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Research on the Management of Post-marketing Drug Change from the
Perspective of Province-level Regulatory Agencies

Chen Chao, Zhang Jingchen', Chen Guiliang (Shanghai Center for Drug Evaluation and Inspection, Shanghai
201203, China)

Abstract Objective: To put forward some suggestions for province-level regulators on establishing and
improving their supervision system for post-marketing drug change in China. Method: Through the analysis
of changes in management modes after being listed in USA and EU, the new regulatory requirements of
post-marketing drug change in China and the practical situation faced by provincial drug supervision and
administration organizations were studied and summarized. Results: USA, EU and China adopt risk-
based sort management for post-marketing drug change, but there are still intense differences in the specific
implementation. Although the experience could be used for references, province-level regulators need to explore
the specific supervision strategies based on their own reality. Conclusion: The province-level regulators are
supposed to establish a sound working mechanism, strengthen the construction of evaluation and inspection
ability and promote the implementation of the main responsibility of the holder in order to establish and improve
a post-marketing drug change supervision system.
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