are higher now than they were during the
pandemic and are increasing every day. Despite the fact that the county served by the Hospital
has less than a 50% vaccination rate, approximately 80% of the patients in the hospital have
received the COVID-19 vaccine. What makes this particularly troubling is that many of these
patients are considerably young, often in their 30s, 40s, and 50s and hence are from an age group
where the vaccination rate is far lower than 50 percent in the community served by the Hospital.

The only reason that the Hospital even has this data is because Ms. Conrad insisted
repeatedly that the Hospital note the COVID-19 vaccination status of each new patient. This
provided the Hospital and Ms. Conrad a unique insight into the reason that hospital admissions
were surging beyond the level seen during the pandemic.

The purpose of deploying the COVID-19 vaccine is to improve overall public health. The
first-hand daily observation of Ms. Conrad over the last two years, including the last six months
that the COVID-19 vaccine has been deployed, does not support that these products are improving
the overall health of those in her community, at least with regard to hospital admissions for serious

health issues.
II. Conclusion

If nothing else, the first-hand account of Ms. Conrad reflects that the reporting
requirements of the EUAs for the COVID-19 vaccines are not being adhered to. Without robust
post-authorization and post-licensure safety monitoring, many Americans may end up being
harmed by improperly tested products. To avoid this potentially calamitous outcome, and to
address any issues that arise as quickly as possible, health care facilities must be educated and held
responsible to track and report all adverse events following vaccination, including breakthrough
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cases. The above also contradicts Dr. Fauci and Dr. Walensky’s repeated, but still unsupported,
claim that “over 97 percent of people who are entering the hospital right now are unvaccinated.”!?

This should seriously concern HHS, CDC, and FDA but, given the response to our previous
letters addressing this topic, it does not appear there is any concern. There are serious safety
signals that are likely being missed and for the ones that are identified, such as anaphylaxis, CVST
in conjunction with thrombocytopenia, myocarditis, and Guillain-Barre Syndrome, the actual rate
seen in VAERS may be only the tip of the iceberg. Ignoring and casting aside these issues in the
drive to vaccinate and promote vaccine confidence may eventually be the undoing of the very
confidence you seek to instill.

As explained before, unless and until underreporting to VAERS is addressed,
underreporting to a passive signal detection system will continue to blind health agencies, medical
professionals, and patients from what is really occurring in the clinic and will render true informed
consent impossible. With the drive to vaccinate every single American with COVID-19 vaccines,
the safety of all Americans, literally, depends on this broken system. Fix it.

The first step to fix it is, at the least, to automate hospital and clinical medical records to
automatically send VAERS reports for all clinically significant events occurring within a window
of time after vaccination. This already exists for other purposes. It can be done for vaccines as
well, which is clear from the CDC’s own publications on this topic and pages 31 to 34 of a letter
exchange with HHS on this issue available here: https://icandecide.org/hhs/vaccines-safety-12-31-
18.pdf. Additionally, the FDA should be enforcing its EUAs to the fullest extent of the law.

Please confirm that you will fulfill your duties as public servants and implement these
simple but critical corrections needed to convert VAERS from a passive, broken system to an
active, useful system that generates data that can quickly and confidentially identify and address
safety issues. In the end, the more robust the system, the more it will increase vaccine confidence.

Very truly yours,

/s/ Aaron Siri

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.
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Siri | Glimstad

200 Park Avenue, Seventeenth Floor, New York, NY 10146
sirillp.com | P:(212)532-1091 | F: {646) 417-5967

VIA EMAIL AND FEDEX

Rochester Regional Health
ADDRESS
ADDRESS

Re: Underreporting to VAERS and NYSDOH of post-COVID-19 vaccine adverse
events at Rochéster Regional Health

Dear joxx:

We write on behalf of our client, Deborah Conrad, a Physician Assistant at United
Memorial Medical Center, a hospital within the Rochester Regional Health system (the
“Hospital”). Ms. Conrad is in constant communication with patlents and other hospital staff and
has knowledge of numerous serious post-COVID-19 vaccine adverse events, including
breakthrough cases and deaths, that have not been reported to either the Vaccine Adverse Evenis
Reporting System (“VAERS”) or the New York State Department of Health (“NYSDOH™). For
the past few months, on her own time, Ms. Conrad has been assisting doctors and other medical
professionals at the hospital to report such events to VAERS. Instead of praising her efforts,
numerous individuals at the Hospital, including Tara Gellasch and Peter Janes, ordered Ms.
Conrad to stop reportmg to VAERS altogether unless the patient she was reporting on was her
patient. Since being given this order, Ms. Conrad has knowledge of numerous patients whose
conditions necessitate a VAERS report and whose treating nurses and doctors have not filed a

VAERS report.

As you are likely aware, healthcare workers are mandated by federal law to report certain
medical events arising after vaccination to VAERS. Pursuant to 42 U.8.C. § 300aa-25:

Each health care provider and vaccine manufacturer shall report

to the Secretary—

(A) the oceurrence of any event set forth in the Vaccine Injury
Table, including the events set forth in section 300aa-14(b) of
this title which occur within 7 days of the administration of any
vageine set forth in the Table or within such longer period as is
specified in the Table or section,



(B) the occurrence of any contraindicating reaction to a vaccine
which is specified in the manufacturer’s package insert, and
(C) such other matters as the Secretary may by regulation require.'

Additionally, pursuant to the Food and Drug Administration (*FDA”), all vaccine and
healthcare providers “must report the following information associated with the administration of
Pfizer-BioNTech COVID-19 Vaccine of which they become aware to VAERS in accordance
with the Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers):

e Vaccine administration errors whether or not associated

with an adverse event

s Serious adverse events (irrespective of attribution to
vaccination)

e (Cases of Multisystem Inflammatory Syndrome in children
and adults '

s Cases of COVID-19 that result in hospitalization or
death.™

“Serious adverse events” are defined by the FDA to include:

e Death;
A life-threatening adverse event;
Inpatient hospitalization or prolongation of existing
hospitalization;

e A persistent or significant incapacity or substantial
disruption of the ability to conduct iormal life functions;
A congenital anomaly/birth defect;
An important medical event that based on appropriate
medical judgement may jeopardize the individual and may
require medical or surgical intervention to prevent one of
the outcomes listed above.’

