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Funding and Disclosures

O The HERO Registry is funded through a Patient-Centered Outcomes Research Institute Award
(COVID-19-2020-001). The program is coordinated by the Duke Clinical Research Institute and
leverages PCORnet®, the National Patient-Centered Clinical Research Network

O HERO-Together is funded by Pfizer, Inc. (New York, NY, USA), is currently ongoing, therefore the final
outcomes of this study may differ from outcomes described in this summary.

O HERO-Together is coordinated by the Duke Clinical Research Institute
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Outline

®" HERO Program Overview
®" HERO Registry

= HERO-HCQ

= HERO-Together

® | essons Learned
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March 2020
Urgent Questions Need Ready Collaborations...

= The Patient-Centered Outcomes Research HERO - REGISTRY
Institute (PCORI) invested in PCORnet,® the 55,000+ community members who!
National Patient-Centered C“nical Resea rCh 1. Report on their experiences through surveys on PPE,

burnout, childcare, moral injury, vaccine hesitancy, and PASC

Network to be a fast, efficient, responsive  oro .
. . Prioritize research tOpICS
network fOr patlent-centered resea I’Ch. 3. Sign up for other research leveraging the HERO Platform
NCT04342806
I
=  PCORI funded the Healthcare Worker Exposure | |

Response & Outcomes (HERO) program quickly HERO - HCQ HERO - TOGETHER
to help address unanswered questions related to 1,363 HERO members randomized to 50004 HERO mombere who receive 2 COVIDAS

. TR . hydroxychl i lacebo to d i . -
COVID-19 and its impact on individuals working otoctne benafit sgairiat COVID-LS infection vaccination and report on safety for two years
. 0. . following
in, and affiliated with, healthcare Results available

Earliest safety data reported to FDA

NCT04334148

= HERO Together enabled a safety study to launch
within a week of Pfizer-BNT vaccine approval

Healthcare Worker Exposure
Response & Outcomes
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HERO Timeline

March 2020

> March 2022
Jan 7
20,000 Registry
Participants Enrolled
Mar 10 Sept 9 .
Nov 6 1%t Registry 50,000 Registry
Mar 30 Apr 10 Last HERO-HCQ results published Participants
Investigational New Drug (IND) HERO Registry participant randomized PY Enrolled
number assigned (149266) Launch (n=1,363) ®
® ® ® Jun 30 Dec 28
Apr 3 HERO-TOGETHER | HERO-TOGETHER
- ) i 1st Submitted 1t report to
Mar 21 ClinicalTrials.gov Apr 22 Feb 15 ﬁgzmﬁ?gafetreg:tgm FDA. Includes i
DCRI is contacted about identifier assigned HERO-HCQ Trial HERO-HCQ ) y ) di d ted "
possibility of a prophylactic (NCT04334148) Launch & First Database Lock adjudicated events
HCW PCORnet Trial Participant Randomized T T
Mar 27 Apr 6 Apr 14 Dec 17 Mar 4 Feb 2022
First meeting of Regulatory First site HERO- TOGETHER 25,000 Registry 2 manuscripts
PCORnet HCW approval of HERO contract Launch & First Participants gqcepted on moral
Stakeholder Registry executed Participant Enrolled Enrolled Sept 17 injury and racial
Planning Group 20,000 HERO- differences; 3
© @ @ o TOGETHER abstracts under
Aprl Apr 8 Feb 1 = A ted
May 15 Participants review; accepted as
PCORI Board PCQRl research 12,500 Registry 5000 HERO- ® Enrolled part of 2 conference
Approval of HERO funding contract fully ‘L TOGETHER anels: multiple
. Participants Enrolled - p ; p
Registry and HERO- executed participants Aug 19 analyses and
HCQ 500th Participant enrolled HERO- HCQ manuscripts

Randomized in HERO-
HCQ

Results online

underway
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HERO Registry Objectives

O Create a virtual community of diverse adult
healthcare workers and their surrounding family
and community members;

A 2 fomiEro
O Establish an engaged and research-ready r&%\m%\ /’ e O[]
community of individuals interested in engaging in - ) —

future clinical

et 2 ;

upcoming research studies, including those related Py r% 2 participaten
+

studies Shareideas for

to COVID-19; :

f& \_’ 3 problems to

o A address and

O Create a dataset of health-related measurements, oimthe researchto do
risk factors, and outcomes for analysis and HERO Registry @

decision-making;

O Share information about the healthcare worker
experience during the COVID-19 initial, second, and
any subsequent waves of infection.

