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Justification and reasons for launching the EM Regional
COVID-19 vaccine effectiveness initiative by IMST

recionas orrice rormwe Eastern Mediterranean

1. Existing information was mostly reflective of data collected under controlled conditions of
RCTs (vaccine efficacy) as opposed to real-world conditions (in the field)

2. Due to complexity, technical expertise / specialization required for proper design and
implementation of observational studies (vaccine effectiveness), and interpretation of results

3. Few studies on COVID-19 VE studies from the EM Region

4. Most published COVID-19 vaccine effectiveness studies at the time were on mRNA-based
(e.g., Pfizer and Moderna) and adenovector (.g., AstraZeneca) vaccines, while |less research
was available from inactivated vaccines (e.g., Sinopharm)

5. Unigue vaccine products manufactured and authorized for use only in certain EM countries
(Member States) with limited published information
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WHOQ’s approach for conducting the EM Regional COVID- § o Eaten eiteranea
Vaccine Effectiveness Study (Sep 2021 — Dec 2023)

L(

1. Enhancing processes and structures in the Region

i. Development of the COVID-19 vaccine effectiveness studies dashboard for EMR

ii. Standardization of study design and data analysis

iii. Issuance of regional ethical clearance

iv. Development of the regional data entry platform (REDCap)

v. Establishment of the multidisciplinary regional COVID-19 vaccine effectiveness
technical team

2. Building national technical capacities in countries

i. Regionwide workshops
ii. Country-specific trainings
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EM Regional COVID-19 Vaccine Effectiveness Dashboard  eksten wediteranen

(countries seeking WHO-EMRO'’s technical and / or financial support)

COVID-19 VE proposal

Institution & PI Ethical COVID-19 VE Study design / In line with WHO VE WHO support requested devel t/ Revision rounds | Consultation/
. . a evelopmen . .
information clearance | Proposal Shared Methods Protocol (HCWs or SARI) (S or technical) . . & dates technical meetings
study implementation
A E] c o £ E G - 1 < L v N
National ethical Pl {direct contact point w/ country COVID19 VE Inline withw/ | WHO/EMRO support requested; COVID19 VE proposal / First F2F Consultation w/ | Second F2F ( Third F2F C W)
] = committee and emall) Proposal shared = 'WHO protocols J offered study phase and decision - — — VE technical team w/ VE technical team VE technical team
Academic Med Center Dr. Zeinab NABIL SAID Cohort study among HCW's ) ) ._, | Proposal revised and eligible | Third-round of revisions by
h{ h{ Y h technical & fi | - - - 7-Apr-.
, |EBYFt Al Azhar University e zeinsbasbi@azhar.edu.cg es (mixretrospeciive + prospective) es Bothtechmical & financial | 20y VE oot o 15-Nov-21 4-0ct-21 9-Dec-21 17-Apr-23
MoH & Shahrood University of ) ) | Proposal revised and not First-round of revisions by
N Medical Sciences (SUMS) N" Yes Cohort (sero survey) No Both technical & financial | e bie for regional CVE study |VE technical team E-Sep-21 A A A
Kerman University of Medical Dr. Ali MIRZAZADEH ) ) ._, | Proposal revised and not Second-round of revisions
3 Iran Sciences (KMU) NA sliminzazadeh@ues edu Yes Cohort or nested case-control study No Both technical & financial 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
] h technical 1 - . T
} Iran Sciences (KUMS) Yes farid_n32@yahoo.com Yes Case-control [TND SARI) Yes Both technical & financia for regional CVE study VE technical team 23-Apr-22 16-May-22 NA BD
Seroepidemiology of anti-spike ) . -
P I revised and not Third round of
Iran Pasteur Institute of Iran Yes Dr. Ehsan Mostafai Yes antibodies and retro evaluation of Partial  |Both technical & financial '.°'.°°“f reviseca ird round of revision by 18-Aug-22 28-Jun-22 NA NA
6 Covig-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 toom832016@gmailcom Yes Case-control [TND SARI) Yes Both technical & financial for regional CVE study by VE technical team 21-Nov-21 13-Oct-21 $-Dec-21 18-Apr-22
Dr. Moubadda ASS| Cohort study among HCWs . ) Proposal revised and not Fourth-round of revisions
MoPH Y Y Partial Technical rt 2-Nov-21 30-Sep-21 NA NA
1 L ° & assimo@who.int & (retrospective) ara ecinica suppo eligible for regional CVE study | by VE technical team -
Morocco MoH NA - No NA NA NA Initial interest NA NA NA NA NA
9
Oman MoH NA Dr. Warda AL AMRI No NA NA NA Initial interest NA NA 6-0ct-21 NA NA
10 alamriwarda@gmail.com
. Khyber Pakhtunkhwa Medical Dr. Sheraz FAZID {P1) Cohort study among HCWs ) ) . | Proposal revised and eligible | Third-round of revisions by
- - 9-Dec-21 NA
] Pakistan University (KMU) Yes sherazvs@gmail.com Yes (prospective) Yes Both technical & financial for regional CVE study VE technical team 14-Nov-21 21-Oct-21
Cross-section household ) ) __ | Proposal revised and not
3 Palestine (oPt) MoH/PNIPH NA Yes serosurvey (befor / after study) No Both technical & financial eligible for regional CVE study Other NA NA NA NA
2
Cross-section household
Tunisia MoH Yes - No serosurvey NA NA Initial interest NA NA 11-Oct-21 NA NA
13 [hefare/after vaccinatianl ar Case-
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COVID-19 Vaccine Effectiveness Dashboard — Wfﬁ;?,f;;i:f;,‘;',‘,

