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Abstract

proposals for improvement. Methods: By introducing Medical Device Emergency Approval Procedures in China,

Objective: To evaluate Medical Device Emergency Approval Procedures in China, and make
we emphasize its role on Chinese public health emergency with an example of IVD in the COVID-19 outbreak,
and put forward suggestions for the optimization of the Emergency Review Procedures and emergency declaration
of manufacturers. Results and Conclusion: The Emergency Approval Procedures have been proved effective
when ensuring the supplement of IVD products which were urgently needed for diagnosis, and greatly contributed
to the prevention and control of the epidemic. Based on comprehensive analysis, exploratory suggestions were
provided from the aspects of supervision of medical devices, R&D of manufacturers, and information exchange
among all stakeholders.
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