NORETSH IRFATH ST
8T eI FYmeT
3] I, TN, BIFT-5392
www.dgda.gov.bd

R - fefafea/ceifee-ss o51/Pfe/0%0/ 0 14 )

Sifas O? Job /0%

fJam National AEFI Advisory Committee for COVID-19 vaccine G AT T |

T @ AR I TEFTCET Y EHT RETI d-03-20%3 CIRCIR *EF R-8¢.00.0000.55-3,00,053.0b-0 , &7 HLTH
SIS Pharmacovi gilance Protocol for COVID-19 Vaccines @rends e National AEFI Expert Review
Committee for COVID-19 vaccine <3 7 @ SR 30 T 203 Bt wafde T 57 a Tom i «Raeme
foraTe 4¥1e 27 | Tw Frares s fEwcet National AEFI Advisory Committee for COVID-19 vaccine G

AT T 2L
R | TG oW [CNECE TR Rt
ERocy)

S. | O I Calls Weq9d AR 01827-702565 TR
TR, G4 e wignea rahman_1962@yahoo.com

2| TGS Tl ¥R WS, [emw AW, g @ 01711-901456 TG
fecesTe e, v b= e ¢ 2prer shahinssr7@yahoo.com

O, | WG SR FR, 01711-626151 A
AT, WRTHeE, wYy Wfmed tahmina.shirin 14@gmail.com

8. | Bl (N3 qWeee] SFT WGH, GUAD [O09Re AR LD 01711-593355 AWy
fereearerfer o, wyrmer ZAF5HEs wa fgamizs badrul_dmc@yahoo.com

¢. | W B B, (e eromferns, 01711-591770 kil
ST, BT (T e | titum2 1 @gmail.com

Y. | TIEE Tl AR TR P, G, PRI 01971-840757 Ay
frer, Remiqaanzs srkhasru@gmail.com

9. | IGEE Gifed @I A9, 01711-312718 b))
CIHOERPT , iriqufiagy zakirhossaingalib@gmail.com

b. | TI3 @RI *fRWl, TN G 01714-085105 ko
MRAT 4% S o1, BT (Tt 0T Preirer smshahida827@gmail.com

. | Gritear cammee o wifee sizem 9, 01769-016602 kg
TREFEIEG , GaPRPH, BRI FFGACHS arifak62@yahoo.com

o, | JYIORE (W3 T&eret T, [ A4, (e [, 01720-452828 Sy
BTl (ST FCeTeT QAATSI nazrul.rita@gmail.com

5. | AGIAT ©3 (A3 T AN, (ORI 24, 01713-030888 il
IR e, T pathan279@yahoo.com

SR | T ST eredl NITA, FPIEoT, OISR TGP 01819-238333 Wy
fererer, Strerr St @G asifmahmud60@gmail.com

S0, | Tl¢ (RO (NRRW CIREIRFeE T2/, 01720581583 Ay
QI DT AR AT, A (ST e rizvi.sky@email.com

8. | TWYIHE WG TR, SIS 01711522615 kdads
NS AT, arengfifels afzalur.bit@gmail.com

Page 1 of 3

X

N



3¢, | G (SPRES) WAqE q0%, (PIAEeA CHEIRRS, 01711487002 Ay
THGIY TSR | drrouf@gmail.com

. | Gl e (e , w=is a9 i, 01717073861 kil
FCHEAETD | dipak566(@gmail.com

3q. | Tota®a, W 2600 WK SR (P G nilmrebd@gmail.com Ay
(TRPICEET PTOT | nilmre@ld.dghs.gov.bd

Sbr. | LIIIRF T3 (AN SN, 01711725787 L]
T2 foraga (o) , wrg wfimed, v robedamin@yahoo.com

3. | S NRYIE T=AW, GfAHEiieHEnt s ARES @ 01711-595139 fiadd
oo, ST v, wREfeRe, Ty wfimed rahman.mahmudur@jicddrb.org

0. | TG Tl ST G GG, O A4, FCeE 01819-251519 o
faer, oIl (ufrest FTTer JPTASIT drwadud65@gmail.com

35, | e SIS, 2T | S, 01712521459 WwS
Y AR, TRIEA, BT | pmepi.dghs@gmail.com

Q2. | oty e st=em, 01715566084 MRISkad
qe-fomi, fo argy ey, BIeT, JIRETT | ahmedse@who.int

Q9. | ©. Tl WO (R, 01711-071010 kgl
oI, SFY T e akterh4@gmail.com o<

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/EPL

For unresolved cases of AEFI, the committee will discuss the case scientifically in threadbare and
send feedback to Divisional causality assessment committee.