all or published studies from the EMR: 34 studies as of 1 Nov 2023

The Dashboard is updated monthly from view-hub.org and includes the following information:

Author and Start and Results published /

Country Title Population Outcomes Vaccine Products SARS-CoV-2 Variants

Publication Year  End Dates link to publication

A : c B £ G s "
N Country Trie | Author & Publication Year Start & End Dates Population Outcomes Vaccine Products and Dose | Publication Date
EMeciveness and satety of inacivated SATS.COV2 vacdne (S3157.CorV) amcng hedthcare wedes: A sewn-month —
Aahemarey, 2022 Fpe 1 1 : Sromasc cisere, Any infecton, Hosgitlizaton Sajing CNEG (33987 -Con)
. et s iy p—— aw e 2021 35 30 Sestember 202 e Frcare woders Svem, " iira
¢ st caneMarch 2023, Rescl
S NIA (planned forgoing 33:¢Y) Ty FeRE et e Trcare woders 2ey intecsion
3 expectes November 2021
Bpectes s e cwe, Reie
wan (slamic Republic of) | N/A (Slannes/crgsing s3cy) Beacias smm dmetihnawn, Remb Acuin Hesgimdizasce, Der
LN i iiten sl oecies Unkrcwn
| on ¢ ©f COVID-19 vaccines cm hespitlizaton and deuth in Guilan, ¥an: 3 Jestaaguive ciieconvel $3.dy Hecaraten 2023 22 My 2023 % s 2023 Aculs, Chiléren (Less ®han 18 v) Hespitiizasen, Derd, Oher Culceme, KU atmissice Shaar (Covanin), Gam deya (Gam Cowd Vacl, Asvalenecs (Vaxewal S Mixed VOC 23.0ec22
s
E ¢ sue 3. Mt
Seecan NIA (planned forgoing 33:¢Y) Beecies S cae Sl 2023, el aeuin Severe Cisexie, Hespitizacn
B excecies 2022
B ot S & ChACOX2 vacd smasc COVID 19 among HealTucare Woders in Kuwait
Kuwait Py nes aginat symplomatic COVID-19 among Hallthcare Wo WS i 2028 24 December 2020 % 15 June 2021 Hestwcare wodrs sewy intecsion AswaZenaca (Vacrewial, PSzer BoNTedh (Comimany) Aphasi T 295
7 2 revospecive cohor saucy
B ot & ChACOXE Vacde n3t Symptomanc COVID-19 among HedThcare Woders in
P ENeckvanass of SNT16202 and ChAGO:] Viaccinas apuiast Symatomasc COVID-19 amang Halhoare Wo aai 2021 24 December 2020 3 15 dne 2020 Hhed Frcare wdes Symetemasc cisene AsvaZenec (Vaxewial, Pher SoNTeh (Comimany) Aphaaia?) 7.Dec2t
s Kowat A Revesgecsve Cohert Shdy
mmurcRenicy ane E of Prmary ane Bcc e CombBinaicn Symnages cudng Petods of o
Lebance penicity and Etfackvenass ary and Boodur Vaccine Combinaton Swmmges ® Peods SISARSCOND mewpnion, 2022 2R3t 2021 % 1 March 2022 Acuin Ay insecicn Gamaleya (Gam-Cove-Vac), Phrer BoNTedh (Comimany], PSzer SioNTed et (5.1.617.2), Omicen 225022
3 Dt ane Omicron Vadans
¢ sume wt
Lebance NIA (planned forgoing 33:¢Y) Eeecied 42 cameSestember 2023, RELIE | raithcare wodkers 2oy intecsion
10 execies 2022
Long sem ettec of inacsvanes vaccine SB1BP.Corv (Vero st COVID 19 mscciaes severe and
QoSN . s etines SHIP-Cor¥ (Ve Calts) aguingt COVID-19 ats o e AR e, 2022 2 Febeuary 2021 3 1 Cember 2023 At Hessimizasen eiing CNBG (33957 Corv) Mixed VOC ane NeavOC 274w 22
hespitdizasen in Merscco
= Morcccs. Sedwede 3%cy of e electveness of S3IBP-Corv (Sncpham) COVID-19 vacdne in e Kingdom g Yacwen Febeuary 2021 3 30 dire 2021 At Hosgimdizasen Sajing CNEG (33987 Con) Apha(a2.1.7) 2780p22
