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Abstract: Objective To improve the quality and safety guarantee level of medical devices. Methods Taking the unqualified items
of medical electrical equipment in the class II active medical devices from the national medical device quality supervision and
sampling inception from 2014 to 2021 as an example,the non — conforming products categories,item types and existing problems,
the guiding principles for technical review of registration related to the products,and the risk list and inspection points related to
the products were summarized. The existing quality risks were analyzed from the perspective of national quality supervision and
sampling inspection. Results There were 581 non — conforming items,involving 428 batches of products, belonging to 13 categories
of products. Non — conformance items included electrical safety (252 items,43. 37%),identificalion,marking or random files (168 items,
28.91%) ,product performance (154 items,26.51%),and abnormal use (7 items,1.20%). The top three product categories in terms
of quantity (batch) were physical therapy equipment (100 batches, 23.26% ) , medical diagnosis and monitoring equipment
(85 batches, 19. 86%) and infusion, nursing and protective equipment (47 batches, 10. 98%). Non — conformance products involved
35 primary product categories and 54 secondary product categories,of which 28 primary product categories have been issued with
relevant technical review guidelines for registration. Conclusion The quality and safety of medical devices can be strictly
controlled to improve the corresponding guarantee level by strengthening the publicity and implementation of standards, strictly
enforcing pre — marketing registration management requirements, strengthening post — marketing supervision, carrying out the early
intervention,advanced service and strengthening quality and risk consultation of medical devices.

Key words: class I medical devices; active medical devices; medical electrical equipment; quality supervision; quality sampling

inspection ; post — marketing supervision
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Tab.1 Fields involved in the classification of medical electrical

equipment products in national quality supervision and sampling
inspection from 2014 to 2021 (n = 428)
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Fig.1 Category distribution of medical electrical equipment products
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Tab. 2 Distribution of non — conforming products involved in the technical review guidelines for registration
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