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Abstract Objective: The medical device industry in China has been developing vigorously, the international
competitiveness of medical devices has been improved, and the coordination process of international medical
device regulations continues to be promoted. Hence, continuously improving the consistency between Chinese
medical device standards and international standards, and further promoting Chinese medical device standards to
be in line with international standards are important for elevating the internationalization level of Chinese medical
device regulation. It is of great significance to promote the international trade of medical devices, improve the
quality and technical level of medical devices, and help scientific supervision of medical devices. Methods:
Through the retrospective study of the international standard of medical device transformation in China, this
article systematically analyzed the current situation, the reasons and existing problems of the international
standard of medical device transformation, and put forward the mechanism and measures to promote the high

quality development of the standardization of medical devices in China. Results and Conclusion: This research

VEFTIAN: % Tel:  (010) 53852610; E-mail: xuhuiwen@nifdc.org.cn
SEEEY . 40PHE Tel: (010) 538526165 E-mail: yuxinhua@nifdc.org.cn



2022 12 36 12

1351

puts forward specific measures to strengthen the transformation of international standard policy leading, explore

the mechanism innovation of transformation of international standard. We should continue to strengthen the

tracking and comparison of international standards, strengthen the supervision and assessment and personnel

development of specific measures, which will be conducive to further improve the degree of consistency between

Chinese medical device standards and international standards, and promote the high-quality development of

Chinese medical device standardization.
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