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Study of Framework Design of Revision of Medical Device Classification Catalog
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Abstract Objective: To provide references for industry supervisors and classification management counterparts
to better understanding the new classification catalog in China. Methods: Some suggestions for reforming the
framework design catalog of medical devices and a new framework program were put forward on the basis of
the full study of current medical device catalog, combined with the requirements of medical device classification
management reform and the management mode and experience of developed countries. Both the process of
framework design of new version medical device classification catalog and the comprehensive considerations
were introduced. Results and Conclusion: Compared with the current classification catalog of medical devices,
the new version medical device classification catalog has higher hierarchical structure, richer content and wider
product coverage and is more conducive to international integration.
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