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FDA's recommendations for license application of biosimilar drugs with fewer

indications than reference drugs
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Abstract: FDA issued the Biosimilars and Interchangeable Biosimilars: Licensure for Fewer Than All Conditions of Use for Which
the Reference Product Has Been Licensed Guidance for Industry (Draft) in february 2020. This guidance mainly provides
recommendations on the applicational registration categories and labelinges for biosimilars fewer than the indications of reference

products. This paper introduces the guidance in detail, hoping to expand the vision of research and development as well as

supervision of such drugs in China.
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