In addition to these mandated reports, healthcare providers are strongly encouraged to
report to VAERS “any adverse event that occurs afier the administration of a vaccine licensed in
the United States, whether it is or is not clear that a vaccine caused the adverse event.” In the
case of vaccines that are not yet FDA licensed and approved and are only in use whilst their
clinical trials progress, pursuant to emergency use authorization, certainly as healthicare

1 hups://www.law.cornelledu/uscode/text/42/300aa-25 (émphasis added).

? hups://www.fda.cov/media/144412/download; see also https://www.fda.gov/media/144636/download (sanie for

Moderna), https://www.fda.gov/media/146303/download (same for Johnson & Johnson); hitps:Awww.cdc.cov/
vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.htmi.

3 hitps:/fwww.cde.sov/vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html.

‘ https:/'/wwu-'.cdc.uov/vaccinesafewlensuringsafew/monitorin_g/vaers/renortinnaes.hunl (emphasis added).
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providers, you understand the importance of reporting all adverse events presenting to a hospital
following vaccination. ' '

When Ms. Conrad observed that serious adverse events directly following initial use of
COVID-19 vaccinations were not being reported to VAERS, she volunteered to submit the
necessary reports to VAERS on her colleagues’ behalf. Ms. Conrad was doing so after her paid
shifts ended because she understands the critical importance of the task. In response, the
Hospital told Ms. Conrad they were going to audit the VAERS reports that Ms. Conrad
submitted and that “in [her] clinical role and as a leadet in the organization” she was to “support
{the Hospital’s} approach to the vaccine.” Submitting VAERS reports for adverse events
following vaccination should not be contrary to any “approach to the vaccine.” It should be part
of the Hospital’s approach. It is alarming that the Hospital’s “approdch to the vaccines™ has not
included educating healthcare provrders about VAERS and encouraging thein to efficiently and
consistently make reports. Contrary to this, healthcare providers at the Hospital are not being
directed to ask patients about recent vaccination nor are they able to efficiently submit or track
VAERS reports within the Hospital’s electronic system. And it now appears they are being
deterred from doing so.

As Ms. Conrad told the Hospxtal she has personally treated five patients that presented
with new, unprovoked deep vein thrombosis or pulmonary embolisms within 6 weeks of
COVID-19 vaccination. She has also seen patients that, afier receipt of COVID-19 vaccination,
presented with a new stroke, bleed, autoimmune hepantls, sudden bilateral pneumonia or
COVID-19 infection, as well as syncope with head injury, STEMI, new arrhythinias, new seizure
disorders, new chorea movement disorder, and more. In one day alone, Ms. Conrad had four
patients with sudden bilateral pncumonia within a week of their COVID-19 vaccination. Ms.
Conrad understands that it is not her responsibility to determine any causation but that it is her
duty to report these instances to VAERS so that the FDA and CDC have adequate data by which
to detect potential safety s:gnaIs The Hospital has prohibited Ms. Conrad from filing a VAERS
reports for any of these serious events after COVID-19 vaccination unless she directly treats the

patient.

In auditing the VAERS reports submitted by Ms. Conrad for a four-week period —
totaling 50 adverse event reports, which includes 4 deaths — the Hospital’s Chief Quality Officer, )
Hiloni Bhavsar stated that she has “not heard this level of reporting from anywhere else and
didn’t hear similar reports from URMC.”

This is Ms. Conrad’s precise concern: if she is not submitting the VAERS reports, they
are not being submitted. The Hospital, through Ms. Gellasch, told Ms. Conrad: “we need to make
sure we are providing a consistent message to our team and we need to make sure that that is also
in alignment with what our health system is asking us to do.”

The Hospital’s conclusion was therefore, quizzically, that Ms. Conrad only be permitted
to report to VAERS for her own patients:

From what our risk team is telling us, really you can only be
reporting on the patients that you are providing direct care for and
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so you cannot, and I know you’ve been volunteering and trying to
be helpful, but we need you to try to kind of dial it back and focus
on the patients that you are directly responsible for ...

Ms. Conrad reiterated that the reason she took this task on is because no one else wants to
do it nor are they doing it. However, Ms. Gellasch dismissed that with the statement that:

The approach has been that this is the responsibility of the
individual provider who believes they have identified a potential
adverse event and that has been our approach... You can’t control,
and 1 know this is frustrating, but you can’t control whether
someone else is putting the report in... and we do need to follow
how the system is approaching this currently.

When Ms. Conrad again explained why she has the concerns she has about
underreporting, she was called an anti-vaxxer by Ms. Gellasch:

I don’t want us to go down any kind of rabbit hole here but the
thing I think we need to be clear about and I am just going to be
frank with you ...in reading the few emails you sent me and
reading the email that went out to the provider, it does come across
a bit...uh very vaccine...ugh I won’t say very but it comes out
quite, it comes out quite almost anti-vaxxy, right, and you know,
clearly as an organization, as a health system, right and as ... an
organization that is working on following CDC guidelines and
following the guidance of the department of health, we are very
much advocating for patients to receive the vaccine. And we are
very much working on the...effort to work to try and reduce
vaccine hesitancy... We want people to understand that on the
whole this is a very safe vaccine and that the science supports that.

Ms. Conrad voiced additional concerns of adverse events following the emergency use
vaccines and was told:

Yes, just like other vaccines, there are folks that are going to be
negatively impacted but, on the whole, we have seen a tremendous
benefit to the vaccine ... you and I are not individual providers,
we’re employee providers and we do on some level need to kind of
.. for lack of a better way of saying it, we tow the company line.
That is part of our responsibility is to be supporting the mission of
the organization.
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“Towing the company line” does not relieve the Hospital of its obligations. Please
forthwith confirm that the Hospital’s mission is consistent with taking all necessary steps to
fulfill its legal and ethical obligations to report the mandated medical events following COVID-
19 vaccination to VAERS pursuant to federal law, including: (i) educating the staff about their
responsibility to report to VAERS, (ii) creating internal policies and procedures ensuring that
VAERS reports will be made and establishing the process for doing so, and (iii) allowing Ms.
Conrad and any other healthcare professional employees to submit VAERS reports without
repercussions or hostility.

