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Abstract Objective: To analyze the new framework for medical device categories used by the European Union
(EU) notified body and provide references for establishing the relevant regulations for the medical device industry
in China. Methods: The similarities and differences between the new and the original frameworks of the product
categories used by the EU notified body under the new EU medical device regulatory system were compared and
analyzed. The correlation between the classification rules and nomenclature system under the new framework and
regulatory system was analyzed. Results and Conclusion: The new framework for medical device categories
used by the EU notified body makes the division of the designated scope of the notified body more precise and
reasonable. The relevant items, classification rules and nomenclature system in the new framework have reflected
the working ideas of the overall coordinated regulatory system in EU.
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