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Terms and Reference/Activities:
• Collection, analyzing and archiving suspected ADE and AEFl reports.
• Investigation of the serious ADE and AEFl reports.
• Monitoring PV activities of the MAH through GVP inspection.
• To arrange meetings for causality assessment of the suspected ADE and

AEFl reports of the PV committees (ADRM Cell, TSC & ADRAC).
• Communication with the other departments of DGDA and the national

stakeholders to inform the regulatory recommendations from the ADRAC
and other purposes.

• Communication with international stakeholders, such as WHO and
development partners.

• To conduct training and awareness program for the PV stakeholders (like
MAH, Health facilities, PHP etc.) and NPC Staffs and visit to in the health
facilities, PHP etc.

• Publishing PV newsletter/ bulletin or awareness materials.
• Evaluation ofthe Risk Minimization Plan (RMP) & Periodic Safety Update

report (PSUR) to assess the benefit risk assessment of the products.
• Monitoring of the risk minimization activities.
• Safety data evaluation including clinical trials.
• Emergency safety communications with the relevant stakeholders.
• Keeping records of the PV activities and ensuring Quality Management

System (QMS).
• Workin as the National Pharmacovi ilance Centre
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