¢ s < wt
Paidsn NIA (planned forgoing 33:¢Y) EIRSGS S LR e e Trcare woders 2ew infecsion
23 execies Unkrcwn
24 Qe EMeciveness of the BNTI6252 Cowe-19 Vactine against the 5337 anc 83353 Vadans 2B maccas 2023 Febeuary 2021 30 33 March 2021 ncuis Acy infection, Severe disexie Phier SioNTedh (Comiman) Alpha(833.7) Sew (213 aai2:
:;:& 1273 COWID-19 vaccine efiecivaneis againit the £.1.1.7 ane 1351 wardants and severe COVID-19 Cisaxiein |0 o ogly 2021 3 Febeuary 2021 30 10 May 2021 Al Aevy infecicn, Sewe Ciierie, SYMEXMIIC Ciiane ASYMSlMIIC infacten  Mocera (Seikevax) Alpha (8.1.1.7), Sema (8.2.351), 95121
cciaions of Vacdnaten and of Prce infecsion With Positve POR Test Results for SARSCON-2 in Aidine Paisenges
E Qanr :: - é’a el e e e Semcilini, 2022 18 Febeuary 2021 % 26 Agdl 2022 Aain Aey intecsicn PSzer BioNTech (Comimany) or Modema ¢ Mixed VOC ane Nea-VOC
15 ving in
7 G SARS.CoN-2 vacdne eflecivaness in prewnSng confimmes infecton in peagnant women som 2021 20 December 2020 % 30 May 2023 Pregrant women 2o intecscn Modema (Seikevax), Phzer SioNTech (Comimany) Mied VOC
. Qe SARS COV-2 vactine eMacTweress in immunciusasied Kdney ¥arsalant redpients Chemaindly, 2022 3 Febeuany 2021 30 21 July 2021 ;"”"-""“‘:"’"‘:”‘:‘:- Kidaey ew intecice, Sewre cisexie Phrer BoNTech (Comimany) e Mocera (Seikevax) Mixed VOC
ansplant recipien
2 Qunr ENTI6252 anc mENA-1273 COVID-19 vaccine eflectvness aginst the SARS CoV-2 Deita vadant in Gatwr Targ 2022 23 December 2020 % 7 September 2021 A1 apes Acy infecticn, Sewre isaxie, Sympomatc disene, Asympromanc infecion | Modema (Spikevax), Pizer SioNTedh (Comimany) 721 2em (5.2351)
20 Qe waring of SNT16252 vactine protecicn again? SARS CoV-2 infecticn in Guur Chemandiy 2021 Sarany 2023 %0 35 August 20 Acuis, Olcer asuin 2ew infecson, Symetematc cisexie, Aymenmanc infecicn, Sewme disexe | Phrer SioNTech (Comimany) Mixed VOC, Alpha (5.1.1.7), Sen
21 Qunar Waning of SNT16252 Vaccine Protecicn against SARS CoV-2 infecson in G Chemandly 202 3 dweay 2021 35 S September 2021 Olcer atuiss, 12+ yeus 2o intecicn, SymElmane cisexie, Asymelemanc infecion, Sewre cisexie 2er BioNTedh (Comimany)
22 Qunr Waring of mANA-1273 vaccne ellectveness agEnst SARS CoV-2 infecton in Qutar A Razcaz 2021 Saary 2021 %0 S December 2021 Acuin 2ew infection, Symplmatc Ciserie, Aymplomanc infecion, Hospiizaion | Modema (Seikevax)
- . Etect of MANA Vaccine Scostes aginst SARSCoN-2 Omicron infacion in G A mascas, 2022 December 2021 % 22 luary 2022 Acuin Sympomanc cisene, Hospiizaton Modema (Seiked - 151 Booster dose, Phrer BioNTech (Comimany) - 13
24 Qunr Duriicen of mANA vacine protecscn aginst SARS.COV-2 Omicron BA 1 anc BA2 subvadants in Qanr Chemandiy.2022 23 December 2023 3 28 Febeuany 2022 por Sympaomanc cisene, Any infecion, Severe dizexie Macama (Seikeax, 78 1er SioNTech (Comimanyl, Modema (el - |
25 Qunar EMects of Previcus nfecion ane VacSnaen on Sympekmasc Omicen infeciens A, 2022 23 December 2021 30 21 Febeuary 2022 A1 apes 2oy infecsen, Symetemate cisexie, Hespitlizasen Scikevax), 75 1er BioNTech (Comimanyl, Modema (Seikenx) 15022
