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Comparative Analysis of the Product Classification Principles of In Vitro
Diagnostic Medical Devices between China and IMDRF

Cui Le, Guo Shifu’, Liu Kejun (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To compare and analyze the differences and similarities between China and International
Medical Device Regulators Forum (IMDRF), based on the research on the classification principles of in vitro
diagnostic medical devices, so as to consider the focus of regulatory policies. Methods: Systematically introduced
the relevant contents of China's "In Vitro Diagnostic Reagent Classification Rules" and "Principles of In Vitro
Diagnostic (IVD) Medical Devices Classification" (IMDRF/IVD WG/N64FINAL:2021), and conducted a
comparative analysis. Results: Both China and IMDRF had the same idea in determining the main factors
affecting product risk degrees, whereas there were differences in the scope of product application, classification
framework and classification rules. Conclusion: A comprehensive and in-depth understanding of the international
experience of advanced classification and regulatory work could help to propose a more comprehensive, scientific
and reasonable regulatory policy, with a view to effectively save regulatory resources and improve regulatory
efficiency
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