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随着药害事件的不断发生，各国药品风险管理意

识和理念越来越强，相应的制度体系也越来越完善。药

品风险管理指在药品整个生命周期中全面、主动并运

用科学的方法来鉴别、评估、沟通，最大限度地降低药

品风险，建立并维持较好的获益风险平衡［1］。作为当前

医药发展较发达的国家和组织，美国、欧盟和日本在药

品风险管理方面采取了较多措施，美国的风险评估与

减低策略（REMS）及欧盟和日本的药品风险管理计划

（RMP）均已发展成熟，且均配备了较完备的法律法规、

组织体系和科学有效的执行流程，可有效降低药害事

件的发生率。目前，药品风险管理在我国也愈发受到重

视，本研究中总结了欧盟、美国、日本（简称欧美日）的

REMS，RMP等药品风险管理策略及我国药品风险管理

的现状，为我国药品风险管理体系建设提供参考。现报
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�"�C�T�U�S�B�D�U�"�C�T�U�S�B�D�U：：�0�C�K�F�D�U�J�W�FTo provide a reference for the implementation of drug risk management in China. �.�F�U�I�P�E�TThe studies
related to the drug risk management in the CNKI，WanFang，VIP，PubMed，EMBase and Web of Science databases，as well as the
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. �3�F�T�V�M�U�TThe
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. �$�P�O�D�M�V�T�J�P�OBy 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.
�,�F�Z �X�P�S�E�T�,�F�Z �X�P�S�E�T：：drug risk management；the United States；European Union；Japan；risk evaluation and mitigation strategy；drug risk
management plan
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