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On the Operation Mechanism of Chinese Medical Device Classification
Technical Committee
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Abstract Objective: To explore the operating mechanism of the Medical Device Classification Technical
Committee, and to provide references for reducing the risk of using medical devices and promoting reform on
classification management of medical devices. Methods: By analyzing the level and span of organizational
structure, principle of division, from the view of the system engineering, and the constructive principles of the
Medical Device Classification Technical Committee were determined. Meanwhile, according to the elements of
risk assessment on medical devices, the field of experts, continuity of supervision policies and so on, the principles
of selecting experts were determined, and the operating mechanism and management mode were analyzed. Results
and Conclusions: By establishing a stable expert team with reasonable structure and standardized management,
the operating system of medical device classification can be improved, and the scientificity of medical-device-
classification can be enhanced.
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