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Overview

The two main types of activities in the EM Regional COVID-19
VE Study include:

0 Enhancing processes and structures in the Region

a Building national technical capacity among EM Countries
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Enhancing
processes and
structures in

the Region

Establishment of a multidisciplinary Regional
COVID-19 VE technical team

Development of the COVID-19 VE Dashboard

for the EM Region
. Standardization of methods and data

analysis
Issuance of the Regional Ethical Clearance

Development of the Regional Data Entry
Platform (REDCap)
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Responsibilities of the EM Regional COVID-19 Vaccine

Effectiveness Technical Team

v'Review of technical and financial proposals: Proposals from each country
underwent several rounds of revision before being selected as part of the
the EM Regional COVID-19 VE Study

v'Evaluation of regulatory / technical documents from each study: for e.g.,
for ethical clearance: Pl checklist, study protocols, questionnaires, etc.

v'Regular (monthly) consultation meetings with each country’s research
team

v'Data management: collection, validation, aggregation, and statistical
analysis of study results
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COVID-19 Vaccine Effectiveness Dashboard: 12 studies evaluated from Sep 2021 — Nov 2022
(Requesting EMROQ'’s technical and financial support)

The Dashboard is updated weekly including the following information:

o . Study In line with WHO WHO support COVID-19 VE proposal Revision | Consultation/
Institution & PI Ethical COVID-19 VE . )
. . design / VE Protocol (HCWs | requested development / rounds & | technical
information clearance Proposal Shared . . . .
Methods | or SARI) (S or technical) study implementation dates meetings
M 0 National ethical | Pl (direct contact point w/ COVID-19 VE Study Inline withw/ | WHO/EMRO support COVID-19 VE proposal / a : —r P First F2F Consultation tionF ZF/ VE n*:;zr J/ VE
Y committee country and email) Proposal shared € WHO protocols | requested / offered study phase and decision w/ VE technical team w W
: technicalteam | _technicalteam
Eaypt Academic Med Qemer Yes Dr:Zcinab .NABILSAID Yes Cohort study aryom HCWSs - Yes Both technical & financial Proposgl revised and eligible Thlr&rouvndofrwsnnsby 15-Nov-21 4-0ct-21 9-Dec-21 17-Apr-23
2 Al Azhar University reinabnabil@azharedu ey [mix retrospective + prospective) for regional CVE study VE technical team
MoH & Shahrood University of ) ) . |Proposal revised and not First-round of revisions by
k Medical Sciences (SUMS) NA Yes |Cohort{serosurvey) No Both technical & financial | 1. e for regional CVE study |VE technical team E-Sep-21 NA A NA
Kerman University of Medical Dr. Ali MIRZAZADEH ) ) ._, |Proposal revised and not Second-round of revisions
| h technical | -
. Iran Sciences (KMU) NA slimirzazadeh @uest edu Yes Cohort or nested case-control study No Both technical & financia eligible for regional CVE study | by VE technical team 16-Nov-21 NA NA NA
Kermanshah University of Medical Dr. Farid NAJAFI ) ) .., | Proposal revised and eligible | Third-round of revisions by
] Iran Sciences (KUMS) Yes farid_n32@yshoo com Yes Case-control [TND SARI) Yes Both technical & financial for reglonal CVE study VE technical team 23-Apr-22 16-May-22 NA T6D
Seroepidemiology of anti-spike ) . .
P | Thi
Iran Pasteur Institute of Iran Yes Dr. Ehsan Mostafavi Yes antibodies and retro evaluation of Partial Both technical & financial '9‘.’“" revnsed and nat e roupd of revision by 18-Aug-22 28-Jun-22 NA NA
6 Covid-19 VE in Iranian HOWs eligible for regional CVE study | VE technical team
Dr. Fatima ZERRIOUH THNEIBAT ) . | Proposal revised and eligible | Second-round of revisions
k Jordan MoH Yes 100m832016@gmail.com Yes Case-control [TND SARI) Yes Both technical & financial for regional CVE study by VE technical team 21-Nov-21 13-Oct-21 9-Dec-21 18-Apr-22
Dr. Moubadda ASSI Cohort study among HCWs ) : Proposal revised and not Fourth-round of revisions
-Nov-, NA
s Lebanon MoPH Yes assimo@who.int Yes (retrospective) Partial Technical support eligible for regional CVE study | by VE technical team I-Nov-21 30-Sep-21 NA
Morocco MoH NA - No NA NA NA Initial interest NA NA NA NA NA
9
. ALAMR
Oman MoK NA Or. Warda AL AMAI No NA NA NA Initial interest NA NA 6-0ct-21 NA NA
10 alamriwarda@gmail.com
pakistan Khyber ?akhtunkhrwa Medical Yes Dr. Sheraz rAznp 1] Yes Cohort stydy among HCWs Yes Both technical & finandial Proml revised and eligible Third—rou}ndofrev isions by 14-Nov-21 21-0ct21 9-Dec-21 NA
1 University (KMU) sherazvs @gmail.com (prospective) for regional CVE study VE technical team
Cross-section household ) ) .. | Proposal revised and not
lestine MoH/PNIPH NA - Y h technical & f | NA NA NA NA
b - foP) ot/ & serosurvey (befor / after study) No Both technical & financia eligible for regional CVE study Other
<
Cross-section household
Tunisia MoH Yes No serosurvey NA NA Initial interest NA NA 11-0ct-21 NA NA
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14
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COVID-19 Vaccine Effectiveness Dashboard: 26 studies as of 10 November 2022
(all planned, ongoing or published studies from the EMR identified in view-hub.org)

