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1. Confirm/revisit the causality assessment of serious and /or unexpected
ICSRs or any ICSR of special interest for any reason.

2. Confirm/revisit the BRA of specific medical products in specific indications
in the context of the HCS of Bangladesh.

3. Advise DGDA on the need for conducting additional pharmacovigilance
activities for specific medical products, including post-authorization
studies and other methods. Recommend specific methods suitable for the
HCS of Bangladesh.

4. Advise DGDA on the need for conducting additional risk minimization
activities for specific medical products, including especially risk-
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communication and other methods. Recommend specific methods suitable
for the HCS of Bangladesh.

5. Advise DGDA on making safety-regulatory decisions which may need to be
considered on the basis of decisions made by foreign NRAs regarding
medicines authorized in Bangladesh.

6. Advise DGDA on the format, content and implementation of routine risk
minimization method.

7. Upon DGDA’s request, advise on matters related to the decision of approval
or the conduct of clinical trial of investigational medicines or the conduct
of other types of studies in authorized medicines.

8. Upon DGDA’s request, advise on any other matter related to the safe use of
medicines for human use authorized or proposed for market authorization.

9. The Chairperson of ADRAC will form its Technical Sub Committee (TSC)
for causality assessment & risk assessment of the medicinal products
(Drugs & Vaccines).

10. This committee has the authority to co-opt additional experts to assist in its
work.
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