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A Comparative Study on the Standard Management of Medical Devices between

China and the United States

Yu Xin, Mu Ruihong’, Yu Xinhua (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective:

To provide a technical suggestions for the construction of medical device standard system.

Methods: A comparative analysis for the national standard and the medical device management mode between
China and the United States was conducted. Results and Conclusion: Through the comparative analysis of the
standard management mode between China and the United States, some suggestions are put forward to improve
the construction of the standard system of medical devices, so as to improve the standard management level of
medical devices.
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