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Evaluate SARS-CoV-2 vaccine effectiveness

(VE) in preventing COVID-19 infection
among health care personnel (HCP),

specifically focusing on the effect of vaccine

boosters and temporal changes in VE.
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Secondary Objectives

1) identifying differences in VE by age group and comorbidity categories,

2) evaluating VE within job categories and clinical practice settings, o

3) estimating the comparative effectiveness of different SARS-CoV-2 vaccines,
vaccine schedules, and time periods between doses,

4) evaluating VE as related to participant reported history of past infection,

5) measuring effectiveness of SARS-CoV-2 vaccine boosters,

6) elucidating the role of vaccination in preventing prolonged symptoms of COVID-
19, and

7) evaluating VE for illness related to emerging variants.

?



* Multi-center case-control design conducted
at 20 PREVENT U.S. hospital sites and 10
EIP sites

= Cases (symptomatic) - positive SARS-CoV-2
RT-PCR or SARS-CoV-2 antigen test.

= Controls (symptomatic or asymptomatic) -
negative SARS-CoV-2 RT-PCR test, or tests
negative within 14 days before or after the
date of their last negative test. Can not be an
antigen test!

= 2 years of surveillance/ ~15,000 participants
completing baseline survey

!
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All sites recruiting HCP through employee health
department to obtain weekly testing lists of HCP

Selecting 6:1 control to case ratio

M aJ or Removed replacement of negative controls who were
Ch d ﬂges ineligible, declined participation, or nonresponsive

frO Im Including HCP with prior COVID infection

PREVENT |

Positive cases must be symptomatic, and negative controls
can be asymptomatic or symptomatic.

Added two participant surveys at 12 weeks and 6 months
after index timepoint to assess long term symptoms

!



*Weekly list generated from Sunday (12:00am) to
Saturday (11:59pm)

*Keep track of total number positives and total tested
each week — report of weekly facility form

Recruitment Log

REQUlRED Date Last
_ names added Name  First Name Phone eMail Address Test Date  Results
. 9/26 Andrews Alfred (121) 111-1221  artichoke@a.com 9/18/2022 0
- emails 9/26  Baker Bill (123) 456-7890 banana@b.com 9/18/2022 0
- test date 9/26 Caldwell Carla (323) 333-3333  cherry@c.com 9/18/2022 0
- test result (pos=1, neg=0) 9/26 Draper Darla (444) 222-3333 date@d.com 9/18/2022 0
- date added to Iog 9/26 England Elliot (555) 121-2121 elderberry@3.com 9/18/2022 1
: 9/26  Frank Furter (666) 666-6666 fig@f.com 9/18/2022 0
Optlonal but RECON_IMENDED 9/26 George Garland (777) 777-7777  grape@g.com 9/19/2022 1
- test type (PCR’ antlgen) 9/26  Harry Hiliard (888) 888-8888 honeydew@h.com 9/20/2022 0
- job location 9/26  Ivan lsaacson  (999) 999-9999  idunno@i.com 9/23/2022 0
- symptomatic/asymptomatic 9/26 Janelle Johnson (100) 100-1000 jackfruit@j.com 9/20/2022 0
) phone numbers, 9/26  Kathy Kennedy (100) 111-1111 keylln-ﬁe@k.com 9/20/2022 0
. 9/26 Larry Larson (100) 222-2222 lemonjello@I|.com 9/23/2022 0
- Job category 9/26 Mario  Mclntosh  (100) 333-3333 melon@m.com  9/20/2022 0
- age 9/26  Nancy Noel (100) 444-4444 nillawafer@n.com 9/20/2022 0
- sex 9/26 Orlando Ostrand (100) 555-5555  orange@o.com 9/24/2022 0
9/26 Paul Peterman (100) 666-6666  papaya@p.com 9/20/2022 0
9/26 Quincy Qdoba (100) 777-7777  quince@g.com 9/24/2022 0
9/26 Reba Richardson  (100) 888-8888 raspberry@r.com 9/20/2022 0
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Other ways to recruit HCP

Have you been tested for
COVID-19 in the last 60 days?

\

b

Do not recruit cases and controls Have you been tested for
COVID-19 in the last 60 days?

differentially!

he QR code or go to

www.prevent-project.org

v

* Voluntary & Confidential

- $100 for completion of four
online surveys over 6 months
- OVMC employees only

PRE‘%'ENT



Recruitment activities may begin soon!

