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Abstract: The post-authorisation efficacy study (PAES), conducted to collect the benefit data from medical products when used in
the real world situation, is important in the life circle of drug administration. After years of exploration, the European Medicine
Agency (EMA) has established a fully-fledged structure and an effective regulation network ensuring PAES to be conducted legally
and successfully. Moreover, it is required that the PEAS should be drawn up in risk management plan, which will be considered as a
condition to be authorized. In this paper, we systematically introduced and analyzed the regulation network system of PAES in
EMA, and several policy suggestions based on current policy situation of China to promote the improvement of China's drug
management system.
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Fig. 1 EMA flow chart of protocol evaluation process for PAES
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