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TOR of the committee:
. The committee will review the causality assessment reports sent by the Divisional AEFI causality

assessment committee and provide necessary recommendations to DGHS/EPI.
o For unresolvecl cases of AEFI, the committee will discuss the case scientifically in threadbare and

send f'eedback to Divisional causality assessment committee.
o The committee rvill monitor reporled AEFI data for potential signals of previously unrecognized

vaccine-related adverse events and make recommendations for further investigation.
o The commitree will advise DGHS/EPI and DGDA at time of crisis/emergency on the issue of

vaccine safety.
. The Committee will assess vaccine safety and efficacy issues and recommend to DGDA for

regulatory actions
o Chairperson olthe committee or any person of his/her nominated member will act as spokesperson

for media communication.
o The chairperson of the committee can co-opt members related to AEFI surveillance if needed.

Note- 1: After getting regulatory recommendations from this committee, DGDA will take regulatory actions

and communication with other regulatory authorities/agencies, WHO-Uppsala Monitoring Centre

(UMC) to validate regulatory decision for harmonization and accordingly to circulate regulatory

decisions to the MAHs for implementation.
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Dated: 25 .lanuary 2021

Subject : F'ormation of Pharmacovigilance & COVID-19 Safety Surveillance Cell at DGDA

Health Services Division, Ministry of Health and family Welfare formed the'Quality Assurance Committee for
ensuring quality, safety and efficacy of COVID-19 vaccine'vide letter no 45.00.0000.182.06.012.08-15. Dated
l4' l2' 2020' The conrntittee prepared the the Pharmacovigilance Protocol for COVID-19 vaccines which has been
approved by the MoHFW.

ln the lightof the approved protocola Phannacovigilance and COVID-19 Safety Sr-rrveillance Cell is formed as
trrrder:

Government of the People,s Republic of Bangladesh
Directorate General of DrLrg Adrninistration

Mohakhali. Dhaka-l 2l 2. Bangladesh
u,r.vrv.dgda.gov. bd

Mcrrro no. DGDA/COVID- 19 vaclPYl2020P?

Nr*", rxiigruti"r, i"itiirtim

I)r. Md. Aktcr Ilossairr
DepLrty Dircctor. DGDA

Dr. Nusrat Akhter Jahan

Y"d:_11 llf1Lccr, 
DG?A

f:xpeft Representative from E,PI

Dr. Md.'lanvir Hossen. DPM-EPI

Hx,afi Reprcserrtativc tiorn IEDCR
Dr. Mallick Masum Billah. FETPB Advisor. IEDCR

Nilil.&
017ll07t010

akterh4 @grna il.conr

0t8r30tq276
n Lrsraldgda@gma i l.com

0 t711512284
tanv irannti k@gma i Lcorn

01312496s91
d rmasu nt b i I I alr(rDyah oo.com

Committce

Head of
Pharrnacovigilance

& COVID-19 Safety
Sqlyeil!a19e C9!!

Mcntber

Mernber

Member

" --M.,ru.i-
Menrber

Member

Member

Me rnber

Mernber Secretarl,

Experls from USAiD MiuPS
Md. Abul Kalarn Azad

E,xperts from USP-PQM]

C I ir'ric ia', ( trrtcrria I rncd icirrc'pcc ia I ist-
[)ermato logi st/lnfbctious Diseasc spec ia I ist)

I-l Experts:

A. N. M ArshadLrl Moftuza (WIIO)

Md. l.utful llaquc Prorik (tr"Sntl> M laPS)

Gulshan Jahan.
Assistant Director. DGDA

0 I 7e428592;
naz,ad@rntap s p ro g ra m . o rg

0r 3 I 3700638
q19.! a d LU1 @.,g,1n a ! ! .g-o-rn

0t7l 1 180555

0r7r r950490

I

ahoo.corn

Note: l'he cell rray co-opt any expert as rnetnber il.reqLrired.

TC)R of the committee:

o Compilatiort of AEFI repofts. invcstigatiorr repofts and other clocurncnts.
o Coordination rvith different cornrnittees as regular follow up and r-rpdates.
o The cell u'ill provide secretarial sLrpport to the National AtrFI E,xpert Revierv Conrrnittee.
r L.iterature revicrv fbr collecting AIrtil relatecr grobar intbrnration.

lt
tu
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o Maitltain data nlatlagelreltt of vaccine saletv surveillance with DGDAo Dara sharing to WHO_UMC Vigiflow.
o Assist DGDA in the comnrunicatiotr and implementation of regulatory decisions regarding AEFI issLres.

coordinate with National vaccine Deployrnent Progranr. Exparrded program on Immunization (Epl) and otherrelevant stakeholders

