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1. Perform the primary causality assessment of the ICSRs documented and processed by ADRM Cell according to
the criteria of the WHO Causality assessment tool.

2. On purpose, collaborate with ADRM Cell, undertake investigations to detect signals suspected of being
associated with the Non-EPI Vaccines under scope. Then, using available methods, analyze and assess the
detected signals'and report the outcome to the ADRAC.

3. On purpose, collaborate with ADRM Cell, re-evaluate the Benefit-Risk Assessment (BRA) or Non-EPI
Vaccines under scope, taking newly available information into account from WHO Newsletters & other
Reliable sources.

4. Following the review of PSURs performed by ADRM Cell, assess the clinically relevant sections of the those
reports and decide with ADRM (if those conclusions need to be included into the agenda of the next scheduled
ADRAC meeting or if an ad-hoc meeting needs to be scheduled.

5. Following the review of RMPs performed by ADRM Cell, assess the Safety Specifications, the

Pharmacovigilance Plan and the Risk Minimization Plan from a medical perspective and decide with ADRM
Cell if those conclusions need to be included into the agenda of the next scheduled ADRAC meeting or if an
ad-hoc meeting needs to be scheduled.
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