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Abstract Objective: To discuss establishment of the Emergency Use Authorization (EUA) system of medical
products in China based on the study of EUA of U.S. FDA and situation of China. Methods: The methods of
literature review and interviews were used. Results and Conclusion: The EUA system is different from current
special review procedures specified in provisions for drug registration. The EUA system is thereby of great
importance for the evaluation and authorization, as well as improvement of the safety, timeliness, accessibility and
regulatory compliance of the medical products urgently needed in case of public health emergencies. The main
considerations for establishing EUA system of medical products in China were put forward in the study, such as

the necessity of establishing the EUA system; the fundamental roles of the EUA system; support from higher-
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level laws; the key elements to establish the EUA system; the technical guidelines to support the EUA system; and

other considerations related to the EUA system.

Keywords: emergency use authorization; medical products; emergency state; corona virus disease 2019(COVID-19)
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