Major""""g*ffi,-n--ro-
Directorate (lcncral of DrLrg Adrrinistration (DGDA)

J8,,- t1) Plrorrc: 012122-8080i

' ,L e-rnail: dgda.gov@grnail.corn

l. Dr. Md. Akter Hossain. DepLrtl, Director. t)CDA
2. Dr. Nusrat Akhter Jahan. Mcclical Offlcer. DGDA
3. Dr. Md. Tanvir l-rossen. DepLrty program Manager- Erpr and Surveilla,ce
4. Dr. Mallick Masurn Billah. Senior Advisor. IEDCR
5' Md' Abul Kalam Azad, Senior'rech,icar Advisor, TJSAID-M'fapS
6. E,xper-ts from USp-peM-+
l. Clinician
8. []iostatistician
9. A. N. M Arshadul Morluza (WIIO)
10. Md. l.urf'r-rl ilaqLre prorik (t,jSAID M.IapS)
I l. GLrlshan Jahan, Assistant Director. DGDA

Menro no. DGDA/COVID- 19 vaclpyl2)2)l l)ared: 25 January 2021

Copl'fbr kind information and necessary actions (not according to the senioritl,)
I ' Secretary, Health Divisiorr, Ministry of tlealth and l--arnily welfare, Bangladesh Secratariat.2. Director Ceneral, DGHS, Mohakhali. Dhaka.
3. Additional Secretary, Drug Admi,istration wing, Mol_lFW
4. Additional Direcrotor General (Admin), DGHS, Mohakhari. Dhaka.
5. Director and Line Direcror MNC&AIJ (Epl)
6. Direcroror Generar (r-rospitar). DGHS. Mohakhari. I)haka.
7. Personal secratat) to thc Minister, MoI{FW.
8. wHo Representative to Bangradesh. country office, Gurshan-1. Dhaka.

irectorate General of Drug Adrninistration (DGDA)

T9-

Dir..trm;r E-]A\'\ 
1t11
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'Eo efcu-t+ruT COVID- l9 vaccination qd {,rE }M<r AL-.Fl CaLrsality assessr.nent q( sFrJ +-F("fRfice fisrftx ldrm fi$d{e
+rbron q1rflfr sfrE {hq +fl qnrq,

Composition of Divisional AEF'I causalitv assessment committee

l.

-l-

5.

7.

9.

il.
13.

Note- I :

2. Divisional Director Health. DGHS
(Co-chairperson)

4. NeLrrologist

6. Pharrracologist

8. Gynecologist

10. Nephrologist

12. Cardiologist

I 4. Civil Surgeon-Member Secretary

will preside over the committee meetirrg.

Note-2: In absence of both chairperson and co-chairperson, the chairperson will norninate any nrentber of the
corrrrrriltce lo chair tlre mecling.

Notc-3: -fhe Divisional AtrF'l Car-rsalilv Assessnrent conrmittee can be extended Lrp to clistrict level as per need.

'['erms of rcference for Divisional AEFI Causality Assessment Commiltee
' 'fhe committee will condLrct desk review' of the AEFI case investigatiort repofis subrnitted by the

district/city corporatiotl AEF-l investigation conrrnittee chairperson anJ undertate caLrsality assessrnent
and classify the event as per covlD- l9 pharnracovigilance protocol.

' frollowitlg caLrsality assesslrent of the cases. the committee chairperson will forward the reporl to the
national AF.FI fixpert Revierv Cotnrnittee for COVID- l9 vaccine at DGDA with a copy to the respective
Civil SLrrgeon/Chief I tealth Officcr and pM-Epl.

' Chairperson of tlte conttrittee or any pcrson of lris/her nonrinated rlember will act as spokesperson for
med ia conrnrunicatiorr.

' Cotrtnittce u'ill rneet weekly for 3 Inontlts or earlier depending on the number o1-AEFI investigation
reporls su bnr itled for causal ity assessntent.

' After completion o1'thc causality asscssnrcnt, rcpofts will be scarrned and sent to pM Llpl and DcDA in
the follorving day by email. ,\u

Direclor of Govt. Medical College llospital
(Chairperson) at Divisional HQ

Respiratory d isease spec ial ist

Medicine Specialisl

Dernratologist

M icrobio logist/Virologist

Irpidemiologist/pLrbl ic health special ist

Endocrinologist

In absence of chairperson. co-chairpersoll

4,5



The committee will assist AEIrI i,vestigatio, tea* if reqLrired'[he chairperson of the cottrrnittee can co-opt mernbers for causality assessrrept, if needed
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rqcI \3 ffi +r{ir+"i< "l(r({ Frl<ffi" otbtc.rT '3rC{fi+ffi qbq +fl ec{re:

Composition of thc District AIIF'l Committee for COVID-19 vaccine:

l. Civil Surgeon (Chairperson)

3. Medicine Specialist/Medicine sLrb-

specialist

RMO (District Sadar IJospital)

Upazila Health & Family Planning
Oftrcer (UHFPO of concerned upazila)

2. Asst. Director/Superintender-rt of Drugs,
DGDA

4. Medical OfTlcer- Disease Control (MO-DC)

6.

