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(i) The Committee will assess the causality of
serious adverse events evaluated by the
Technical Sub-Committee of ADRAC.

(ii)) The Committee will make recommendations
to the licensing authority (drugs) for
necessary regulatory action based on ADR

reports data.

(iii) The committee will develop and review the
mechanism of collection ADRs information

& strategy of compilation.

(iv) The committee will meet quarterly at DGDA
and formulate safety information needed for
the health professionals to minimize risk of

drugs.

(v) Committee will  provide necessary
recommendations to DGDA on the basis of
safety information/regulatory decision of
International Authorities/Agencies published
in WHO newsletter or other important

journals.

(vi) The Committee will co-opt any member or
expert if necessary.
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