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Comparative study on the management of reference drug of biosimilar drugs in
different countries and recommendation on improvement for China
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Abstract: Reference drugs are the benchmark for the research and development of biosimilar drugs. Standardized management of
reference drugs is conducive to ensuring the research and development quality of biosimilar drugs. In this paper, the relevant requirements
of countries such as the United States, Europe, Japan and South Korea as well as the WHO on biosimilar-drug reference drugs were
compared and studied to extract management elements. Combined with the current situation of reference drugs in China, questionnaire
was designed, the research was carried out and the discussion was experted. Based on the comprehensive comparative study, investigation
and discussion, the suggestions and considerations for improving the management of biosimilar drugs in China are put forward.
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