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Overview of drug risk management plan and pharmacovigilance plan in China
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Abstract: The positioning of pharmacovigilance plans in the "Good Quality Management Practice for Pharmacovigilance" is a part of
the post-marketing risk management plan (RMP) of drugs, which differs from the concept of the EU's RMP. In China, RMP are
differentiated according to different stages before and after marketing. Before marketing, they are referred to as “clinical risk
management plans", and after approval for marketing, they are converted into "pharmacovigilance plans." However, the EU's RMP has
always focused on the clinical use risks of drugs, without distinguishing between before and after marketing. Due to the late introduction
of the concept of RMP in China, many enterprises engaged in drug export business in the early years were mostly based on the EU
RMP. Therefore, when China again proposed requirements for a post-market RMP, many people would have conceptual confusion.
Based on the changes in requirements for drug RMP in the EU and China in recent years, this article clarifies the differences and
linkages between pharmacovigilance plans and RMP, to help enterprises correctly carry out post-marketing risk management.
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Fig. 1 Association chart of drug risk management plan and pharmacovigilance plan
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