Very truly yours,

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.
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s . NEW YORK | LOS ANGELES | MIAMI
Siri | Glimstad o

200 Park Avenue, 17th Floor, New York, NY 10166
sirillp.com | P:(212) 532-1091 | F: (646) 417-5947
July 21, 2021

VIA EMAIL AND FEDEX
Erin W.S. Heintz
Deputy General Counsel
Rochester Regional Health
1360 Portland Avenue
Rochester, NY 14621
erin.s@rochesterregional.org

Re: Underreporting to VAERS at Rochester Regional Health
Dear Erin:

We write again on behalf of our client, Deborah Conrad, a Physician Assistant at United
Memorial Medical Center (the “Hospital”), in response to your July 21, 2021 reply letter.

Our client strenuously disputes the steps you claim were taken to advise health care
workers at the Hospital of the existence of VAERS, what they should report to VAERS, and their
legal obligation to do so. Her communications from and with the Hospital clearly reflect that the
Hospital is not only failing to take the steps laid out in your letter, but also actively sought to
prevent reports being submitted to VAERS. This includes a recent conversation with Daniel
Ireland, President of the Hospital, who told Ms. Conrad in response to her complaint that the
Hospital was not educating its staff regarding VAERS that “the providers should educate
themselves when they are dealing with patients related to COVID vaccination. That information is
out there, it is available.”

Your letter is tellingly silent regarding the fact that the Hospital is aware that its healthcare
providers, aside from Ms. Conrad, are not reporting legally required adverse events to VAERS.

She is confident that the evidentiary record on these points will unquestionably support the
Hospital's serious shortcomings laid out in our opening letter.

Very truly yours,

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.
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July 21, 2021

VIAE AND FEDEX
Erin W.S. Heintz
Deputy General Counsel
Rochester %iegional Health
1360 Porthnd Avenue
Rochester, 14621
ehein hesterregio;

. Re: Underreporting to VAERS and NYSDOH of post-COVID-19 vaccine adverse
events at Rochester Regional Health

Dear Erin:

We write again on behalf of our client, Deborah Conrad, a Physician Assistant at United
Memorial Medical Center (the “Hospital™), in response to your July 21, 2021 reply letter.

Our client strenuously disputes the steps you claim were taken to advise health care
workers at the Hospital of the existence of VAERS, what they should report to VAERS, and their
legal obligation to do so. Her communications from and with the Hospital clearly reflect that the
Hospital is not only failing to take the steps laid out in your letter, but also actively sought to
prevent reports being submitted to VAERS. This includes a recent conversation with Daniel
Ireland, President of the Hospital, who told Ms. Conrad in response to her complaint that the
Hospital was not educating its staff regarding VAERS that “the providers should educate
themselves when they are dealing with patients related to COVID vaccination. That information
is out there, it is available.” :

Your letter is tellingly silent regarding the fact that the Hospital is aware that its
healthcare providers, aside from Ms. Conrad, are not reporting legally required adverse events to
VAERS.



She is confident that the evidentiary record on these points will unquestionably support
the Hospital’s serious shortcomings laid out in our opening letter.

Very truly yours,

Aaron Siri, Esq.
Elizabeth A. Brehm, Esq.
Caroline Tucker, Esq.
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ROCHESTER | orficeorcounse
REGIONALFEALTH | Rochester Ny tdsz1

July 14, 2021

Elizabeth A. Brehm, Esq.
Siri & Glimstad LLP

200 Park Ave #17

New York, NY 10166

Dear Ms. Brehm:

This letter responds to your written communication dated June 28, 2021 and addresses the
serious allegations you have made against Rochester Regional Health and its heaithcare
providers relative to reporting adverse events following COVID-19 vaccinations te the Vaccine
Adverse Event Reporting System (VAERS). As an initial matter; Rochester Regional Health
{"RRH") takes its obligations to report adverse events related to the COVID-19 vaccination very
seriously. RRH has developed and distributed robust educational and training tools to assist its
healthcare providers in complying with their responsibility to report adverse events related to
COVID-19 vaccinations, has issued multiple writtén communications outlining the requirements
of its healthcare providers to report to VAERS specific adverse reactions to the COVID-19
vaccine, and has encouraged healthcare providers to ask questions and confer with their clinical
leaders about their reporting obligations, RRH’s senior leadership, Incident Command Team,
and counsel’s office are in routine communication with their Medical and Dental Staff members
about reporting and have worked diligently to ensure that heaithcare providers are educated
on their reporting obligations. RRH has distributed educational materials published by the CDC
outlining how and what to report, has encouraged use of the CDC’s smartphone-based taol to
report adverse events, has reminded providers to access RRH'’s internal COVID-19 toolkit
resources, and has urged providers to ask questions about their reporting obligations. The
education process has been continuous and robust.

RRH has similarly advised its healthcare providers to report adverse events after COVID-19
vaccines that have been brought to their attention by their patients. Ms. Conrad is responsible
for reporting her patients’ adverse events to VAERS and she has been encouraged to comply
with her legal and ethical obligation to do so, as has every provider affiliated with RRH. RRH
has never discouraged one of its healthcare providers from reporting any adverse events
experienced by one of their patients, whether related or unrelated to a COVID-19 vaccine.
Please contact me directly with any further questions.

Sincerely, ®

Erin W.S. Heintz i ]
Deputy General Counsel o\ \ \ Q_'
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[ VAERS Table of Reportable Events Following Vaccination*

Vaccine/Toxoid

E

|

__!__. e

Event and interval** from vaccination

Tetanus in any combination; DTaP, DTP, DTP-Hib,
DT, Td, TT, Tdap, DTaP-IPV, DTaP-IPV/Hib,
DTaP-HepB-IPV

m

mo ow»

Anaphylaxis or anaphylactic shock (7 days)
Brachial neuritis (28 days)

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complications or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Pertussis in any combination; DTaP, DTP, DTP-
Hib, Tdap, DTaP-IPV, DTaP-IPV/Hib, DTaP-HepB-
IPV

m

mo ow»

Anaphylaxis or anaphylactic shock (7 days)
Encephalopathy or encephalitis (7 days)

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complications or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer’s package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Measles, mumps and rubella in any combination;
MMR, MMRV, MM

m

mo owy

Anaphylaxis or anaphylactic shock (7 days)
Encephalopathy or encephalitis (15 days)
Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complications or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer’s package insert
as contraindications to additional doses of vaccine
{(interval - see package insert)

