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Retrospect and Prospect of the National Sampling and Testing Management for
Medical Device
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(1. National Institutes for Food and Drug Control, Beijing 100050, China; 2. Beijing Institute of Medical Device
Testing, Beijing 101111, China)

Abstract Objective: To explore the management mode of national sampling and testing for medical device in
China. Methods: Firstly, this article reviewed the management of national sampling and testing for medical device
in the last four years from the following five upgrading aspects: far-seeing plan, project size, laws and regulations
system, management and operation manners, quality assessment manners for testing products. Secondly, this
article proposed the future management of national sampling and testing for medical device from three aspects:
continuing to explore more scientific manner and mechanism, to optimize the operation of relevant processes of
national sampling and testing, to explore the technical benefits of the data from national sampling and testing
for medical device. Results and Conclusion: Medical device sampling in China starts relatively late, especially
in the large-scale sampling, overall planning is poor, and the basis of work is relatively weak. The sampling
work in scientific, authoritative and other aspects need to be improved, as well as the ideological understanding,
mechanism model, capacity protection and so on. It is hoped that this study will provide some references for the
development of medical device quality supervision and testing in China.
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