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Discussion on similarity assessment of denosumab biosimilars
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[ Abstract] With the expiration of the patent of denosumab ( Prolia®/Xgeva®) and its marketing in China,
the number of denosumab biosimilars developed by domestic biological enterprises according to the path of biosimilars
is gradually increasing. This paper reviews the domestic and foreign registration and research status of the original
drug and biosimilars, clarifies the challenges and technical requirements in the similarity evaluation of denosumab,

analyzes and discusses the common problems in the pharmaceutical evaluation of denosumab biosimilars in combination

with the review practice, in order to provide a basis for the pharmaceutical development and evaluation of denosumab

biosimilars.
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