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Comparative study on the technical requirements of extrapolation for indications
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Abstract: The indication extrapolation of biosimilar drugs needs to meet the preconditions of science. In this paper, a comparative
study was conducted on the technical requirements for the indication extrapolation of biological similar drugs in the United States, the
European Union and other countries as well as WHO, so as to extract the preconditions for the indication extrapolation of biological
similar drugs. Questionnaires were designed, and investigations and discussions were conducted. Combined with the comparative
study, investigation and expert discussion, some suggestions are put forward to improve the technical requirements for the
extrapolation of indications for biosimilar drugs in China.
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