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Abstract: Objective

information on the supervision and inspection of medical device registrants and manufacturers in Hunan Province in 2023 was

To provide a reference for improving the supervision system of medical device manufacturers. Methods The

summarized, the current quality management of enterprises in the province was evaluated, the main problems and reasons found
A total of 586 medical device

registrants and manufacturers were supervised and inspected,and 1 343 defects (1 141 general defects and 202 serious defects)

during the inspection were analyzed, the relevant thoughts and suggestions were proposed. Results
were found, mainly focused on document management, quality control, factory and facility. Conclusion It is recommended that
regulatory departments should make a thorough investigation in advance to avoid ineffective inspections, clarify inspection priorities,
and increase inspection efficiency; medical device registrants and manufacturers should enhance their sense of responsibility , improve

the abilities to manage quality, prevent and control risks,identify and correct errors;both regulatory departments and manufacturers

should strengthen the cultivation of personnel’s comprehensive quality.
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Fig.2 Number and proportion of defects
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