26 Qunar EMectveneis of The SNTIE202 vaccine against SARS CoV-2 infection amcng children ane asclescens in Qanar Cremandiy 2022 3 Felbeuary 2021 % 12 Jiy 2022 Chilcren (Less han 13 y) Aoy infecien Plrer SoNTech (Comimany) S29), Mixes WO« 265122
cut o yews, Chileren (4
3 Qe Long e COVID-19 Becster eMacweness By infacten Ristory and dinical wineability and immune imednsag Chemaindly, 2022 S Jacany 2021 3 12 Cerber 2022 = o P CRlenmn ess T sy intecsen, Seve cisexie Mocema (Spikevax) - 151 Beciter cose, Phrer BioNTech (Comimany) 529) New22
2 13y
et o yas, Chileren (4
— Qe COVID-19 primary sedes and Bocster vacinasicn and immune impdnsng Chemaindly, 2022 19 December 2021 % 15 Septenber 2022 f‘; "’ o Chilceen (Less Ban | intecson Phrer BioNTech (Comimany) or Modemna (Seikevax), Prer SioNTech (Co Omicren (5.1.1.529) 1New22
12 y)
Acuin, ESCD pasenss on chronic . . .
- Qe EMoctveness of Meisenger ANA Vaccnes aganst SATSCoN-2 infection in Hemodidysis Pasenti: A CaieConvel Swcy Alkasi 2022 29 Febeuany 2020 % 3 Jacany 2022 ; . sey intecsen Modema (Seikevax) - 151 Bocster dose, Phrer BoNTech (Comimany) - 13 Mixed VOC and Nea-VGC 26-Dec22
29 B emodialysis
30 Qunr Sivalent mENA- 1273214 vacdne efleciveness in Gar Chemandly, 2023 18 Coreber 2022 3 S Aedl 2023 A1 apes 1920023
~ Qe EMecns of previcus infecSon, vacdnascn, and hybdd immunity agEnst symplomasc Alpha, S, and Dt infectons | Altawneh 2023 Samcary 2021 3 18 December 2021 ';:"""“:“ (Al apes) (RITI0 vods LB | g Guacome, Sewere ciserie Phrer BioNTedh (Comimany), Modena (Seikevax) - 151 Becster dose, P5. Sema (3.1.351), Dama 2220023
: pears
Populasion immunity of nanral infecson, pem. vaccinason, and Bociter vacsnason in cudn
Qe paled % of nanral infecion, pdmany sedes Mson, aad Boosaer - Quar . e Qussim, 2023 3 July 2020 3 30 Nevember 2022 Adulss, Chilren (Less $am 13 v) Aoy intecsicn, Severe cisexie Prer BioNTech (Comimany) or Modema (Spikevax), Pizer BioNTech (Col Omicron (8.1.1.529) 2920023
2 COVID 19 pancemic: 2n cbsevascnd shcy -
E < 32t cane Decem "
as Qe NIA (lanned feogsing 3:¢v) S e Ber 2020, Mol | cuin, Oleer Aculn, Chileren Rew infecsen, Aaymetemase infecten, Symtemate Cisexie, Sewme disenie, Hoigitlitascn, Dert Alpha (8.3.3.7), e (5.2.351), Dem 17.2), Omicren
-
mpact of e SrcphamAA039.s BRIEF.Cort vacine in prewentng hossitl admissicns and dert in infected .
Unites Acas Emiranes Arcsai 2022 1 > 1 A 1 aul Hospitdizaicn, WU acmissicn, Dea Baijing CNSG (33185 -ConV) Mixes VOO 13 822
34 vaccimees: Resits fom 2 revospectve s3udy in the emirate of Abu Dhabi, United Arab Emiraes (UAT) sl s A= ue =
35 | Uinited Ak Emimnes | Stecsieness of SBIBP.Cork vaccine against sevens culcomes of COWID-19 in Abu Dhabi, Unites Amb Emirmnes 2 casi, 2023 Ocasber 2020 % 31 kuly 2021 acuin Hospitdizason, Sewre Cisexie, Deats 2ajing CNBG (32157 CorV) NeaVOC 3nm22
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Regional Data Entry Platform (REDCap)