Rubelia in any combination; MMR, MMRV

w >

Chronic arthritis (42 days)

Any acute complications or sequelae (including
death) of above event (interval - not applicable)
Events described in manufacturer’s package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Measles in any combination; MMR, MMRV, MM

Thrombocytopenic purpura (7-30 days)
Vaccine-strain measles viral infection in an
immunodeficient recipient

Vaccine-strain virus identified (interval - not
applicable)

if strain determination is not done or if laboratory
testing is inconclusive (12 months)

Any acute complications or sequelae (including

EXHIBIT
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( Vaccine/Toxoid

[ VAERS Table of Reportable Events Foilowing Vaccination*

Event and interval** from vaccination

death) of above events (interval - not applicable)
Events described in manufacturer’s package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Oral Polio (OPV)

OOO_)>

(SR e e v ¢

o o

Paralytic polio

in a non-immunodeficient recipient (30 days)

in an immunodeficient recipient (6 months)

in a vaccine-associated community case (interval -
not applicable)

Vaccine-strain polio viral infection

in a non-immunodeficient recipient (30 days)

in an immunodeficient recipient (6 months)

in a vaccine-associated community case (interval -
not applicable)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

lI;activated Polio in any combination-IPV, DTaP-
IPV, DTaP-IPV/Hib, DTaP-HepB-IPV

m vo ®»

Anaphylaxis or anaphylactic shock (7 days)
Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of the above event (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Hepatitis B in any combination- HepB, HepA-HepB,
DTaP-HepB-IPV, Hib-HepB

m oo W»

Anaphylaxis or anaphylactic shock (7 days)
Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complications or sequelae (including
death) of the above event (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Haemophilus influenzae type b in any combination
(conjugate)- Hib, Hib-HepB, DTaP-IPV/Hib, Hib-
MenCY

o om »

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine




VAERS Table of Reportable Events Following Vaccination*

|

Vaccine/Toxoid

s

Event and interval** from vaccination

(interval - see package insert)

Varicella in any combination- VAR, MMRV

o wp

e}

®@ mm O o

Anaphylaxis or anaphylactic shock (7 days)
Disseminated varicella vaccine-strain viral disease.
Vaccine-strain virus identified (time interval
unlimited)

If strain determination is not done or if laboratory
testing is inconclusive (42 days)

Varicella vaccine-strain viral reactivation (time
interval unlimited )

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Rotavirus (monovalent or pentavalent) RV1, RV5

w >

0

. Any acute complication or sequelae (including

Intussusception (21 days)

death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Pneumococcal conjugate(7-valent or 13-valent)
PCV7, PCV13

o om »

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer’s package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Hepatitis A in any combination- HepA, HepA-HepB

o owm »

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Seasonal influenza--trivalent inactivated influenza,
quadrivalent inactivated influenza, live attenuated

w >

Anaphylaxis or anaphylactic shock (7 days)
Shoulder Injury Related to Vaccine Administration

(7 days)
Vasovagal syncope (7 days)




VAERS Table of Reportable Events Following Vaccination*

Vaccine/Toxoid

Event and interval** from vaccination

influenza-IV, 1IV3, 1IV4, RIV3, ccllV3, LAIV4

m

Guillain-Barré Syndrome (42 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Meningococcal - MCV4, MPSV4, Hib-MenCY,

MenACWY, MenB

m oo w»

Anaphylaxis or anaphylactic shock (7 days)
Shoulder Injury Related to Vaccine Administration.
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

|;man Papillomavirus (Quadrivalent, Bivalent, or 9
valent) - 9vHPV, 4vHPV, 2vHPV

m oo wp»

Anaphylaxis or anaphylactic shock (7days)
Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Any new vaccine recommended by the Centers for
Disease Control and Prevention for routine
administration to children

o owm »

Shoulder injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complication or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

* Effective date: March 21, 2017. The Reportable Events Table (RET) reflects what is reportable by law (42
USC 300aa-25) to the Vaccine Adverse Event Reporting System (VAERS) including conditions found in the
manufacturer package insert. In addition, healthcare professionals are encouraged to report any clinically
significant or unexpected events (even if not certain the vaccine caused the event) for any vaccine, whether or
not it is listed on the RET. Manufacturers are also required by regulation (21CFR 600.80) to report to the
VAERS program all adverse events made known to them for any vaccine.

Note that the RET differs from the Vaccine Injury Table (VIT) regarding timeframes of adverse events.

Timeframes listed on the RET reflect what is required for reporting, but not what is required for compensation.

To view timeframes for compensation, please see the VIT at




[ VAERS Table of Reportable Events Following Vaccination*

Vaccine/Toxoid { Event and interval** from vaccination

l
httgs:Ilwww.hrsa.govlvaccinecomQensationlvaccineiniumble.gdf

**Represents the onset interval between vaccination and the adverse event.
For a detailed explanation of terms, see the Vaccine Injury Table at

htt s:/lwww.hrsa.govivaccinecompensation/vaccineinju ble.pd

A list of vaccine abbreviations is located at: hitps://www.cdc.govivaccines/terms/vacc-abbrev.html




CDC COVID-19 Vaccination Program
Provider Agreement

Please complete Sections A and B of this form as follows:

The Centers for Disease Control and Prevention (CDC) greatly appreciates your organization’s (Organization) participation in
the CDC COVID-19 Vaccination Program. Your Organization’s chief medical officer (or equivalent) and chief executive officer
(or chief fiduciary)—collectively, Responsible Officers—must complete and sign the CDC COVID-189 Vaccination Program
Provider Requirements and Legal Agreement (Sectlon A). CDC COVID-189 Vaccination Program Provider Profile Information
(Section B) must be completed for each vaccination Location covered under the Organization listed in Section A.

Section A. COVID-19 Vaccination Program Provider Requirements and Legal
Agreement

ORGANIZATION IDENTIFICATION
Organization’s legal name:

Number of affiliated vaccination locations covered by this agreement:

Organization telephone number: Email (must be monitored and will serve as dedicated contact method for the
COVID-19 Vaccination Program):

Organization address:

RESPONSIBLE OFFICERS
For the purposes of this agreement, in addition to Organization, Responsible Officers named below will also be

accountable for compliance with the conditions specified in this'agreement. The individuals listed below must
prowde their signature after reviewing the agreement requirements.