The committee will monitor reported AEFI data for potential signals of previously unrecogmzed
vaccine-related adverse events and make recommendations for further investigation.

The committee 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

Chairperson of the committee or any person of his/her nominated member will act as spokesperson
for media communication.

The chairperson of the committee can co-opt members related to AEFT 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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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Mohakhali, Dhaka-1212, Bangladesh

www.dgda.gov.bd

Memo no. DGDA/COVID-19 vac/PV/202O/OC?' Dated: 25 January 2021

Subject : Formation 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
14.12.2020. The committee prepared the the Pharmacovigilance Protocol for COVID-19 vaccines which has been
approved by the MoHFW.

In the light of the approved protocol a Pharmacovigilance and COVID-19 Safety Surveillance Cell is formed as
under:

'S.N Name, Designé'tion, Institution ~ Mobile Number & e-mail | Committee
1. | Dr. Md. Akter Hossain | omieriono ] Headof
Deputy Director, DGDA akterh4(@gmail.com Pharmacovigilance

& COVID-19 Safety
_ Surveillance Cell

2. | Dr. Nusrat Akhter Jahan 01813019276 | Member
Medical Officer, DGDA nusratdgda@gmail.com
3. | Expert Representative from EPI 17572284 | Member
Dr. Md. Tanvir Hossen, DPM-EP] tanviranntik@gmail.com
4. 'Méxrrr)ﬂevrtvfiévp'r»esematiivé-f;rOIn IEDCR N 01312496597 Member
Dr. Mallick Masum Bitlah, FETPB Advisor, IEDCR drmasumbillah@yahoo.com
.| Consultant, WHO ‘ S Member
6. | Experts from USAID MTaPS 01794285926 Member
Md. Abul Kalam Azad mazad(@mtapsprogram.org
7 Experts from USP-PQM-- Member
8. | Clinician (Internal medicineﬂspecialist— - Member

Dermatologist/Infectious Disease specialist)

9. | Biostatistician Member
10. | IT Experts:
A.N. M Arshadul Mortuza (WHO) 01313700638 Member
e arahadulm@gmail.com
Md. Lutful Haque Protik (USAID MTaPS) 01711180555 Member
7777777777 ) B mlhaque@mtapsprogram.org |
I'1. | Gulshan Jahan, 01711950490 Member Secretary
i Assistant Director, DGDA giriima(@yahoo.com ~

Note: The cell may co-opt any expert as member if required.

TOR of the committee:

* Compilation of AEF! reports, investigation reports and other documents.

* Coordination with different committees as rcgular follow up and updates.

* The cell will provide secretarial support to the National AEFI Expert Review Committee.
* Literature review for collecting AFFI related global information.

4 AT o
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® Maintain data management of vaccine safety surveillance with DGDA.
¢ Data sharing to WHO-UMC Vigiflow.

® Assist DGDA in the communication and implementation of regulatory decisions regarding AEF] issues.

