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Analysis on the Control Methods of Quality and Safety Risk of National Medical
Device Supervision and Inspection

Li Xiao, Zhang Xintao', Hao Qing, Zhu Jiong (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To sort out the control methods of quality and safety risk of national medical device
sampling inspection, and put forward suggestions for improvement, so as to achieve the purpose of tightening risk
control, ensure the safe use of medical device and promote the healthy development of the industry. Methods:
The medical device regulatory policies of the United States, the European Union and Japan were sorted out,
and compared with Chinese medical device regulatory policies. The control methods of quality and safety risk
of national medical device supervision and inspection were summarized. Results and Conclusion: The United
States, the European Union and Japan have not clearly put forward the concept and implementation means
of medical device supervision and inspection. Moreover, its implementation of the inspection, the test, result
evaluation, recall and other measures was less than the implementation of national medical device supervision and
inspection policy in China. As one of the important means of post market supervision of medical devices in China,
the national medical device supervision and inspection has the following quality and safety risk control methods:

the prompting of major quality and safety risks, the timely disposition of unqualified products in supervision
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and inspection, the prompting and timely disposition of risk monitoring supervision and inspection results,

the compilation and transmission of potential risks of products, and the compilation quality analysis reports of

various samples. These control methods cover the vast majority of quality and safety risks found in the inspection

and analysis of sampling products, which provide technical support for medical device supervision in different

line and different regions. At present, some medical device registrants and recorders lack quality management

awareness, and some regulatory authorities don’t handle the inspection results in time. The suggestions for solving

these problems are put forward. Firstly, it is suggested that medical device registrants and recorders consolidate

their main responsibilities and standardize risk control behaviors. Secondly, it is suggested that the regulatory

authorities should further implement the obligations of registrants, and improve the regulatory efficiency.
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