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Abstract Objective: To explore the relationship between the regulations of COVID-19 in-vitro diagnostic
(IVD) reagents and public health practices, summarize the experience of fighting the COVID-19 from a regulatory
science perspective and provide reference for continually improving the emergency regulation system. Methods:
The approval procedures, requirements and product data of different countries/organizations and the reasons
for differences were analyzed. Results and Conclusion: The supervisions of these IVD products in different
countries/organizations are consistent with the different conditions especially the context differences of product
application. The supervision of [VD reagents in China is closely related to public health policies and has played a
positive role in fighting against COVID-19.
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