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Abstract Objective: To summarize the quality characteristics of the samples and explore how to further
strengthen the supervision and management of medical devices according to the results of the national sampling
inspection of medical devices. Methods: The problems of the quality of medical devices discovered in the
sampling inspection were analyzed and corresponding measures and suggestions were put forward. Results: The
disqualification rate of active medical devices was relatively high. There were some problems in the raw material
purchasing and technology of passive medical devices. There were some hidden concerns in the implementation
of national and industrial standards and some problematic enterprises. Conclusion: It is suggested that the
supervision and management of medical devices should be strengthened in the following aspects: implementing
the main responsibility of enterprises and strengthening the construction of quality system, strictly dealing with
problematic products and enterprises, improving the pertinence and intensity of the inspection, strengthening the
guidance of evaluation, strengthening the publicity and consistency of national or industry standards, and so on.
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