Logged in as

karimianz@who.int O Profile  (» Log out

hEDcap® Home My Projects + New Project @ Help & FAQ & Training Videos & Send-It W Messenger

To review and edit ownership of the projects you have access to, visit the Project Ownership List.

My Projects & Organize | B3 Collapse All Filter projects by title ﬁ i]
Project Title Records Fields Instruments Type Status
Practice project o 0 2 1 form o p 4
EM Regional COVID-19 Vaccine Effectiveness Study: Test-Negative Design in SARI () 0 153 13 forms [ F
EM Regional COVID-19 Vaccine Effectiveness Study: Cohort Study in HCWs o 0 267 5 forms [ 4
COVID-19 VE Study (Cohort Study in HCWs) - Egypt 2022 (WHO-EMRO) O 1257 234 5 forms [
COVID-19 VE Study (Cohort Study in HCWs) - Pakistan 2022 (WHO-EMRO) 0o 1707 279 5 forms [ ]
COVID-19 VE Study (TND in SARI) - Jordan 2022 (WHO-EMRO) O 1874 155 12 forms o
COVID-19 VE Study (TND in SARI) - Iran 2022 (WHO-EMRO) 0 19360 161 13 forms . P

REDCap 13.10.4 - @ 2023 Vanderbilt University
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Participating countries in the EM Regional COVID-19 Vaccm
Effectiveness Study

National COVID-19 VE Studies Study design and method Sample size ':tl:‘r::;rt:sf Dates / study duration
(7]
-g Egypt Prospective Cohort Study in Health 1,250 5 hospitals From 08/2022-09/2023
= Al-Azhar University Care Workers (HCWs) participants (12 months)
£
% Iran . . Retrospectiye Test-Negative case- 20,000 N . From 05/2021 — 03/2022
4 Kermanshah University of control Design (TND) in Severe - 8 cities / provinces (10 months)
-,,%” Medical Sciences Acute Respiratory Infections (SARI) P P
(7]
]
E Jordan Prospective Test-Negative case- 2,000 . From 05/2022-05/2023
'2 Ministry of Health et Desty (IR i Sever participants LRl (12 months)
© Acute Respiratory Infections (SARI)
ks
"E' Pakistan Prospective Cohort Study in Health 1,600 2 e From 11/2021-12/2022
g Khyber Medical University Care Workers (HCWs) participants (12 months)
)
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Target audience