“Chief Medical Officer (or Equivalent) Information.

Last name First name Middle initial
Title Licensure (state and number)
Telephone number: Email:
Address:
“Chief Executive Officer (or Chief Fiduciary) Information
Last name First name Middle initial
Telephone number: Email:
EXHIBIT

Address: 2 4
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CDC COVID-19 Vaccination Program Provider Agreement

AGREEMENT REQUIREMENTS

| understand this is an agreement between Organization and CDC. This program is a part of collaboration under
the relevant state, local, or territorial immunization’s cooperative agreement with CDC.

To receive one or more of the publicly funded COVID-19 vaccines (COVID-19 Vaccine), constituent products,
and anciltary supplies at no cost, Organization agrees that it will adhere to the following requirements:

1.

Organization must administer COVID-19 Vaccine in accordance with all requirements and
recommendations of CDC and CDC’s Advisory Committee on Immunization Practices (ACIP).}

Within 24 hours of administering a dose of COVID-19 Vaccine and adjuvant (if applicable), Organization
must record in the vaccine recipient’s record and report required information to the relevant state,
local, or territorial public health authority. Details of required information (collectively, Vaccine-
Administration Data) for reporting can be found on CDC’s website.?

Organization must submit Vaccine-Administration Data through either (1) the immunization
information system (1IS) of the state and local or territorial jurisdiction or (2) another system designated
by CDC according to CDC documentation and data requirements.?

Organization must preserve the record for at least 3 years following vaccination, or longer if required by
state, local, or territorial law. Such records must be made available to any federal, state, local, or
territorial public health department to the extent authorized by law.

Organization must not sell or seek reimbursement for COVID-19 Vaccine and any adjuvant, syringes,
needles, or other constituent products and ancillary supplies that the federal government provides
without cost to Organization.

Organization must administer COVID-19 Vaccine regardless of the vaccine recipient’s ability to pay

COVID-19 Vaccine administration fees.
Before administering COVID-19 Vaccine, Organization must provide an approved Emergency Use
Authorization {(EUA) fact sheet or vaccine information statement (VIS), as required, to each vaccine

e e A

recipient, the adult caregiver accompanying the recipient, or other legal representative.

Organization’s COVID-19 vaccination services must be conducted in compliance with CDC’s Guidance
for Immunization Services During the COVID-19 Pandemic for safe delivery of vaccines.?

Organization must comply with CDC requirements for COVID-19 Vaccine management. Those

requirements include the following:

a) Organization must store and handle COVID-19 Vaccine under proper conditions, including
maintaining cold chain conditions and chain of custody at all times in accordance with the
manufacturer’s package insert and CDC guidance in CDC’s Vaccine Storage and Handling Toolkit?,
which will be updated to include specific information related to COVID-19 Vaccine;

b) Organization must monitor vaccine-storage-unit temperatures at all times using equipment and
practices that comply with guidance located in CDC’s Vaccine Storage and Handling Toolkit*;

c) Organization must comply with each relevant jurisdiction’s immunization program guidance for
dealing with temperature excursions;

This agreement expressly incorporates all recommendations, requirements, and other guidance that this
agreement specifically identifies through footnoted weblinks. Organization must monitor such identified
guidance for updates. Organization must comply with such updates.

1 https://www.cdc.gov/vaccines/hcp/acip-recs/index.html

2 https://www.cdc.gov/vaccines/programs/iis/index.html

3 https://www.cdc.gov/vaccines/pandemic-guidance/index.html

4 https://www.cdc.gov/vaccines/hcp/admin/storage-handling.html
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CDC COVID-19 Vaccination Program Provider Agreement

d) Organization must monitor and comply with COVID-19 Vaccine expiration dates; and

e) Organization must preserve all records related to COVID-19 Vaccine management for a minimum of
3 years, or longer if required by state, local, or territorial law.

Organization must report the number of doses of COVID-19 Vaccine and adjuvants that were unused,

8. spoiled, expired, or wasted as required by the relevant jurisdiction.

9 Organization must comply with all federal instructions and timelines for disposing COVID-19 vaccine
* | and adjuvant, including unused doses.®

10. Drgamzatlon must report moderate e ands severe adverse. events fo!fowmg vaccination to- the Vaccme

hdverse Event’ Reportmg Svstem {VAERS).® BT e et il o SR e e

Organization must provide a completed COVID-19 vaccination record card to every COVID-19 Vaccine

11. | recipient, the adult caregiver accompanying the recipient, or other legal representative. Each COVID-19

Vaccine shipment will include COVID-19 vaccination record cards.

a) Organization must comply with all applicable requirements as set forth by the U.S. Food and Drug
Administration, including but fiot limited te requirements in any EUA that covers COVID-19 Vaccine.

b) Organization must administer COVID-19 Vaccine in compliance with all applicable state and
territorial vaccination laws.

By signing this form, | certify that all relevant officers, directors, employees, and agents of Organization

involved in handling COVID-19 Vaccine understand and will comply with the agreement requirements listed

above and that the information provided in sections A and B is true.

The above requirements are [fiEicHEIESHENEHESBRPAINERE for COVID-19 Vaccine-administration claims

submitted by Organization to any federal healthcare benefit program, including but not limited to Medicare
and Medicaid, or submitted to any HHS-sponsored COVID-19 relief program, including the Health Resources &
Services Administration COVID-19 Uninsured Program. Reimbursement for administering COVID-19 Vaccine is
not available under any federal heaithcare program if Organization fails to comply with these requirements
with respect to the administered COVID-19 Vaccine dose. Each time Organization submits a reimbursement
claim for COVID-19 Vaccine administration to any federal healthcare program, Organization expressly certifies
that it has complied with these requirements with respect to that administered dose.

12.

Non-compliance with the terms of Agreement may result in suspension or termination from the CDC COVID-19
Vaccination Program and criminal and civil penalties under federal law, including but not limited to the False
Claim's Act, 31 U.S.C. § 3729 et seq., and other related federal laws, 18 U.5.C. §§ 1001, 1035, 1347, 1349.

By entering Agreement, Organization does not become a government contractor under the Federal Acquisition
Regulation.

