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Early postmarketing phase vigilancell EPPV for new drugs

Kenji Kuramochi

Safety Division Pharmaceutical and Food Affairs Bureaull Ministry of Health Labour and Welfarell
1-2-2 Kasumigasekil Chiyoda—kuld Tokyo 100-89160 Japan

Data on new drug effectiveness and safety is limited at approval because it is based on clinical trials
limited by the number of patients[] combination drugsC] complications[] patients agel] etc. Once new drugs
are marketedO serious adverse reactions not found in clinical trials may arise due to the rapid increase in
the number of patients and clincal diversification from clinical trials. We evaluated “Early Postmarketing
Phase Vigilancel EPPV enacted Oct. 100 20010 by amendment of Good Postmarketing Surveillance

Practicesl] GPM SPO of Drugsin December 2000.