Coordinate with National Vaccine Deployment Program, Expanded Program on Immunization (EP1) and other
relevant stakeholders

Major General Md Mahbubur Rf;&n}]xﬂaml\
Director General
Directorate General of Drug Administration (DGDA)
L@ Phone: 022222-80803
"y e-mail: dgda.govi@amail .com

Distributions (not according to the seniority);

I~ Dr. Md. Akter Hossain. Deputy Director, DGDA

2. Dr. Nusrat Akhter Jahan. Medical Officer. DGDA

3. Dr. Md. Tanvir Hossen. Deputy Program Manager- EPI and Surveillance
4. Dr. Mallick Masum Billah, Senior Advisor. IEDCR

5. Md. Abul Kalam Azad, Senior Technical Advisor, USAID-MTaPS$
6. Experts from USP-PQM+

7. Clinician

8. Biostatistician

9. A.N.M Arshadul Mortuza (WHO)

10. Md. Lutful Haque Protik (USAID MTaPSs)

I'1. Gulshan Jahan, Assistant Director, DGDA

Memo no. DGDA/COVID-19 vac/PV/2020/ Dated: 25 January 2021

Copy for kind information and necessary actions (not according to the seniority)

Secretary, Health Division, Ministry of Health and Family welfare, Bangladesh Secratariat.
Director General, DGHS, Mohakhali, Dhaka.

Additional Secretary, Drug Administration wing, MoHFW

Additional Directotor General (Admin), DGHS, Mohakhali, Dhaka.

Director and Line Director MNC&AH (EPD

Directotor General (Hospital), DGHS. Mohakhali, Dhaka.

Personal secratary to the Minister, MoHFW.

WHO Representative to Bangladesh, Country office, Guishan-1, Dhaka.

Directo General ']_c,) Sb‘“m‘r\

Directorate General of Drug Administration (DGDA)
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Composition of Divisional AEFI causality assessment committee

I Director of Govt. Medical College Hospital 2. Divisional Director Health, DGHS
(Chairperson) at Divisional HQ (Co-chairperson)

3. Respiratory disease specialist 4. Neurologist

5. Medicine Specialist 6. Pharmacologist

7. Dermatologist 8. Gynecologist

9. Microbiologist/Virologist 10. Nephrologist

[T, Epidemiologist/public health specialist 12. Cardiologist

13. Endocrinologist 14. Civil Surgeon-Member Secretary

Note-1: In absence of chairperson, co-chairperson will preside over the committee meeting.

Note-2: In absence of both chairperson and co-chairperson, the chairperson will nominate any member of the
committee to chair the meeting.

Note-3: The Divisional AEFI Causality Assessment committee can be extended up to district level as per need.

Terms of reference for Divisional AEFI Causality Assessment Committee

* The committee will conduct desk review of the AEFI case investigation reports submitted by the
district/city corporation AEFI investigation committee chairperson and undertake causality assessment
and classify the event as per COVID-19 Pharmacovigilance Protocol.
Following causality assessment of the cascs, the committee chairperson will forward the report to the
national AEFI Expert Review Committee for COVID-19 vaccine at DGDA with a copy to the respective
Civil Surgeon/Chief Health Officer and PM-EPI.
Chairperson of the committee or any person of his/her nominated member will act as spokesperson for
media communication.
Committee will meet weekly for 3 months or earlier depending on the number of AEFI investigation
reports submitted for causality assessment.

After completion of the causality assessment, reports will be scanned and sent to PM EPI and DGDA in
the following day by email.
. W
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* The committee will assist AEF[ investigation team if required
* The chairperson of the committee can co-opt members for causality assessment, if needed
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Composition of the District AEFI Committee for COVID-19 vaccine:

1. Civil Surgeon (Chairperson) 2. Asst. Director/Superintendent of Drugs,
' DGDA
3. Medicine Specialist/Medicine sub- 4. Medical Officer- Disease Control (MO-DC)
specialist
5. RMO (District Sadar Hospital) 6. EPI Superintendent
7. Upazila Health & Family Planning 8. Deputy Civil Surgeon/MO-CS
Officer (UHFPO of concerned upazila) (Member Secretary)

Note I: 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) 2. Zonal Medical Officer/Assistant Health Officer
(Chairperson) of concerned zone

3. Medicine Specialist/Medicine sub- 4. EPI Supervisor
specialist

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

Note 1: In absence of CHO, Health Officer (HO) will be chairperson of the committee and Asst. Health
Officer will be the member secretary.

Terms of References for District / City Corporation AEFI Committee
* Investigate serious AEFI cases including clusters and AEFI causing significant community concern.

