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Abstract: Objective To provide policy recommendations for the establishment of an emergency use system of drugs in China. Methods The
method of literature review was adopted to systematically sort out the legal terms that should be followed when using investigational
drugs or off —label drugs during the Coronavirus Disease 2019(COVID —19) epidemics in China,the method of expert consultation was
adopted to analyze the problems of current laws and regulations for coping with such situations, and suggestions for perfecting relevant
legal system in China was put forward by learning from the experience of the United States. Results and Conclusion The use of in-
vestigational drugs or off —label drugs were common during the COVID —19 epidemics in China, but the legal basis of this kind of
practice needs to be improved. Our current special drug approval system and other special approval channels can not solve the problem
of the emergency use of drugs in public health emergency status. The upper - level laws and regulations for the emergency use of drugs
should be perfected, corresponding system procedures and guideline documents should be designed and released,in which the specific
process of drug emergency use authorizations should be clarified.
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Fig. 1 Legal terms that should be followed when using investigational

drugs or off —label drugs during the COVID -19 epidemics in China
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Tab. 1 Provisions in current laws and regulations concerning drug

emergency or special approval channels
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Fig.2 Flow chart of special approval process of drugs in China
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Tab.2 Emergency — Use — Administration(EUA) of drugs granted by
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