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Regulatory Risk Analysis and Countermeasures Study of Post-Marketing Drugs
Under Marketing Authorization Holder System

Shi Lvyan, Liu Tao, Zhu Jiaxian (Shanghai Center for Drug Evaluation and Inspection, Shanghai 201203, China)

Abstract Objective: To put forward regulatory countermeasures for post-marketing drugs in order to improve
the regulatory effectiveness of post-marketing drugs under marketing authorization holder system and provide
references for improving the marketing authorization holder system in China. Methods: Based on the pilot
situation in Shanghai, the risk identification and risk analysis of the production, circulation, adverse reaction
monitoring and evaluation of the post-marketing drugs under the marketing authorization holder system were
carried out, and corresponding regulatory countermeasures were proposed. Results and Conclusion: In order
to improve the effectiveness of regulation of post-marketing drugs under the marketing authorization holder
system, it was proposed to establish an information reporting system, a basic database of marketing authorization
holders, a drug information traceability system as well as an optimization of the regulatory resources allocation,
a clarification of the routine inspection key point, and an establishment of a communication and coordination
mechanism of cross-provincial regulatory cooperation were also suggested.
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