The Dashboard which is updated weekly includes the following information:

SARS-CoV-2
Variants

Start and
End Dates

Author and
Publication Year

Results published / link

Population Outcomes Vaccine Products

to publication
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Countries interested in Countries with COVID-19 VE

conducting COVID-19 VE study

studies independent of WHO-

with support from WHO-EMRO EMRO’s support

e 3 ™
( . . . A Planned, ongoing, or completed
Expressed interest in or submitted

Categories of or
l proposal to WHO/EMRO: COVID-19 VE studies in the EMR:
countries based on P s Bahrain, Egypt, Iran, Jordan,

Kuwait, Lebanon, Morocco, Qatar,

COVI D‘19 Vd CCi ne L Palestine, and Tunisia D L Saudi Arabia and the UAE D
eﬁ:e Ct|Ve Ness " Submitted proposals in line with

proposal or study e oy RO

status in the EMR rechnies team

(as of November 2022) : /\

Proposal deemed eligible to
participate in Regional COVID-19 VE
study and in implementation phase:

Iran, Jordan, Egypt and Pakistan
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Standardization of methods and data analysis plans

e Technical proposals with study designs in line with the two main WHO protocols
(TND in SARI and cohort study in HCWs) were selected; following which their
methods and statistical analysis plans were standardized / harmonized to allow
pooling data across countries and reporting Regional VE estimates

* The study details of the four countries which were selected to participate in the
EM Regional COVID-19 VE Study are presented in the next slides
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Jordan — Ministry of Health

Study design: Prospective TND in SARI

Study sites: 4 hospitals of King Abdullah, Prince Hamza, Zarka and Karak

COVID-19 vaccines: Pfizer, AstraZeneca, Sinopharm and Baharat

Sample size: 943 cases: 1,886 control (so far, 708 participants enrolled; 130 positive case; 549 negative; 31
pending)

data collection: 12 months of data from 4 June 2022 — 2023

Study dates:
y data entry in REDCap started: 5 June 2022

Current status: On track / plan with study implementation; monthly data validation ongoing
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Iran — Ministry of Health & Shahroud University of

Medical Sciences

Study design: Retrospective TND in SARI

Study sites: 7 provinces of Mashhad, Shahroud, Qom, Kerman, Tabriz, Kermanshah, Kurdistan, and Hamedan

COVID-19 vaccines: AstraZeneca, Sinopharm, Sputnik, Baharat and domestic brands (e.g., Barekat, PastoCovac,
Fakhravac, and Spikogen)

Sample size: 12,688 cases : 12,688 controls (~25,000 total)

10 months of data from May 2021 — March 2022
Study dates: Start date: 20 May 2022
End date: 30 September 2022

Current status: Standardization and importation of datasets into RECap in progress; so far data from 4 provinces
received
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Pakistan — Khyber Medical University (KMU)

Study design: Mix retrospective-prospective cohort study in HCWs

Study sites: 3 hospitals of Saidu, Mardan and Kohat

COVID-19 vaccines: Pfizer, Moderna, AstraZeneca, and Sinopharm

Sample size: 1,627 planned (of which 1,414 have been enrolled; 90 additional participants to be recruited)

Study enrollment: December 2021
Study dates: Data entry into REDCap: 16 June 2022
Study end date: 31 January 2023

Current status: In process of completing data entry in REDCap, follow-up and data validation ongoing
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Egypt — Al-Azhar University

Study design: Prospective cohort study in HCWs

Study sites: 5 hospitals of Al-Zahraa, Al-Hussein, Bab Al-Sheria Damiatta and Assiut

COVID-19 vaccines: Sinopharm, Sinovac, AstraZeneca, Janssen, Baharat, Pfizer, Moderna

Sample size: 1,006 HCWs (enrollment complete)

12 months from mid-Aug 2022 — 2023
Study dates: Participant enrollment started: 1 July 2022
Data entry in REDCap started: 31 July 2022

Current status: Participant follow-up in progress
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Selected countries to participate in EM Regional COVID-19 VE Study