HEWR@ ‘C‘@' pcornet’
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Using multiple recruitment strategies...

®=  PCORnet site navigators o Enrolment goa
=  Social media 50000
= Pharmacy referrals
=  Marketing campaigns o Expanded elighbiity
= Targeted campaigns in cities with high ratio 30000
of healthcare workers and diverse population
= Partnerships with national 20000 ——
associations, unions, and well-known oo HERO TOGETHER campalgn (Pharmacy)
public figures
0 D e o e e o e o o e A L L a
53 5558355283285 558:345;¢

s Actual Enrollment — sss=Projected Enrollment
Healthcare Worker Exposure @ pcor n et
Response & Outcomes
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....Ven some rapping.

'HERO TOGETHER

) 0:00/3 El O o2
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Measuring priorities

Spring 2020 Summer 2020

The HERO Baseline Survey
asked: “What are the most
pressing or important issues
today that you feel need to
be better understood

related to healthcare
workers and COVID-19?”
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HCW Professional Role

45% M Nurse
° 41.6%
40% 39.3% M Physician
o 34.2%
% m PA/NP
30%
m OHDT
25% 22 0% 22.8%
0% 18.3% 18.0% ®m Admin/Research
14.6% 15.0%
15% ° 13.7% 13.2% 12.5% ® Medic/EMT
10% 7.7% 9. 7% 8.7%
% 0, 38%
5/ I >-3% I 1.7%
H o -

0%

Overall Male Female o:,o’o} pcornet”



Hot Topics

HERO Registry Monthly Polls

oo
1=l
]
Workplace topics Vaccine topics Home life

" Moral injury =  Willingness to be vaccinated = Ability to work impacted by
" Leaving healthcare = Access to vaccine changes in school or childcare
" Mental health resource availability " Vaccines in children "  Financial burden of pandemic
= Employer vaccine requirements = Booster receipt = Return to School

= Feelings of anger

@ pcornet’




Vaccines in Children Hot Topic Results

= 80% of HCW parents of 12-18 Endorsing "Once a vaccine is available for children
year olds said their kids were under 5, | will have my child vaccinated right away"
already vaccinated vs 68% of 0% 839
non-HCW parents 80% 74%
70% 62%
= Among parents of kids under 60% 53%
5, HCWs much more likely to 50% % 4% 45%
vaccinate their kids right - 569
away than non-HCWs (57% o
VS. 26%) 10% I
= Women more Iiker than men " Physician ~ Nurse  Paramedic/  PA/NP Other Techs/  Adminand Non-HCW
to say they will wait and see (EVLPR) T FrACHIONETS oportataff | onaft |

for kids under 5

‘C‘@' pcornet’



Anger Hot Topic Results

Moderate Severe

\

|

. Other
| am so angry and hostile | 0.95%
. . 0 )
all the time that | can't... Research/Admin
Health Tech/Clinical
| am angry most of the Support
.g y . 69% Other Diagnostic/Treating
time now Practitioner
PA/NP
0
I feel angry _ 333A) Paramedic/EMT
Nurse
| do ot feel angry NN S8 5%
Non-HCW
0% 20% 40% 60% 80%
0 20 40 60 80 100
M | do not feel angry
m | feel angry

B | am angry most of the time now

H ER@ B | am so angry and hostile all the time that | can't stand it
Healthcare Worker Exposure @ pcornet
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Intent to Leave Healthcare Hot Topic Results

* Increased % considering to leave % Actively Planning to Leave
or had already left 35% 33%
—  57% in December 2021 vs 45% in 31%
May 2021 o
* In December 2021, over 2/3 of e 24%
nurses and half of physicians 19% 20%
. . . 20% % °
considering/planning to leave or 18%
had already left 15% 14%
* Major drivers: o
—  Burnout (74%)
— Lack of appreciation from employer 5%
(50%)
— Lack of mental/emotional support 0% ) ) )
Physician Nurse Paramedic PA/NP Other Techs Admin and
from employer (36%) (RN/LPN) EMT Practitioners  clinical research

support staff staff
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Selected Papers

vJGIM

lwmulofﬁewul Internal Medicine.