Capacity-building trainings and workshops

Date

Region-wide
(open to all EM
countries)

Country-specific
(Jordan)

Country-specific
(Egypt and Pakistan)

Region-wide
(open to all EM
countries)

COVID-19 VE Studies using WHO protocol for Cohort study in HCWs (Day 1)

COVID-19 VE Studies using WHO protocol for TND in SARI (Day 2)

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

Interactive capacity-building training on the use of REDCap for study design and
data management using WHO protocol for Cohort study in HCWs

WHO-EMRO COVID-19 Vaccine Effectiveness Study;
Status Update and Important Considerations (Day 1)

WHO-EMRO COVID-19 Vaccine Effectiveness Study;
Status Update and Important Considerations (Day 2)

13 December 2021

15 December 2021

7 March 2022

8 March 2022

17 November 2022

24 November 2022
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Multidisciplinary Regional
COVID-19 Vaccine Effectiveness Technical Team

WHO-EMRO team members

+ Core team members

* Mehrnaz Kheirandish, Kamal Fahmy and Zahra Karimian

+* Team leads

* Arash Rashidian, RKM Pillar Lead & Director of SID * Yvan Hutin, Vaccine Pillar Lead & Director of DCD
+* Supporting technical team
e Abdinaser Abubakar * Mohammed Osama Mere * Hala Abou-El Naja
« Quamrul Hasan * Amal Barakat * Amir Aman
* Eman Aly * Noore Alam

Support team

+» Epidemiology and statistical consultants

O Epiconcept (former) O MM Global Health (current)
e (Carsten Mantel * Giulio Borghi * Thomas Cherian
* Manuela Runge * Natalie Woodniack
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Objective 1: Quality assurance of national study results

1. Standardization of study designs (research methodologies) in technical proposals
based on the WHOQO’s two main protocols for COVID-19 Vaccine Effectiveness
evaluation (cohort study in HCWs and TND in SARI)

2. Adaptation of the WHQ’s generic questionnaires while accounting for country-
specific details / variations

3. Development of uniform code books for reporting study results / online data
entry in Regional data entry platform (REDCap)

4. Obtaining necessary documents to secure Regional Ethical Clearance from EM-
RERC in addition to institutional and national ethical clearance for each country’s
study
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Objective 2: Facilitation of data sharing by countries — suomEstemMediteranean
with the WHO EMRO

1. Weekly evaluation of national datasets by epidemiology consultants through preparation of
data cleaning / checking reports for each country’s research team to immediately identify
and report any missing or duplicate data

2. Monthly technical meetings with each country’s investigators and focal contact points at
the WHO-CO to address any questions

3. Planned site visits to collaborating study sites for a first-hand account of unique challenges
encountered by each country’s research team and to recommend appropriate solutions for
overcoming them

4. Periodical data verification / validation checks by carrying out interim statistical analyses of
national study results in REDCap to detect concerning trends and appropriately adjust for
unexpected developments as early as possible
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Objective 3: Expected outcomes from data use

1. Capacity building for conducting vaccine effectiveness research among member
states

2. Statistical analysis of data from the Regional COVID-19 Vaccine Effectiveness
Study to inform recommendations and policies in the decision-making process
for COVID-19 immunization programs (both national and regional)

3. Establishment of the Regional COVID-19 Vaccine Effectiveness Network as a
sustainable platform, such that it would facilitate conducting similar studies in
the Region for the future
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Th e Regional COVID_19 Vaccine Investigators from participating
countries in the Regional Study
Effectiveness Network

comprises four groups:

