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Analysis and Reflection on the Practice and Development of Medical Device
Standards in the Field of Medical Device Supervision in China and USA
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National Medical Products Administration, Beijing 100081, China)

Abstract Objective: To provide perspective for the application and development of medical device standards
in the field of medical device supervision. Methods: The classification and application requirements of medical
device standards in China were summarized. The requirements of medical device inspection reports and relevant
qualification of inspection institutions in terms of standard conformity evaluation have been summarized, further
compared with standards system of Medical Device Recognized Recommended Consensus Standards in USA
and its requirements about medical device testing laboratories and FDA's Accreditation Scheme for Conformity
Assessment (ASCA) in the evaluation of standard conformity were introduced. The similarities and differences
between the two countries were summarized and analyzed. The necessity of the integration of standards and
patents in the future development of medical device supervision was proposed. Results and Conclusion: While
there are obvious differences between the management mode of medical device standards supervision system in

China and the USA, there are some similarities in essence as well. In order to pursue a higher management level

YEF TN BHEE Tel: (010) 86452989; E-mail: zhaoyx@cmde.org.cn
LR —EE . EEE Tel: (010) 86452987; E-mail: jiaogh@cmde.org.cn
EEES . 2RI Tel: (010) 8645296; E-mail: wukun@cmde.org.cn



2023 10 37 10

1111

and promote the medical device industry development, the supervision of medical device standards in China in the

future development should focus on enhancing the core competitiveness of the medical device industry, widely

adopt international standards and relative advanced standards in developed countries, and attach importance to the

absorption of advanced technology and patents and the transformation to international standards in advance.
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