|

Patterns of Potential Moral Injury in Post-9/11 Combat
Veterans and COVID-19 Healthcare Workers
Jason A. Nieuwsma, PhD?2@, Emily C. O’Brien, PhD?, Haolin Xu, MS?,

Melissa A. Smigelsky, PhD'2VISN 6 MIRECC Workgroup, HERO Research Program, and
Keith G. Meador, MD, ThM, MPH'3%

i

'Integrative Mental Health, Department of Veterans Affairs, Durharn, NC, USA; “Departrnent of Psychictry and Behavioral Sciences, Duke University
Medical Center, Durham, NC, USA; *VA Mid-Atiantic Mental liness Research, Education and Clinical Center, Durham, NC, USA; “Duke Clinical
Research Insfitute, Durham, NC, USA; “Department of Psychiatry and Preventative Medicine, Center for Biomedical Ethics and Society, & Graduate
Department of Religion, Vanderbitt University, Nashwille, TN, USA.

Design of the Healthcare Worker Exposure Response and Outcomes (HERO)
research platform

Anne Friedland ?, Adrian F. Hernandez *, Kevin J. Anstrom“, Mei Lin Chen-Lim”,

Lauren W. Cohen Judith S. Currier Chnstopher B. Forrest , Ryan Fraser °, Elizabeth Fraulo®,
Anoop George °, Elleen Handberg °, Jennifer Jackman®, Jayne Koellhoffer , Daryl Lawrence s
Renee Leverty °, Patty McAdams “, Brian McCourt®, Brenda Mickley °, Syed Hasan Naqvi ",
Emily C. O'Brien”, Rachel Olson“, Clyde Prater’, Russell L. Rothman ¥, Elizabeth Shenkman’,
Jack Shostak “, Kisha Batey Tumer £ Laura Webb “, Chris Woods ?, Susanna Naggie ', on behalf
of the HERO Research Program

'Gﬂbmkﬁwoiwwwl, United States of America
* University of California Lo Angeles, Los Angeles, GA, United States of America
# Temple University Hospizal, Philadelphia, PA, United States of America

= University of Florida, Gainesville, FL, United States of America

¥ Doylestown Health, Doylestown, PA, United States of America

® Vanderbilt Universicy Medical Center, Nashville, TN, United States of America
* University of Missouri, Columbia, MO, United States of America

* Willimson Medical Center, Franklin, TN, United States of America

eClinicalMedicine
Part of THE LANCET Discovery Science

Racial/Ethnic Disparities in Healthcare Worker
Experiences During the COVID-19 Pandemic:
An Analysis of the HERO Registry

JayB. Lusk,*** Haolin Xu," Laine E. Thomas, Lauren W. Cohen,“ Adrian F. Hernandez,* Christopher B. Forrest,? Henry J. Michtalik,”
Kisha Batey Tumner,’ Emily C. O'Brien,“ and Nadine J. Barrett %, on behalf of the HERO Research Program

“Duke University School of Medicine, Durham, NC, USA

®Duke University Fuqua School of Business, Durham, NC, USA

“Duke Clinical Research Institute, Duke University, Durham, NC, USA

9Department of Pediatrics, Children’s Hospital of Philadelphia, Philadelphia, PA, USA
“Department of Medicine, Johns Hopkins University, Baltimore, MD, USA

Vanderbilt University Medical Center, Nashville, TN, USA

9Department of Family Medicine and Community Health, Duke University, Durham, UA

vJGIM

lwm-l of General Internal Medicine.

Impact of the Early Phase of the COVID-19 Pandemic on US ™
Healthcare Workers: Results from the HERO Registry | B

Christopher B. Forrest, MD, PhD' ®., Haolin Xu, MS?, Laine E. Thomas, PhD?,

Laura E. Webb, B, Lauren W, Cohen, MAZ, Timothy S, Carey, MD, MPH,

Cynthia H. Chuang, MD, MSc?, Nancy M. Daraiseh, PhD?, Rainu Kaushal, MDP,
James C. McClay, MD, MS’, Francois Modave, PhD?, Elizabeth Nauman, MPH, PhD®,
Jonathan V. Todd, PhD. MSPH'?, Amisha Wallia, MD, MS'!, Cortney Bruno, MSW/',
Adfian F. Hemandez. MD., MHS?, and Emily C. O’Brien, PhD?for the HERO Registry
Research Group