Coverage under the Public Readiness and Emergency Preparedness (PREP) Act extends to Organization if it
complies with the PREP Act and the PREP Act Declaration of the Secretary of Health and Human Services.’

5 The disposal process for remaining unused COVID-19 Vaccine and adjuvant may be different from the process
for other vaccines; unused vaccines must remain under storage and handling conditions noted in Item 7 until CDC
provides disposal instructions; website URL will be made available.

6 https://vaers.hhs.gov/reportevent.html
7 See Pub. L. No. 109-148, Public Health Service Act §§ 319F-3 and 319F-4, 42 U.S.C. § 247d-6d and 42 U.S.C. §

247d-6e; 85 Fed. Reg. 15,198, 15,202 (March 17, 2020).

9/14/2020 Page3 of 8



CDC COVID-19 Vaccination Program Provider Agreement

Chief Medical Officer {or Equivalent)

Last name First name Middle initial

Signature: Date:

Chief Executive Officer {or Chief Fiduciary)

Last name First name Middle initial

Signature: Date:

For official use only:
VTrckS ID for this Organization, if applicable:

Vaccines for Children (VFC) PIN, if applicable: Other PIN (e.g., state, 317):

1S ID, if applicable:

Unique COVID-19 Organization ID (Section A)*:

*The jurisdiction’s immunization program is required to create a unique COVID-19 ID for the organization named in Section A that
includes the awardee jurisdiction abbreviation (e.g., an organization located in Georgia could be assigned “GA123456A”). This ID is

needed for CDC to match Organizations (Section A} with one or more Locations (Section B). These unigue identifiers are required even
if there is only one location associated with an organization.
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Section B. CDC COVID-19 Vaccination Program Provider Profile Information

Please complete and sign this form for your Organization location. If you are enrolling on behalf of one or more
other affiliated Organization vaccination locations, complete and sign this form for each location. Each
individual Organization vaccination location must adhere to the requirements listed in Section A.

ORGANIZATION IDENTIFICATION FOR INDIVIDUAL LOCATI
Organization location name: Will another Organization location order COVID-19
vaccine for this site?

O Yes; provide Organization name:

O No

CONTACT INFORMATION FOR LOCATION’S PRIMARY COVID-19 VACCINE COORDINATOR
Last name: First name: Middle initial:

Telephone:

CONTACT INFORMATION FOR LOCATION’S BACK-UP COVID-19 VACCINE COORDINATOR
Last name: First name: Middle initial:

Email:

Telephone:

ORGANIZATION LOCATION ADDRESS FOR RECEIPT OF COVID-19 VACCINE SHIPMENTS

Street address 1: Street address 2:

City: County: State: ZIP;

Telephone: Fax:

ORGANIZATION ADDRESS OF LOCATION WHERE COVID-19 VACCINE WILL BE ADMINISTERED (IF DIFFERENT FROM

RECEIVING LOCATION)

Street address 1: Street address 2:

City: County: State: ZIP:

Telephone: Fax:

DAYS AND TIMES VACCINE COORDINATORS ARE AVAILABLE FOR RECEIPT OF COVID-19 VACCINE SHIPMENTS
Monday Tuesday Wednesday Thursday Friday

AM: AM: AM: AM: AM:

PM: PM: PM: PM: PM:

For official use only:

VTrckS ID for this location, if applicable: Vaccines for Children (VFC} PIN, if applicable:

1IS ID, if applicable: Unique COVID-19 Organization 1D (from Section A): Unique Location ID¥**:

**The jurisdiction’s immunization program is required to create an additional unique Location ID for each location completing Section B. The

number will include the awardee jurisdiction abbreviation. For example, if an organization (Section A) in Georgia (e.g., GA123456A), has

three locations (main location plus two additional) completing section B, they could be numbered as GA123456B1, GA123456B2, and

GA123456B3.
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CDC COVID-19 Vaccination Program Provider Profile Information
COVID-19 VACCINATION PROVIDER TYPE FOR THIS LOCATION (SELECT ONE)

0 Commercial vaccination service provider C Pharmacy — chain
[0 Corrections/detention health services OO0 Pharmacy — independent
[0 Health center — community {non-Federally Qualified [ Public health provider — public health clinic
Health Center/non-Rural Health Clinic) O Public health provider — Federally Qualified Health

Health center — migrant or refugee Center

Health center — occupational 0 Public health provider — Rural Health Clinic
Health center — STD/HIV clinic 0 Long-term care — nursing home, skilled nursing
Health center — student facility, federally certified

Home health care provider [C Long-term care — nursing home, skilled nursing

Hospital facility, non-federally certified

Indian Health Service [0 Long-term care — assisted living

Tribal health 0 Long-term care —intellectual or developmental
disability

0 Long-term care — combination (e.g., assisted living
and nursing home in same facility)

O Urgent care

0 Other(Specify: )

Medical practice ~ family medicine
Medical practice — pediatrics
Medical practice — internal medicine
Medical practice — OB/GYN

Medical practice — other specialty

SETTING(S) WHERE THIS LOCATION WILL ADMINISTER CO

Oo0oOooOooooooood

ID-19 VACCINE (SELECT ALL THAT APPLY)

0 childcare or daycare facility [0 Pharmacy
O College, technical school, or university O Public health clinic (e.g., local health department)
O Community center [0 School (K—grade 12)
[0 Correctional/detention facility 0O  Shelter
[ Health care provider office, health center, medical 0 Temporary or off-site vaccination clinic — point of
practice, or outpatient clinic dispensing (POD)
1 Hospital (i.e., inpatient facility) 0 Temporary location — mobile clinic
[0 In-home O Urgent care facility
[0 Long-term care facility (e.g., nursing home, assisted 0 Workplace
living, independent living, skilled nursing) O Other (Specify: )
Number of children 18 years of age and younger: (Enter “0” if the location does not serve this age group.)
O Unknown
Number of adults 19 — 64 years of age: (Enter “0” if the location does not serve this age group.)
O Unknown
Number of adults 65 years of age and older: (Enter “0” if the location does not serve this age group.)
0 Unknown
Number of unique patients/clients seen per week, on average:

O Unknown

0 Not applicable (e.g., for commercial vaccination service providers)

INFLUENZA VACCINATION CAPACITY FOR THIS LOCATION

Number of influenza vaccine doses administered during the peak week of the 2019-20 influenza season:
(Enter “0” if no influenza vaccine doses were administered by this location in 2019-20)

