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Conceptions and Suggestions for Compilation of Standards of the Capacity
Construction of Medical Device Testing Institutions

Du Xiaodan, Yuan Fugiang, Chen Hongbo, Yang Zhaopeng (National Institutes for Food and Drug Control,
Beijing 100050, China)

Abstract Objective: To put forward the conceptions and suggestions for compilation of standards of the
Capacity Construction of Medical Device Testing Institutions through undertaking the relative policy research
project of the State Food and Drug Administration. Methods: Seminars of facility managers of medical device
testing institutions and expert consulting meetings were held. The contents and problems to be solved in the
compilation of the standards were discussed. The key points and difficulties of compilation of the standards were
analyzed. Moreover, the construction-related policies of medical device testing institutions were analyzed through
document reviews. Results and Conclusion: In order to meet the needs of the development of medical device
technical supervision, it is urgent to compile the "standards of the capacity construction of medical device testing
institutions". Medical device testing institutions can be divided into two levels: national level and provincial level.
The standards will be compiled from the following aspects, such as institutional management, business capability,
equipments and environmental facilities, professional and technical personnel, scientific research capability and
informatization construction capability, etc.
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