Initiate preliminary investigation within 24 hours of notification and provide an initial report within 72
hours to PM-EPIl and DGDA. Complete final investigation within 2 weeks and send reports to Divisional

AEFI causality assessment committee. o .



Not all committee members need to be part of the investigation. Member Secretary will initiate
investigation with the members as advised by the chairperson. Later on, expert opinion can be sought
from other members as per need.

The investigation team will submit the investigation report to the Divisional AEFI Causality Assessment
Committee for COVID-19 vaccine for causality assessment. Also send a copy to PM-EPI &
Pharmacovigilance and COVID-19 Safety Surveillance Cell.

Analyze and review AEFI data on daily basis for SAE leading to fatalities by individual committee during
the first 3 months of COVID-19 vaccines introduction. Later on, the committee can have meetings
weekly. The committee can have meetings earlier also as per need.

Review media reports / reports from other sources and conduct investigation if needed.

Chairperson of the committee or any person of his/her nominated member will act as spokesperson for
media communication.

Ensure AEFI reporting from the Govt/ private facilities under his/her districts /city
corporation/Municipality and Upazilla.

Communicate and share the conclusions and results of investigation with health workers and the
community, where needed.

The committee will review the functionality of AEFI surveillance in the district/city
corporation/Municipality/Upazilla.

Any other responsibility in context to vaccine safety that the committee would like to add.

After completion of investigation, reports will be scanned and sent to Divisional AEFI causality
assessment committee in the following day by email.

The chairperson of the committee can co-opt members for AEFI investigation, if needed
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Composition of the District AEFI Committee for COVID-19 vaccine:

1. Civil Surgeon (Chairperson) 2. Asst. Director/Superintendent of Drugs,
DGDA
3. Medicine Specialist/Medicine sub- 4. Medical Officer- Disease Control (MO-DC)
specialist
5. RMO (District Sadar Hospital) 6. EPI Superintendent
7. Upazila Health & Family Planning 8. Deputy Civil Surgeon/MO-CS
Officer (UHFPO of concerned upazila) (Member Secretary)

Note 1: 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) 2. Zonal Medical Officer/Assistant Health Officer
(Chairperson) of concerned zone

3. Medicine Specialist/Medicine sub- 4. EPI Supervisor
specialist

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

Note 1: In absence of CHO, Health Officer (HO) will be chairperson of the committee and Asst. Health
Officer will be the member secretary.
Terms of References for District / City Corporation AEFI Committee
* Investigate serious AEF] cases including clusters and AEFI causing significant community concern.
[nitiate preliminary investigation within 24 hours of notification and provide an initial report within 72
hours to PM-EPI and DGDA. Complete final investigation within 2 weeks and send reports to Divisional
AEFI causality assessment committee. ?F,
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* Not all committee members need to be part of the investigation. Member Secretary will initiate
investigation with the members as advised by the chairperson. Later on, expert opinion can be sought
from other members as per need.

* The investigation team will submit the investigation report to the Divisional AEFI Causality Assessment
Committee for COVID-19 vaccine for causality assessment.  Also send a copy to PM-EPI &
Pharmacovigilance and COVID-19 Safety Surveillance Cell.

*  Analyze and review AEFI data on daily basis for SAE leading to fatalities by individual committee during
the first 3 months of COVID-19 vaccines introduction. Later on, the committee can have meetings
weekly. The committee can have meetings earlier also as per need.

*  Review media reports / reports from other sources and conduct investigation if needed.

*  Chairperson of the committee or any person of his/her nominated member will act as spokesperson for
media communication.

* Ensure AEFL reporting from the Gowt/ private facilities under his/her districts fcity
corporation/Municipality and Upazilla.

* Communicate and share the conclusions and results of investigation with health workers and the
community, where needed.

* The committee will review the functionality of AEFI surveillance in the district/city
corporation/Municipality/Upazilla.

*  Any other responsibility in context to vaccine safety that the committee would like to add.

* After completion of investigation, reports will be scanned and sent to Divisional AEFI causality
assessment committee in the following day by email.

*  The chairperson of the committee can co-opt members for AEFI investigation, if needed
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