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Promotion and Reflection on the Self — Test of Medical Device Registration in China
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Abstract: Objective

Registration (hereinafter referred to as the Provisions) ,and to provide a reference for promoting the self — test work of medical

To promote the understanding of the Provisions on the Management of Self — Test of Medical Device

"on non

device registration. Methods With the key words of "medical device” "registration management” "registration test” and "registration
self — test”, the relevant studies in the CNKI and WanFang databases were searched from the inception of database to May 2023.
Through textual research and analysis of the relevant studies, combined with many opinions received from the medical device
industry during the drafting of the Provisions,the evolution of the registration test system of medical devices in China, the basic
requirements of registration self — test, and the impact of registration self — test on the medical device industry were summarized.
Results and Conclusion The Provisions are formulated to implement the requirements of the Regulations on Supervision and
Administration of Medical Devices. The implementation of the Provisions will undoubtedly promote the innovative and high — quality

development of China’s medical device industry, which is a major adjustment in the registration and administration of medical

devices in China.
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