B.

5.

1.

Note l: In absence of Civil Surgeon, he will nominate a member to chair the meeting of the committee.

composition of the city Corporation AEFI committee for CovID-19 vaccine:

1. Chief Health Officer(CHO)
(Chairperson)

3. Medicine Specialist/Medicine sub-
special i st

5. Local Asst. Director /SLrperintendent
of Drugs, DCDA

IrPI SLrperintcndent

DepLrty Civil Surgeon/MO-CS
(Member Secretary)

2. Zonal Medical Officer/Assistant Health Of icer
ofconcerned zone

4. EPI Supervisor

6. Health Ot1rcer/ Medical Oflicer. City
Corporation (Member Secretary )

Note l: In absence of CHO. Ilcalth OfTlcer (t{O) rvill be chairperson of the cornrnittee antl Asst. Ljcalth
OfTlcer rvill be thc nrentber secretar\,.

Tcrms of References for District / Cit1, Corporation AUFI Committee
' Investigate serious AUFI cases inclr-rding clusters arrd AEFI causing significant cornrnunity concern.

lnitiate prelirrinary investigation it,ithin 24 hor-rrs olrrotifrcation and provide an initial report rvithin 72

hours to PM-EPI and DGDA. Cornplete linal irrvestigation within 2 rveeks and send reports to Divisional
AE,F-[ caLrsal ity assessntent cornm ittee. q,

/



\ot all corrr.nittee rnerrbers nced to he part of thc investigation. Member Secrctary' will initiate

irtrestigatiort riilh thc ntenrbers as aclris.-tl b1 the chairperson. I-atet'on. c\pcrt opirtit'rn catt be sought

tl'onr other nrenrbers as pcr need.
'l-hc inrestigation teant ri,ill sLrbmit thr'inrc-stigation reporttothc Divisional AL.FI Causality Assessment

Comnrittee fbr COVID-19 vaccinc tbr causality assessn.)ent. Also send a copy to PM-EPI &
Pharrracovigilance and COVID-l 9 Sal-en SLrrveillance Cell.

Analr ze and rcvierv Alrtrl data on clailr basis tbr SAlr Ieading to fhtalities by individLral committee dr"rring

the flrst 3 n.ronths of CIOVID-19 r,accines introclr-rctior.r. [-atel on. the corntnittee can havr' rncctings

rieeklr. l-he cor.t.rt.tittee can hale n'reetings carlier also as pcr need.

Rclieri rnedia repofis i reports 1r'ont other sources and conduct investigation ilneeded.

Chairperson of the committce or an)'person of his/her nominated nrember ivill act as spokesperson for

nredia communication.
. I-.rrsure AIIF I rcporting lionr the Govt/ private tacilities under his/lier districts /cit-r

corporation/MLrnicipal ity and LJpazi I la.

. Cornt.r.rLrnicate and share thc conclr-rsions arrd resulls of investigation 
"vith 

health'uvorkers and tlte

cornnunity. rvhere needed.
. The committee will revie'uv the l-r-urctiorrality of AIIFI survcillance in the district/city

corporation/M uni c i pal ity lU pazilla.
. Any, other respor.rsibilitf in contcrt to vaccine saf'ety'that the cotrmittce rvould likc to add.

. Aftcr conrpletion ol investigation. rcports lvill bc scarrned and scnt to Divisional AFrFI causalitv

assesslrent conrtlittee in the- lbllou irtg clay b1' errail.
. 'l-he chairperson of the conrn'rittcc can co-opt merrbers fbr AEFI invcstigation. if rreeded
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R\nB District & City Corporation AtrlFI Committee for COVID-19 vaccine ,{Kfr.r.rq"6 rTqql