'Applied Clinical Research Center, Children’s Hospital of Philadelphia, Philadeiphia, PA, USA: “Duke Clinical Research Insfitute, Duke University
School of Medicine, Durham, NC, USA; *Department of Medicine, Universily of North Carolina at Chapel Hill, Chapel Hil, NC, USA: *Department of
Medicine, Penn State College of Medicine, Hershey. PA. USA: *Cincinnati Children’s Hospital, University of Cincinnati, Cincinnati, OH, USA:

“Depariment of Population Health Sciences, Weill Comell Medicine, New York, NY, USA; “Universiy of Nebraska Medical Center, Omaha, NE, USA; ®
“Department of Health Outcomes and Biomediical Informatics, College of Medicine, University of Florida, Gainesville, FL, USA; “Louisiana Public n
Health Institute, New Oreans, LA, USA: "®OCHIN, Inc.. Portiand, OR. USA: ' 'Division of Endocrinology. Metabolism and Molecular Medicine,

Depariment of Medicine and the Institute for Public Health and Medicine, Northwestem University Feinberg School of Medicine, Chicago. IL. USA.




Trump says his belief in one potential

coronavirus drug is ‘just a feeling’
HERO-HCQ s

" March 2020

* Popular support for potentially effective — —— celDiscnn
but untested and unproven treatment to
protect against COVID-19 Hydroxychloroquine, a less toxic derivative

. . . of chloroquine, is effective in inhibiting

* |n vitro studies suggested possible effect SARS-CoV-2 infection in vitro

Jia Liu', Ruiyuan Cac?® Mingyue Xu'?, Xi Wang', Huanyu Zhang'~, Hengrui Hu'?, Yufeng Li'3, Zhihong Hu®',

* Established safety profile

* Healthcare workers at high-risk amid
. . . ‘This is insane!' Many scientists lament Trump's
S h orta geS Of P P E an d SuU rgl ng | nfe ction embrace of risky malaria drugs for coronavirus

Small French study that led to huge demand for hydroxychloroquine and chloroquine comes under

heavy fire

I I I R@ 26 MAR 2020 - BY CHARLES PILLER

H Ith e Worker Expos
&Otomes




HERO-HCQ Design

Primary:
* To evaluate the efficacy of hydroxychloroquine (HCQ) to
prevent COVID-19 infection in healthcare workers
* Intervention: Hydroxychloroquine 600 mg BID
loading dose on the first day, followed by 400 mg
QD for 29 days, versus matched placebo
Secondary:
* To evaluate the efficacy of HCQ to prevent viral shedding
of SARS-CoV-2 among healthcare workers
* Evaluate safety and tolerability of HCQ

Design:
e Largely remote trial using HERO Registry. In-person visit
0 and 30 days for PCR and serology testing

HER®

Healthcare Worker Exposure
Response & Outcomes

COVID-19 HCW Risk

N=2,000

1:1
Randomization

Treatment Group: Control Group:
(Hydroxy) Chloroquine Placebo

Primary objective: To evaluate the efficacy of HCQ to
prevent COVID-19 clinical infection in HCW

}

Secondary Objectives:
¢ To evaluate the efficacy of HCQ to prevent
viral shedding of SARS-CoV-2 among HCWs
¢ Evaluate safety and tolerability of HCQ

|

HERO
Registry

HERO —
—HCQ Clinical
Trial

Exploratory Objectives:
¢ Evaluate SARS-CoV-2 seroconversion in participants taking HCQ
e Describe COVID-19 infectious complications in participants taking H

¢ Describe time off from work for medical reasons in participants taking HCQ

e Describe QoL
¢ Describe experience of household contacts

cQ
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HERO-HCQ Start-Up and Enrollment

« 34 PCORnet sites enrolled 1,363 participants between April — November 2020

Days to Site Activation

90

70

50

Days to First Participant Enrolled

30

20

10

RUMC

=]
Allina  ———
Marshfield S ————

Morthwestern

Capricorn

HER®

Healthcare Worker Exposure
Response & Outcomes

lowa I

KUMC  —
HSS

Cornel| I

UNMC
UTSWMC

Missour]
Columbia I
Advent I

GPC Insight

* Long-standing partnerships, existing processes for site identification and communication,
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transparent reporting and lessons learned achieved:

Average: 30 days to site activation | 10 days first participant enrolled
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HERO-HCQ Results

" Powered for 2,000 participants, enrollment stopped at 1,363

Overall HCQ Placebo Estimate
(n=1359) (n=683) (GELYL)) (95% Cl)

Primary
Clinical infection by day 30 94 (6.9%) 41 (6.0%) 53 (7.8%) -1.84 0.20
(-4.60, 0.87)
Confirmed: New onset fever, 9 (0.7%) 3(0.4%) 6 (0.9%) -0.45 0.34
cough, or dyspnea AND (-1.65, 0.50)
confirmed PCR test
Suspected: Fever, cough, or 85 (6.3%) 38 (5.6%) 47 (7.0%) -1.39 0.31
dyspnea wo confirmed PCR (-4.03, 1.21)
test
Secondary
SARS COV2 detection at day 30 4 (0.3%) 2 (0.3%) 2 (0.3%) -0.00 1.0
H ER@ Covance PCR test (-0.87, 0.86)
Healthcare Worker Exposure @ pcornet
Response & Outcomes



HCQ Meta-Analysis

= A number of other studies were also
underpowered to detect a significant effect

due to enrollment challenges

Apr 10
O o
gIStry HERO Trial
Launch
Launch

Apr 14 Apr 22

First site First

contract participant

lly executed randomized

o
>

HER® |

remaewoeesen: P IE-PriNts, study data leaks, tweets, FDA warning

Response & Outcomes

a

I

Apr 27
50th
participant
randomized

I

Initial Systematic Search

Duplicates Excluded N=22:
» Across database (N=5)
» Within database (N=17)

Full-text articles excluded,

with reasons N=161:

# Study on Post-exposure of COVID [N=52)
* Protocol (N=17)

Reviews [N=33)

Retracted (N=2)

Non-randomized [N=3]

No RCT involved (N=42)

Additional trial data on
healthcare workers
N=3

=
o
= PubMed 141
= Embase 39
g EBSCO 0
— Cochrane 5]
TOTAL 186
L J
= i
= Article Screened
] N=164
Lt
Ll
k4
£ . __
= Full-text articles accessed for eligibility
= N=3
w
v L
Studies not Studies
T including including
% healthcare healthcare
£ workers workers
M=1 MN=5




HCQ Meta-Analysis Results
" Confirmed results of HERO-HCQ

vty HCO Plaosho OF (355

wn ki
HERCLHOO o— AER3 EETE 045 J0 12, 158
Lipsnin } O | 454 451 0095 j023 398
Llerfd —= | 115583 T L
Khesica fo— 1%2 FIE 0.16 o2, 138
WHIP = | 2887 anat 0.5 07, 3.51]
Me-anabysls with ~i—— HEIES 2LA4ET LSO 024, 1.28]
FRESom oTiecis

rr 1. 1.1 1 1 1T 1T 711
g o5 1 15 2 25 3 35 4 45 5§

I IER@ Firvors HCO Favnrs Pl )

Oris rtio for confirmaed posthes COVID-15 p t
Healthcare Worker Exposure @ Cor n e
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Key Takeaways

" The HERO program rapidly created a novel and reusable trial
infrastructure and referral system

" PCORnet sites were poised to randomize participants into a trial in <30
days

= Sometimes media can help research efforts ...sometimes it can hurt
our ability to collect definitive evidence

t ®
Healthcare Worker Exposure @ pcor e
eeeeeeeeeeeeeeeee




Siteless Vaccine Safety Surveillance

Primary objective: Estimate the real-world
incidence of safety events of interest and
other clinically significant events among

vaccinated individuals. H E R@A!*:’ TOG ETH E R

KEEPING COMMUNITIES HEALTHY WITH VACCINATION
Secondary objective: Evaluate whether the

vaccine recipients experience increased risk
of events. Estimate the rates of events
among subcohorts (e.g., pregnant women,
immunocompromised, and stratified by age).

Healthcare Worker Exposure
Response & Outcomes

HER® ‘C‘@' pcornet’



Post-marketing surveillance: an important
contributor to safety-related label changes

Annals of Internal Medicine

ORIGINAL RESEARCH

Postmarketing Safety of Vaccines Approved by the U.S. Food

and Drug Administration
A Cohort Study

Noam Tau, MD; Dafna Yahav, MD; and Daniel Shepshelovich, MD

Background: Vaccines are one of the greatest achievements in
public health. Prevalence and clinical significance of emerging
postapproval, vaccine-related safety issues have not been sys-
tematically studied.

