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CH E5 stated that data developed in one region can be possibly extrapolated to the new region if a bridging study shows evidence

that the drug will behave similarly across regions. However, “Similarity” of efficacy across regions is not clearly defined in ICH E5
guideline. There is lack of regulatory guideline on defining “consistency” in bridging study, and no commonly accepted statistical
inference in demonstrating “consistency”. Our work provided statistical, regulatory, clinical considerations and guidance on design
and analysis of efficacy bridging trials, and explored how the primary objective should be defined, how to select the consistency
criteria, and key considerations on sample size. Other innovative study design options that could lead to China registration, such as
China enrollment extension in global pivotal study, will be also discussed.
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