National COVID-19 VE Studies Study design and method STl S|?e Il Study duration
study sites

-g Egypt Prospective Cohort Study in Health 1,006 participants From 08/2022 — 08/2023
b= Al-Azhar University Care Workers (HCWs) From 5 hospitals (12 months)

E

" : _ . )

E ran Retrospective Test-Negative case ~25,000 Participants  From 05/2021 — 03/2022
= Kermanshah University of control Design (TND) in Sever Acute From 7 brovinces (10 months)

g Medical Sciences Respiratory Infections (SARI) P

(70}

v 1,000 cases:

> : _ - ) ,

£ Jordan Prospective Test-Negative case-control 2,000 controls From 06/2022 — 06/2023
- Design (TND) in Sever Acute

p MOH : . (3,000 total) (12 months)

o Respiratory Infections (SARI) _

" From 4 hospitals

2

S

€ Pakistan Mix Retrospective-Prospective Cohort ~1,500 participants From 11/2021 - 01/2023
§ Khyber Medical University Study in Health Care Workers (HCWs) From 3 hospitals (15 months)

WHO EMRO Workshop on "COVID-19 VE Study" ¢ :[Aﬁv, World Health ¢

13 17 and 24 November 2022 \i\:f d‘/ Orgamzanon HEALTH FOR

o ice =< Eastern Mediterranean \ /



f\’EDCap The Regional Data Entry Platform

Research Electronic Data Capture

“ CcC O & extranet.who.int/edere/index.php?action=myprojects N K »> O =

» [ Other Bookmarks
Logged 'n as

*EDCap‘ Home @My Projects + New Project @ Help & FAQ ®RTraining Videos @8 Send-it W8 Messenger kerimianz@who.int O Profile @ Log out

Listed below are the REDCap projects to which you currently have access. Click the project title to open the project. Read more To reviews which
users still have access Lo your projects, visit the User Access Dashboard.

Ta review and edit ovinership of the projects you have access ta, visit the Project Ownership List.

My Projects & Organize | B3 Collapse All Filtor projacts by title x B
Project Title Records Flelds Instruments Type Status
EM Regional COVID-19 Vaccine Effectiveness Study: Test-Negative Design in SARI o 0 153 13 forms n F
EM Regional COVID-19 Vacdine Effectiveness Study: Cohort Study in HOWs (w] 0 267 S forms b4 >
COVID 19 VE Study (Cobort Study in HCW=) - Egypt 2022 (WHO EMRO) 0 3 240 5 o &
COVID-19 VE Study (Cohort Study In HCWs) - Pakistan 2022 (WHO-EMRO) U 1443 279 Sfoms n &
COVID-19 VE Study (TND in SARI) - Jordan 2022 (WHO-EMRO) o 63 155 12 forn o 1)
COVID-19 VE Study (TND in SARI) - Iran 2022 (WHO-EMRO) 0 3195 157  13torms u P

REDCap 12.3.2 - © 2022 Vanderbix Universty
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-
General training programs targeting all countries

(e.g., generic WHO protocols, updated WHO
\guidance for conducting COVID-19 VE studies)

Building national
technical capacity

-
d mong EM Specialized (customized) training programs
Countries developed based on the needs of investigators
\partaking in the EM Regional COVID-19 VE Study
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Capacity-building for the EM Regional COVID-19 VE Study (2021-2022)

Participants

Capacity-building session

For all EM Countries
(general training program)

EM Regional COVID-19 VE Study using

WHO protocol for Cohort study in HCWs L IDee 2001

EM Regional COVID-19 VE Study using

WHO protocol for TND in SARI 15 Dec 2021

For EM Countries partaking in the
EM Regional COVID-19 VE Study

(specialized training program)

Interactive capacity-building trainings on the use of
REDCap for study design and data management using 7 March 2022
WHO protocol for TND in SARI

Interactive capacity-building trainings on the use of
REDCap for study design and data management using 8 March 2022
WHO protocol for Cohort study in HCWs
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Special thanks to the EMR COVID-19 VE Technical Team!
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*» Team leads
(%]
9 * Arash Rashidian, RKM Pillar Lead & Director of SID
g * Yvan Hutin, Vaccine Pillar Lead & Director of DCD
£
£ < Core team members:
Q
5 * Mehrnaz Kheirandish, Kamal Fahmy and Zahra Karimian
s
L %+ Other team members
@) . ° - i
g «  Abdinaser Abubakar Mohammed Osama Mere Hala Abou-El Naja
« Quamrul Hasan * Amal Barakat * Amir Aman
 Eman Aly * Noore Alam
£ ¢ Epiconcept
2 * Anthony Nardone
g e Marta Valenciano e Sandra Cohuet  Jenny Howard
§‘ *  Valérie Nancey * Jihane Ben-Farhat * Madelyn Rojas
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