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Analysis and Reflection on the Medical Device Standards and Regulations in
China

Li Haining, Du Xiaodan’, Chen Hongbo, Yang Zhaopeng (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: To provide references for standardization management of medical devices in China. Method:
The basic framework of medical device standard management laws and regulations in China was summarized
and analyzed. The contents of revised laws and regulations after the introduction of the reform plan of deepening
standardization work were discussed in depth. The differences and standardization trends were also analyzed.
Results and Conclusion: The industry standard and the national standard are in consistency with each other. It
is suggested that the framework of medical device standard management laws and regulations system should be
further improved, the scientific and reasonable technical standard system should be established, the medical device
standard organization management system should be optimized, the medical device standard implementation
appraisal mechanism should be studied and implemented in order to gradually realize the standardized entire life
cycle management.
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