Consultants to Focal points
provide from respective
technical WHO-COs
support to the

research teams

Multidisciplinary Regional
COVID-19 VE technical team
members from the WHO-EMRO

(medicine, pharmacy, health economics
and policy, laboratory sciences,
epidemiology and statistics)
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Relevant resources and references

e Evidence and Data to Policy (EDP) website

e Capacity-building programs for COVID-19 vaccine effectiveness studies

e Eastern Mediterranean Health Journal (EMHJ) special issue

e EM Regional COVID-19 Vaccine Effectiveness Study article: "Capacity-building for
conducting COVID-19 vaccine effectiveness studies to enhance evidence-
informed vaccination policymaking in the Eastern Mediterranean Region”

e The Evidence to Recommendation Process for National Immunization Technical
Advisory Groups (NITAGs)
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https://www.emro.who.int/evidence-data-to-policy/about.html
https://www.emro.who.int/evidence-data-to-policy/eipm-capacity-building-programmes/vaccine-effectiveness-capacity-building-trainingworshops.html
https://www.emro.who.int/emh-journal/information-resources/use-of-evidence-and-data-for-evidence-informed-policy-making-in-response-to-covid-19-challenges-in-the-eastern-mediterranean-region.html
https://pubmed.ncbi.nlm.nih.gov/37553744/
https://www.nitag-resource.org/etr_course/story.html
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Challenges encountered during implementation of the
Regional COVID-19 Vaccine Effectiveness Study

Different types of challenges encountered during implementation of the EM Regional
COVID-19 Vaccine Effectiveness Study:

% 1. General chaIIenies inherent to COVID-19 vaccine effectiveness studies %

2. Specific challenges to conducting COVID-19 vaccine effectiveness studies encountered by h

countries (on a national scale)

3. Unique challenges to conducting a COVID-19 vaccine effectiveness study on a regional scale
(multinational level)
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Changing landscape of COVID-19 epidemiology and vaccination during study
implementation

Complex vaccination programs (dosing schedules), mixing vaccine types, and variability
of COVID-19 vaccine products authorized among countries (including locally
manufactured products)

Justification of the cost-benefit value for use of certain tests in the evaluation of vaccine

effectiveness, such as serology or antibody testing, genetic sequencing for novel SARS-
CoV-2 variants

Possibility to reliably use less expensive alternatives in resource-limited settings (e.g.:
use of RDT rapid diagnostic test instead of PCR for diagnosis of COVID-19 positive cases)

Use of a new data platform (REDcap) which needed specific capacity building for its use
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Specific challenges for individual countries

Inadequate access to necessary infrastructures or supplies

Study interruption due to unforeseen circumstances

Missing data due to difficulty with tracing and tracking of study participants

Inability to reach adequate (target) sample size for certain countries where
vaccination coverage was higher

Amendments and adjustments to the study design post-implementation

Data management and interoperability with standardized data platform
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Challenges unique to the regional study

Inability to standardize study designs and methodologies for the technical
proposals / protocols among all participating counties in line with the WHO
protocols

Difficulty in importing existing electronic data from national datasets into the
regional data entry platform, especially in the case for retrospectively collected
data

Difficulty in obtaining necessary authorizations and approvals, including
institutional and national ethical clearance from respective health authorities in
each country and sharing of disaggregated anonymized health data

Difficulty in securing adequate funding to support individual studies despite the
increasing inflation rates in certain countries
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Future needs for implementation of evidence and ===~asmsr

guidance?

Country inputs for generating evidence will continue to be helpful / informative.
Therefore, continued collection of implementation experiences will be essential,
including:

1. Experience with various scheduling and combination of different products, as well as
co-administration with other vaccines

2. Linking diseases reporting with vaccine histories and health outcomes data

3. Closer collaboration with RITAG and NITAG to ensure utilization of evidences in relation
to use and introduction of new vaccines

4. Successful service delivery models and integration in PHC
5. Maintaining AEFI reporting systems (safety data) linked to regional and global databases

6. Financing sustainable vaccine supplies

1. International Vaccine Access Center (IVAC). COVID-19 Vaccine Policy in a Changing World: Contributions of Vaccine Effectiveness Studies (2023).
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Thank you
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