Objective: To explore postmarketing safety modifications in
U.S. Food and Drug Administration (FDA}-approved vaccine
labels.

Design: Retrospective cohort study.
Setting: United States.

Participants: Initial and subsequent labels of all vaccines that
were FDA-approved between 1 January 1996 and 31 December
2015.

Measurements: The primary aim was a descriptive analysis of
the prevalence and characteristics of postapproval, safety-
related label changes. The secondary aim was to describe the
distribution of data sources triggering these modifications.

Results: The study cohort comprised 57 FDA-approved vac-
cines. Initial approval for 53 (93%) of the vaccines was supported
by randomized controlled trials, with a median cohort size of
4161 participants (interquartile range, 2204 to 8634 partici-

Tau N, et al. Ann Intern Med

pants). There were 58 postapproval, safety-related label modifi-
cations associated with 25 vaccines (49 warnings and precau-
tions, 8 contraindications, and 1 safety-related withdrawal). The
initial approval trial characteristics were similar in vaccines with
and without postmarketing, safety-related label modifications.
The most common safety issue triggering label modifications
was expansion of population restrictions (n = 21 [36%]), followed
by allergies (n = 13 [22%]). The most common source of safety
data was postmarketing surveillance (n = 28 of 58 [48%]).

Limitation: The data source of the initial signal triggering safety-
related label changes may not necessarily represent all safety
data received and processed by the FDA.

Conclusion: Over a 20-year period, vaccines were found to be
remarkably safe. A large proportion of safety issues were identi-
fied through existing postmarketing surveillance programs and
were of limited clinical significance. These findings confirm the
robustness of the vaccine approval system and postmarketing
surveillance.

Primary Funding Source: None.

Ann intem Med. 2020,173:445-449. doi:10.7326/M20-2726 Annals.org
For author, artide, and disclosure information, see end of text.
This article was published at Annals.org on 28 July 2020,

. 2020; 173(6):445-449.

= Qver a 20-year period, vaccines
were found to be remarkably safe

= Alarge proportion of safety
issues were identified through
post-marketing surveillance
programs

‘C‘@' pcornet’




Rationale for studying the post-vaccine experience

Healthcare workers will be early SARS-
CoV-2 vaccine recipients

Emergency use-authorization will be
based on limited follow-up data

There is a need for long-term safety
surveillance for SARS-CoV-2 vaccines




Participant Journey

Health delr oy Participart
S}f}tem / ﬂmm wacination
Clinic
Participant either kgs
into their existing
HERC: Registry Participant
secount, Preject -
Participant L e oy . screening L Dokl complems
Portal thiey arent in sithes - u‘“*' E’mﬂ;ﬁ eCansent mm' ik
s Tt githar the .
H?;E-ulsegish‘yﬁ dirsa 1 date Farticipant Forticipart Forticipart Participarnt Participant Participant
Correrurity Study aRRCS =PROS BRROS A BPROE &R0
I
May or may not be assisted by a "study navigator” at the paint of vaccination
| | | | | |
¥ ¥ ¥ [] ¥ ¥
Admin Portal I participant dosar't complete surveys, sutormated reminders triggened. i participant

(Call Center)

2 Project Baseling by verily

HERG* ¥ TOGETHER

KEEPING COMMUNITIES HEALTHY WITH VACCINATION

doasn’t complate after rumber of remindess, Call Cerber @ rotified and inftistes recus
wirkfiow to participant {and prooxy, i necessary)

Canfldentlal & Proprietarny 1

‘C‘@' pcornet’
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Community Pharmacy Partnership

Pre-campaign Post-campaign

1.7%

%
0.2% '\2.5%

2.9
0.3% 3:0% |

= White

® Black

= American Indian or Alaska Native

= Asian

m Native Hawaiian or Other Pacific Islanders
m Other

m Multi-race

8% Hispanic, Latino/a 12% Hispanic, Latino/a

HERG** TOGETHER «32» pcornet’

KEEPING COMMUNITIES HEALTHY WITH VACCINATION




Event Adjudication

Participant reports event

!