WHO-IIQ sy,-s q-i6\o_<r ffiq6"K siqlrThcr{fi< qrmqfts Eqr cQ:pi elr6{ r

ts+f\} ftlt(X sfl.qf"fi {[fP 6{, "dlEi C>ldl ksi({<r -flitS .r( 8(,.oo.oooo.)tsl.og.o)i.ob-eob, slft-<, )8-)a.-Q.olo Grle]KiF
:iia-faqeq. 1io'tq s +Ffotker f.rfi;e a<t{an+r "lgn:ofir"rsr:rn-lifrss-{q +ffi" 'rta <,{r elr I Err +fiB +'c'+ (+lfus-)a .snoFr.{ (<
<r<qm cifus fi+tqe-t ffiio-+-r-c"r< zrc-$r qrFJb +nitr+r&-rwrtq cetcDFral qcBf,d +slT.{ar rrT Ti{r fifl fi\r-fl, rqi s "ik<r< Tqrlcr:rcclt"jr1
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Composition of the District AFIF I Committee for COVID-19 vaccine:

l. Civil Surgeon (Chairperson) 2. Asst. Director/Superintendent of Drugs.
DGDA

3. Medicine Specialist/Medicine sr-rb- 4. Medical Off'icer- Disease Control (MO-DC)
specialist

5. RMO (Districr Sadar Hospital) 6. Epl SLrperintendent

1. Upazila Health & Family Planning 8. Deputy Civil SLrrgeon/MO-CS
Officer (UtlFPO of conccrned Lrpazila) (Morber Secretary)

Notc l: In abscnce ot'Civil Surgeon. he r.iillnor.r'rinatc a nrembcrto chairthc nreeting of the conrurittcc.

Composition of the City Corporation AEI'I committee for COVID-19 vaccine:

1. Chief Health Officer (CHO) 2. Zonal Medical Officer/Assistant Health Officer
(Chairperson) ofconcerned zone

3. Medicirre Specialist/Medicine sub- 4. EPI Supervisor.
speci al i st

5. Local Asst. Director /Superintendent 6. Health Ofllcer/ Medical Officer, City
of Drugs. DGDA Corporation (Member Secretary )

Note l: In absence of CFIO. Ilealth Olllcer (tlO) rvill bc chairpcrson ol-thc cornmittee and Asst. Health
Olficer lvill be the nrernbcr sccretar),.

Terms of Refercnces for District / City Corporation AEFI Committee
' Ittvestigate serioLls AI-.[rl cases including clusters and AE,FI causing sisniflcant corrrnunity cor]cern.

Initiate prelintinarr invcstigatiorr rvithin 2,1 Irours ol'notiflcation and provide arr irritial report lvithin 72

hclurs ttl PM-hPI and I)GI)A. Complete final investigatiorr rvithin 2 rveeks and send rcports to Divisiorral
AEFI causalilr,.assessnrenl conrrrittee d*,

,/



. Not all corlmittee rlernbers neeci to be

investigation ri'ith the rnenrbers as advised
fiom other rlerlbers as per need.

u fu sfutf+Eftc .ftFTI<. ffi p6n6am (>r+d).........
s I rBf vcqrrrm< qoTg.i6<. xpr e ti{+< <iall1ci rdcfia.llr
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part ol thc investigation. Member Secretary rvill initiate
by thc chairperson. [,ater on. expert opinion can be sought

Divisional AEF-l Causality Assessrnent
Also send a copy to pM-Epl &

' The irrvestigation tearr 
"vili 

submit the investigation repofi to the
cornrnittee for coVID-19 vaccine tbr causalitv assessment.
Plrarrnacovigilance and covrD- r 9 Sar-ety' Surverilance cell.

' Analyze and revierv AEF I data on dailv basis tbr SAE leading to latalities br, individLral comrnittee clr-rring
the lirst 3 nlonths of CoVID-19 vaccittes introduction. Latcr on. the cornrnittee can have meetings
weeklv. The conrmittee can havc r.neelirgs earrier arso as per need.

' Review rnedia repor-ts / reports trom other sources and conduct investigatiop il.rreeded.
' Chairpcl'son olthe colntnittec or an\ pcrson of his/hcr nominated nrerlber will act as

rred ia cornrrrLrnicat iorr.
spokesperson for

' Ensure AEFI rcportirlg fiom the Govti privatc tacilities under his/her clistricts /city,
corporation/Municipality and Upazi lla.

' C--ot.t.tl.t.tt-ttricate and sltare the conclusions and results ol investigation with health workers and the
comrnunitv. rvhere needed.

' -[he cotnntittee riill review the functionalitl, of AI:pl surveillance in the district/city
corporari oni M Lr n i c i pa I i t1, I U paz_ill a.

' An)'other respolrsibilitv iIt conlext to vaccine saletv that the contmittee rvould like to add.
' After conlpletiotr ol inr"estigation. reports will be scanned and sent to Divisional AEFI causality

assessment committee in tlre following day by ernail.
' The chairperson of the cotnn.tittee can co-opt rnenrbers for AEFI investigation, if needed
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