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Current Situation of Post — Market Safety Information Publicity and Feedback System of

Drugs / Medical Devices in China
DAI Jie,SHI Hui
(Shaanxi Center for ADR Monitoring ,Xi'an ,Shaanxi, China 710065 )

Abstract: Objective To improve the system and framework for post — market safety information publicity and feedback of drugs /
medical devices, and to provide a reference for scientific supervision and post — market safety research. Methods Based on
practical work and current regulations and technical requirements, the post — market safety information publicity and feedback
system of drugs / medical devices in China was analyzed through the literature search, official data review, and current situation
analysis. The existing problems were summarized, and the improvement suggestions were put forward based on practical situations.
Results There are four problems in the post — market safety information publicity and feedback of drugs / medical devices in
China:poor data sharing channels among monitoring institutions;lack of a public application system for drug marketing authorization
holders, medical device registrants, and filers; delayed feedback of information to medical institutions; limited proactive publicity of
safety information to the public. Conclusion The current post — market safety information publicity and feedback system for drugs /
medical devices in China is not conducive to scientific regulation, and there are obstacles for relevant parties to conduct post —
market safety research on drugs / medical devices. It is recommended to strengthen legislation and regulation,optimize reporting and
feedback mechanisms,and increase information publicity and dissemination channels.
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Fig.1 The main channels for post — market safety information publicity and feedback of drugs / medical devices in China
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Tab.1 The specific publicity and feedback of safety information for different data categories of drugs / medical devices in China
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