Suspected Events

Medical records
available

Additional AESI
identified during

Medical records not
available

review

CEA full review

Suspected event
(unknown)

Meets event

Does not meet event definition or
definition

insufficient information

Negatively adjudicated event

Positively adjudicated

Does not meet event
event

definition

Insufficient information

HERG* ¥ TOGETHER

KEEPING COMMUNITIES HEALTHY WITH VACCINATION

Final classification categories

1.
2.
3,

Suspected event (unknown)
Positively adjudicated event
Negatively adjudicated event

'C‘é' pcornet’
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Final HERO Together Study Population

= Total consented population:
N=20660

= Primary analytic population:
N=9410 (receipt of Pfizer vaccine
within past 10 days)

= Median days since first vaccine
dose at enrollment: 3 days Peroent ot Hispanic o Ltin

Median age (years)

Percent female

Percent white race

B Primary Analysis Safety Population
[ Consented but not in Primary Analysis Safety Population

KEEPING COMMUNITIES HEALTHY WITH VACCINATION

HERG** TOGETHER «32» pcornet’
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Adjudicated Event Rates (per 1000 p-years
e

Any Adverse Event of Special Interest

Generalized convulsion/seizures

Severe COVID-19 Disease *

Thrombocytopenia

Non-anaphylactic allergic reaction _

Pre-eclampsia+

Spontaneous Abortions and Stillbirth+

T T T T T T T T T T T T T T T T T T T T
00 04 08 12 16 20 24 28 32 36 40 44 48 52 56 6.0 64 68 72 76 80 84
[ Primary Analysis Safety Population

% Events Includes only Hospitalized Events
+ Population restricted for female participants

HERG** TOGETHER «$2» pcornet’




HERO-Together Conclusions

" The final HERO-Together study population was primarily white, female, and
had low comorbidity burden

" The incidence proportions of reported hospitalizations were numerically
similar for the PASP and the ACP

" The most common adjudicated safety events in the PASP included non-

hospitalized arthritis/arthralgia and non-hospitalized non-anaphylactic allergic
reaction

" These proportions were generally consistent with those in the ACP

HERG* ' TOGETHER «32» pcornet’
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Lesson Learned #1: The Power of Research Networks

PCORnet enabled rapid start-up through:

ADVANCE

Network PaTH

* Leveraging an existing coordinating S ‘9 @ TIE‘T“;
center ' - 0 9 "

* Use of a common data model e

e Existing connections with local research ' ' ? OneRlorida+

teams REACHnet
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Lesson Learned #2: Good engagement strategies evolve
with stakeholder needs

COVID-19 Research
Opportunity

HeroesResearch

@HeroesResearch

The #HERORegistry is open to all
#healthcareworkers, their friends and
family members to help understand what
it's like to live and work during the
#COVID19 #pandemic. | Learn more:
heroesresearch.org

. . . o e .. Learn more about the outpatient ACTIV-6
HERO Registry Data Finds Racial/Ethnic Disparities e

Among Healthcare Workers COVID-19.

March 22, 2022

A recent study published by The Lancet eClinicalMedicine using HERO Registry data found
racial and ethnic disparities experienced by healthcare workers during the COVID-19
pandemic. This observational cohort study, funded by the Patient-Centered Outcomes
Research Institute (PCORI), surveyed over 24,000 U.S. healthcare workers enrolled in the
HERO Registry between April 2020 and June 2021. Study healthcare workers shared their
experiences with COVID-19 testing, diagnosis, workplace burnout, emotional struggles, and
thoughts on ...

WORKING TOGETHER TO HELP PEOPLE
WITH COVID-19 FEEL BETTER FASTER

activéstudy.org #feelbetterfaster

HER®

Heaithcare Worker Exposure
Response & Outcomes

Thank you, Participants!

O B Jul 11, 2022 Enrollment is now closed. Thanks to the more than

20K participants who are helping us understand
experiences with COVID-19 vaccines.

@ pcornet’



Lessons Learned: #3 — Novel Recruitment Strategies can
Enhance Diversity

Bringing research to
people means thinking
outside the box.
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Lesson Learned #4: Robust siteless research is possible!

Intentional Working with mission- Balancing pros and cons
engagement driven partners of different data streams

.@g. pcornet’
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Thank You

Questions?

.@g. pcornet’

Healthcare Worker Exposure
Response & Outcomes
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