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Abstract: Benefit-risk assessment runs through the whole life cycle of drug development and marketing. To optimize the balance of
benefits and risks during the life cycle, it is important to conduct a post-authorisation safety studies (PASS) once a drug is launched,
to identify the real-life risk factors of such drugs, and then take appropriate risk minimization measures. In order to better define the
benefits and risks of drugs, the European Medicines Agency (EMA) introduced the PASS policy, the aims of which were to identify,
characterize or quantify a safety hazard, confirm the safety profile, or the effectiveness of risk management measures. EMA had
produced a set of mature regulatory processes to help PASS be conducted successfully. In this paper, we systematically introduced
and analyzed PASS regulation system in EMA, and put forward effective ways to improve the drug safety administration system in
China, like creating regulatory PASS guidelines and implementation rules, as well as establishing a public platform for all PASS in China.
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Table 1

Submission format and content requirements of PASS protocol
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