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Abstract: Objective The studies

related to the drug risk management in the CNKI, WanFang, VIP, PubMed, EMBase and Web of Science databases,as well as the

To provide a reference for the implementation of drug risk management in China. Methods

relevant content in the Food and Drug Administration (FDA),the European Medicines Agency (EMA) ,the Pharmaceuticals and
Medical Devices Agency (PMDA) and the National Medical Products Administration (NMPA) official websites from the inception to
June 10,2022 were searched,and the overview,composition and development of drug risk management was summarized. Results The
drug risk management system had been developed relatively mature in the United States, European Union and Japan,and it was in
the rapid development period in China. Conclusion By studying the mature drug risk management system in the European Union,
the United States and Japan,we can improve and promote its construction and implementation in China.
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Tab.1 Drug information on FDA newly approved REMS from
January 2021 to January 2023
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Note: ETASU is short for elements to assure safe use, MG is
short for medication guide,CP is short for communication plan,and IS

is thort for implementation system.
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