« U lowa — HCP tested week of Sept 11-17, 2022
 All other sites — HCP tested week of Sept 18-24, 2022

!
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Site enrollment Launch

PRIOR TO enrollment launch date (i.e., begin selecting and inviting HCP to project from
Recruitment Log):

1) approval of recruitment plan,

2) test Recruitment plan

3) site readiness call,

4) complete project trainings and abstractors complete medical records abstraction quiz
5) all site team members have access to REDCap,

6) receipt of project invitation link for HCP from the DCC,

7) subcontract executed (or at least in process)

!
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Selecting HCP

= All those with positive test results (cases) will be selected

= 6 controls per case selected from HCP tested THE SAME WEEK

= Use Selection Macro when necessary (i.e., HCP list has more than the 6:1 control to case
ratio)

!
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Selection macro



PRE\E/ENT

Subject Heading: CDC- funded surveillance Project PREVENT Invitation
<Institutional Letterhead>
Dear <Institution> Employee,

The <Institution> is partnering with the Centers for Disease Control and Prevention (CDC) to conduct
Project PREVENT. Project PREVENT (PReventing Emerging Infections Through Vaccine EffectiveNess
Testing) is evaluating the effectiveness of COVID-19 vaccines and its impact on health care providers.
You were recently tested for COVID-19 and may be able to participate in this important project.

Your participation in this project is voluntary and choosing to participate or not participate will not
impact your employment or standing with <Institution>. If you are interested in learning more about the
project, please click on this link to PROJECT PREVENT.

The link will take you to a screening page to see if you meet the criteria to participate in this project. If
you meet the screening criteria then you will be invited into the project and asked to complete four
online surveys. You will be paid $25 by the PREVENT Project Team after completing each of the four
surveys for a total of $100. The checks will be mailed to you by the University of lowa project
coordinating center.

You will not be given any vaccines or other medications as part of this project. Being vaccinated is not a
requirement for participating. No information about you has been given to the project team.

The initial results from this project which currently includes over 10,000 U.S. health care workers have
been published in the New England Journal of Medicine ( NEJM Link )

For more information or if you have any questions about the project, please contact the <Institution>
project team members at KINSErt Contact info of site team> or Visit WWiw.prevent-project.org: If you
would not like to receive any further emails about this project, please click here to -

Sincerely,

<Site Pl name and contact information>

Inviting HCP to the project

« Email the link to participate to selected HCP a

minimum of 14 days and up to 60 days after
their test date

* |If possible, text the link to HCP —talk to your

IT dept about bulk text messaging

* Pick one day of the week to send invites

weekly for the HCP tested two weeks
earlier, and send reminder invites up to a
minimum of 4 attempts.

EXAMPLE PROJECT LINK
https://redcap.icts.uiowa.edu/redcap/redcap_v10.6.2/ExternalModules/?prefix=public_survey dag&page=survey&pid=9075&NOAUTH&dag=Nz
YO00Q%3D%3D



Screening Log example

First
name

Last
name

Elliot elderberry@3.com

Email address

Furter

fig@f.com
cherry@c.com
date@d.com

Bill banana@b.com

Carla

Darla

Ostrand orange@o.com

Peterman papaya@p.com

Garland rape@g.com

Larson lemonjello@l.com

Kennedy keylime@k.com

Alfred artichoke@a.com

Hiliard honeydew@h.com

Johnson jackfruit@j.com

Qdoba quince@g.com

Test
result

(pos/
neg)

1

Date
email

10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022

10/10/2022
10/10/2022

10/10/2022

10/10/2022

Date text

invite sentinvite sent

10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022
10/10/2022

10/10/2022
10/10/2022

10/10/2022

10/10/2022

Declined

participation

prior to

Screening Screening Eligible

(Y/N)

N

N
N
Y
N
N
N
N
N
N

Completed

Form (Y/N) (Y/N)
Y Y

Y Y

Reason
ineligible

Works remotely
Negative Ag test
Negative Ag test

Asymptomatic

Test date >60
days ago

Planning to leave
current job next
month
Does not speak
Spanish or English

Consented Record ID if

(Y/N)
Y

Y

REDCap

consented
25
26
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Other Logs

Enrolled Participants who
completed baseline survey

HCP who are ineligible who will
not be eligible in the future

HCP who declined participation
or do not want to be contacted

!
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Screening

The link on Invitation email takes them to Screening Form:

“You have received this link because you have been tested for COVID-19. We are enrolling some people who
have COVID-19 and some who do not - you do NOT need to have COVID-19 to participate. You may be eligible
to participate whether or not you have received the COVID-19 vaccine. As part of this project, we will not be
giving you vaccines. If you are eligible, project participation will require 4 surveys and documentation of COVID
vaccines, COVID testing, and any healthcare related to your illness. All information you provide will be kept
strictly confidential, and it will not be available to your employer, supervisor, or anyone outside the project team.
You will be compensated for your time, and your participation will last approximately 6 months. Based on your
understanding of this project, would you like to continue with the screening process?”

If yes, they proceed to screening

If no, they are asked to type in their name so we have a record of who declined to screen. NEICHRISHN

PREVENT



Inclusion criteria

1. Any HCP (employee or volunteer) tested for COVID-19 in the past 60 days
and after launching the project at a site;

2. HCP who have the potential for direct or indirect exposure to patients or
Infectious materials; and

!
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Inclusion criteria (con)

3. HCP who test positive must have at least
one of the following symptoms during a
period from 14 days prior to their first positive
test COVID-19 test to 14 days after that test:

Abdominal pain; Bruised toes or feet; Changes in my
ability to smell or taste; Chest pain or chest tightness;
Chills; Cough; Diarrhea; Fatigue; Fever; Headache;
Loss of appetite; Myalgia; Nausea or vomiting;
Rhinorrhea; Rigors; Severe respiratory illness, including
pneumonia; Shortness of breath or difficulty breathing;
Sinus or nasal congestion; or Sore throat.

For HCP who test negative for COVID-19,
no symptoms are required for enrollment

First positive test

A

+

Complete Baseline

COVID-19 Test

A
\rJ

COVID-19 Test

COVID-19 Test

Survey

PREVENT



Exclusion criteria

1. HCP unable to confirm test results or vaccine administration using an
approved method;

2. previously enrolled HCP who did not complete follow-up surveys during a
previous enrollment will be ineligible for re-enroliment;

3. do not intend to be working, studying, or volunteering in the participating
health care facility for at least 6 weeks after enrollment;

4. does not speak English or Spanish; or

5. works remotely from home (defined as not working at least one day in a
healthcare facility over the last 2 weeks).

!
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Eligibility criteria — other notes

HCP may be enrolled more than once (if the employee tested negative during a
prior enrollment), but they must meet the following criteria:

1. at least 6 months since previous enroliment;

2. completed all follow-up surveys from previous enrollment; and
3. complete resolution of symptoms from time of first episode of testing.

If HCP Is ineliiible, REDCap captures their name, so site team can track and

!
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Informed consent

* If eligible, REDCap will present Informed Consent document

By selecting "yes," you acknowledge that you have read the information presented, and that
you agree to participate in this project.

If they select no, EillCIIRISHNONONNOG!

« HCP are considered enrolled only after completing baseline survey and assigned a
REDCap Record ID

!
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Data collection Overview

{ Participant ]

« Baseline Survey

 Follow-up Surveys
» 6 weeks,12 weeks, and 6 months after index symptoms/test date
» email and text, reminders

« Compensation by check $25/survey

« Can be done by interview (MOP Sections 4.6.1 and 5.2.3)

[Site Team ]

» Weekly facility form

 COVID-19 Test results verification

« COVID-19 Vaccination results verification

» Health care utilization/medical records verification




Subcontract
payments —
Fixed Costs




Subcontract
payments —
Variable
Costs

Sites will be paid per participant enrolled for completion
of the following project tasks. Sites will receive a
spreadsheet summarizing their completion of these
tasks quarterly from the DCC for invoicing purposes.

1. Participant Survey completion
a. Baseline survey - $50
b. Follow up surveys @ 6 weeks, 12 weeks and 6
months - $30/survey
2. COVID vaccine verification completion
a. $20/vaccine verified prior to their index date
3. COVID test verification completion
a. $20 for verifying any COVID test during the index
period
4. Healthcare Utilization verification completion
a. $50 for verifying any qualifying visit during the

Index period
PREVENT



Project Launch Timeline

|




CCC -
idnet@ucla.edu

DCC —

emergencyidnet-
prevent@uiowa.edu
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