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[ Abstract |
Registration of Pharmaceuticals for Human Use (ICH) in 2017, China has gradually strengthened the research on

Since joining the International Council for Harmonisation of Technical Requirements for

the extrapolation of overseas clinical trial data. Standardization of bridging studies and international multi-center
clinical trials will become the trend of the times. Extrapolation of overseas clinical trial data is particularly important
in the registration process of drugs that have been listed overseas and not listed in China. Usually, the Center for
Drug Evaluation of NMPA needs to consider the completeness of clinical trial packages to determine whether a drug
is racially sensitive and whether bridging studies are needed. At present, to investigate the influence of ethnic factors
on the acceptability of overseas clinical trials, the ICH E5 (R1) Guidelines are generally followed internationally.
In addition, the United States, Japan, the European Union, and other ICH member states have issued their own
relevant regulations or guidelines. This article introduces the basis and key points of current review of overseas clinical
trial data in China, summarizes and analyzes the design of bridging studies based on international experience, and
finally puts forward reasonable suggestions for extrapolation of overseas clinical trial data in China.
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