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Abstract Objective: This article has sorted out, summarized and analyzed relevant regulations and technical
documents on registration management of in vitro diagnostic reagents, which is helpful for practitioners and
supervisors to fully grasp the key links and supporting requirements of the registration system, improve the
scientific and accurate supervision of in vitro diagnostic reagent products, and improve the efficiency and quality
of enterprise product registration. Methods: From the perspective of changes in supervision and management,
this paper interpreted the product classification rules, implementation standards, clinical evaluation, review

guidelines, special approval procedures and other regulatory contents, analyzed the prospects and problems faced
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by the IVD reagent industry, and explained the significant effects of the revised regulations on ensuring the

safety, effectiveness and quality control of IVD reagents. Results and Conclusion: Through the revision of IVD

product registration and management regulations, the adjustment of classification rules was realized, and some

problems such as the mismatch between the classification of some products and their risks were solved. Improve

the implementation of product standards, play the technical support role of standards; implementing the main

responsibility of enterprises, strengthening the management of clinical trials, issuing guidelines for review, and

supplementing special approval conditions have played a significant role in ensuring the safety, effectiveness and

quality control of IVD reagents, and have a far-reaching impact on the development of the overall industry of in

vitro diagnostic reagents.
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