O Unknown
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CDC COVID-19 Vaccination Program Provider Profile Information

POPULATION(S) SERVED BY THIS LOCATION (SELECT ALL THAT APPLY)

O General pediatric population

General adult population

Adults 65 years of age and older

Long term care facility residents (nursing home, assisted living, or independent living facility)
Health care workers

Critical infrastructure/essential workers (e.g., education, law enforcement, food/agricultural workers, fire
services)

Military — active duty/reserves

Military — veteran

People experiencing homelessness

Pregnant women

Racial and ethnic minority groups

Tribal communities

People who are incarcerated/detained

People living in rural communities

People who are under-insured or uninsured

People with disabilities

People with underlying medical conditions* that are risk factors for severe COVID-19 illness
Other people at higher-risk for COVID-19 (Specify: )

DOES YOUR ORGANIZATION CURRENTLY REPORT VACCINE ADMINISTRATION DATA TO THE STATE, LOCAL, OR
TERRITORIAL IMMUNIZATION INFORMATION SYSTEM (11S)?
[0 Yes [List IIS ldentifier: ]

0 No

[0 Not applicable
If “No,” please explain planned method for reporting vaccine administration data to the jurisdiction’s IIS or other

designated system as required:

Oooooo

OoOooogogooooaa

(|

If “Not applicable,” please explain:

ESTIMATED NUMBER OF 10-DOSE MULTIDOSE VIALS (MDVs) YOUR LOCATION IS ABLE TO STORE DURING PEAK
VACCINATION PERIODS (E.G., DURING BACK-TO-SCHOOL OR INFLUENZA VACCINE SEASON) AT THE FOLLOWING

TEMPERATURES:

Refrigerated (2°C to 8°C): O No capacity O Approximately  additional 10-dose MDVs
Frozen (-15° to -25°C): O No capacity 0 Approximately __ additional 10-dose MDVs
Ultra-frozen (-60° to -80°C): O No capacity O Approximately ___ additional 10-dose MDVs
STORAGE UNIT DETAILS FOR THIS LOCATION

List brand/model/type of storage units to be used for | attest that each unit listed will maintain the appropriate
storing COVID-19 vaccine at this location: temperature range indicated above: (please sign and
1. Example: CDC & Co/Red series two-doot/refrigerator date)

2,

3. Medical/pharmacy director or location’s vaccine coordinator signature
4,

5 |

| Date

* https://www.cdc.gov/caronavirus/2019-ncov/need-extra-precautions/people-at-increased-risk.html
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CDC COVID-19 Vaccination Program Provider Profile Information

PROVIDERS PRACTICING AT THIS FACILITY (additional spaces for providers at end of form)
Instructions: List below all licensed healthcare providers at this location who have prescribing authority (i.e.,
MD, DO, NP, PA, RPh).

Provider Name Title License No.
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KEY CONTACTS

CLIFTON SPRINGS HOSPITAL 585-260-5792

Joseph A ampi o

'0 .
'315:759-8417

" William (Bill) Patterson - 315 s * Syivia Manly. | 585-755:5466 |
; lanag an ty | Amanda Tyler | 585-867-1021 |
| Employeetealth ! Rebecca Goodman _.j ,3-15—-»4& DR S ¥ , '
. Environmental Services  Tiffany Nelson _31_5_—759 4151 | Eddle Rodnguez _ o 585 -730-0986
o, . Serviee Desk ''§85-922.4357  Tservice@rochesterregional.org )
NEWARK-WAYNE HOSPITAL: 585- 260-4275
ST i @w : “a&%@ﬁm 2
 Clinig Lead_gnjm- " Christi ollo i ,‘ _AmyCarey
© Security Don Wentworth | © Security guard 3__15~332-2221
. Pharmacy o 4,»415@1] nHurley ; : _ i DavidVerdine | 315-332-2205 '
" Supply Management | Amanda Tyler ! _585 867- 1021 | David Hammond | 315-945-7566 '
~Employee Health i Rebecca Goodman | 315:467-1560 E Rk
" Environmental Services | Deb Sanford _ 1315-945-8834 | Maura Snyder | 585-259-6211
$ T ‘ Serwce Desk i 585-922-4357 r Wsewigg@,rochesterré_g-Ignagl._qrg e

Casey Wilbert

ROCHESTER GENERAL HOSPITAL 585~771 7358
: o e

! Nick:Mannmg ik

585.705-5888

L Security "1 Aaron Springer
' Pharmacy =0 ' Casey Wilbert
SupplvManagement ) f John Fazlo
‘Employee Health I ‘Bonnie Mott
Envnronmental Services ; Jamie Seals
LT . Service Desk

315.796:5852
585-278-3597
$85-922-9098

'585.260-9450
, 585:922:4357

UNITED MEMORIAL MEDICAL CENTER 585- 755-1663 )

"1 Shane N Nikerson _
| Security 'I_)ave Hetrlck
“ Pharmacy | Michael (Mike) koncilja
Sypply Management I Josh Wallace
Employee Health i Sherry Watkins
, Environmental Services | Chris Dehaven
T | Servuc Desk

UNITY HOSPITAL 585

417-0237

" 5854714604

I 585-727- 8185

' '585-344:5495
| 585-344-5417

| 585:344-5403

1}
" 716-984-6864
t
H

585-922-4357

T ChuckSt.John | 585-732-1680
NancyNicoleta | :
lennifer Sato | 585-20-1775

Scott Sleeper | 585:732-2659
ITservice@rochesterregional.org

Brad HIIchey
Korey Brauen
Jenmfer Brooks

R Rariaetl W

Dave Hetnck

: Chmc Leader | Sha; n_ 585-481-3795 "Evan Tinder _ 1 i

; Secunty _ I PauIDonahue ] 585-683-5061 | PaulStaub N
Pharmacv | Robert{Bob) Adams _ 585-455-2448 i ShashiPatel \585:451.530 |
“Supply Management f_l\_/l_gr_:a_Rosano T 7| 5e5-613-6423 ! Cedria Wright _ __ l 585-723-7058

: Employee Hea|th o ; Kelly Kuczynski | 585-723-7882 i Shannon McCarty-Leone 585-363-0491 ]

5 Environmental Services | Vic Zeno | 585-752- 3041 ,‘i‘_'.‘II Smith Y 585.738:-5001

T " service Desk "1 '585.922-4357 | iTservice@rochesterregional.org T
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VACCINE TRACKING

Vaccine primary coordinators will utilize the Vaccine Freezer, Refrigerator, and Preparation logs included
in the appendix to track all COVID-19 vaccine doses thawed, dispensed, prepared, and returned to the
primary storage location. In addition, vaccine primary coordinators will be responsible for tracking the
number of individuals vaccinated daily and the number of individuals scheduled to receive vaccine the
next day. This information should remain readily avallable as state agency representatives may request
these details at any time.

