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Abstract: The new Good Clinical Practice is finally promulgated and implemented in 2020, which completely
carried out the spirit of the State Council’s Opinions on Deepening the Reform of Review and Approval System and
Encouraging Innovation of Drugs and Medical Devices, and also adapted to the rules and requirements of ICH. One
of the important updates of the GCP involving ethical review emphasizes that the sponsor should submit safety reports
to IRB timely, including suspected unexpected serious adverse reactions, other potential serious safety and risk
information, development safety update report and other safety reports. It has brought new requirements and
challenges for the ethical review ability of IRB. This paper will discuss the key points in ethical review of safety
reports under the situations and circumstances in China, combining with the requirements of ethical review of safety
reports of the European Union, United States, United Kingdom and other ICH members.
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Figure 1 Categories of Safety Reports
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