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Involvement in communications on safety referrals

CHMP/CMD(h)
Start of safety referral by Summary of PRAC Final outcome

PRAC recommendation Public health
( ) ( ) communication

( )

« Few days warning (Friday / Monday before)

« Approx 24 hrs for review (Tues pm / Wed am - Friday publication)

+ Review at all three steps?



http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Tredaptive_20/Procedure_started/WC500136590.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Tredaptive_20/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500137124.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Tredaptive_20/Opinion_provided_by_Committee_for_Medicinal_Products_for_Human_Use/WC500137552.pdf