POST ADMINISTRATION MONITORING/ADVERSE EVENT
REPORTING

» Recommend 15 minute monitoring
» In case of emergency: please utilize emergency medication box and foliow local emergency response

protocol {see appendix)

» Adverse reactions should be entered into SafeConnect and also reported to the Vaccine
Adverse Event Reporting Systern (VAERS). Reports can be filed at https://vi
by calling 1-800-822-7967

» Per the CDC COVID-19 Vaccination Program Provider Agreement, COVID-19 vaccination

providers are required to report the following to VAERS:

» Vaccine administration errors (whether associated with an AE or not),

» Serious AEs {even if they are not sure if the vaccination caused the event)

» Multisystem inflammatory syndrome (MIS) in children or aduits, and

» Cases of COVID-19 that resuit in hospitalization or death to VAERS.
They are also required to report to VAERS any additional AEs and/or adhere to any revised
safety reporting requirements per FDA's conditions of authorized vaccine use posted on FDA's
website throughout the duration of the EUA, as applicable.
Vaccination providers should also report any additional clinically significant adverse events
following COVID-18 vaccination to VAERS, even if they are not sure if the vaccination caused

the event.

MANAGING DOWNTIME PROCEDURES

» If loss of power: return vaccine to central pharmacy to be stored under refrigeration
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» If EMR goes down: move to paper forms
» Document all downtime administrations in EMR once it becomes available

MANAGING DECLINATIONS, NO SHOW'S, & EXTRA PREPARED
VACCINE

» Clinic leaders and clinic pharmacy teams will work closely to ensure limited doses of vaccine are
prepared in advance to minimize waste.

» Recognizing that some candidates may decline the vaccine or not be eligible after the dose has already
been prepared, the clinic lead will work with their local SLT member to identify on call/ standby team

members to receive the vaccine prior to expiration.
» Clinic leaders should escalate all questions and concerns to Margie Lim-Morison and Emily O’Banion

as needed.
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PARTNER HOSPITAL CLINIC PROCESS

RRH STAFF:

RRH security, pharmacy, and registration support will be available for each partner hospital vaccine clinic
held at an RRH facility. Security will allow access to and monitor the clinic venue, pharmacy will transport
vaccine to the clinic location, materials management will provide supplies, and registration support will
be available to assist with scheduling second doses.

VACCINE ALLOCATION:

The state has partnered select hospitals across the state to share certain allocations of the Pfizer COVID-
19 vaccine. These dose allocations are based on the FDA EUA-approval with labeling of 5 doses contained
in each vial.

When pharmacy prepares the partner hospital’s dose allocation, the pharmacy must use a 5 dose per vial
assumption when allocating vials. This applies to RRH partner hospitals as well. This guidance is based on
directive from RRH legal who is aware of the recent advice from the NYSDOH, FDA, and Pfizer to use vial
overfill to obtain 6 doses per vial.

PARTIAL VIAL ALLOCATION:

For partial vial allocations, the RRH allocation will be administered to RRH employees at the beginning of
the partner clinic. For example, if a partner clinic is allocated 2 doses out of 1 vial, 3 RRH on call/ standby
employees will be vaccinated and the remaining 2 doses will be left for the partner clinic. This will be
managed locaily by the clinic leader, employee health, pharmacy, and Senior Leadership Team (SLT)
member.

VIAL PREPARATION FOR PARTNER CLINICS:

Partner clinics will provide the number of scheduled vaccinations to the RRH hospital pharmacy leadership
no later than 3pm the day before the clinic.

Thaw enough vials to meet the partner hospital dose allocation based on the assumption that each vial
will yield only 5 doses. Document on the Vaccine Freezer and central pharmacy Vaccine Refrigerator Logs.

1 hour before the scheduled partner clinic, pharmacy will transport the partner hospital vial allocation,
emergency drug boxes, and Vaccine Preparation Logs to the clinic site with security escort. Vials will be
placed in the clinic refrigerator and the clinic Vaccine Refrigerator Log will be updated and signed.
Materials Management will provide supplies.

Partner hospital is responsible for bringing their own PPE, sharps containers, cleaning supplies, and extra
supplies (i.e. syringes, etc) that exceed what was provided by McKesson.

The partner clinic will prepare and administer vaccine to their team members.
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TRACKING & REPORTING:

NYSIIS Reporting

Partner clinics must complete the COVID-19 Vaccine log included in the Playbook Appendix to track the
patient vaccination information.

HERDS Reporting

At the end of the clinic, Partner Clinic Leaders shall provide to the RRH registration associate the COVID-
19 Vaccine log which includes the patient vaccination information, the total number of doses
administered and vials used.

This information will be passed on to the RRH pharmacy leaders and Dorothy Day. Dorothy Day will
complete the NYSIIS upload process.

CLOSING PARTNER CLINIC:

Once the partner’s dose allocation is reached and the clinic is over, the partner clinic lead is to notify the
security officer to initiate clinic closure. Security will contact central pharmacies at Rochester General
Hospital (585-922-4481) arid Unity Hospital (585-723-7330) and the nursing supervisor at Newark-Wayne
Hospital (315-945-8903) to retrieve any leftover vaccine and to secure supplies.

RRH will manage the partner clinic waste.

If there is leftover diluted vaccine available, the partner hospital is required to document this as waste on
the Preparation Log. If there are réfrigerated vials remaining, these should be removed from the clinical
refrigerator (logged on the clinical Refrigerator Vaccine Log), returned to pharmacy under security escort,
placed in the refrigerator, and central pharmacy Refrigerator Log updated.
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