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Guidelines and Recent Trends concerning Biosimilar Products
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Summary : Somatropin BS, epoetin alfa BS, and filgrastim BS have been approved by demonstrating biosimilarity
through comparisons of their quality attributes with those of the original biologics, and non-clinical and clinical data,
according to the guidelines for biosimilars in Japan. Clinical efficacy was basically demonstrated either by a comparative
PK study and a comparative Phase Il study or a comparative PK study and a comparative PD study. However, the clinical
data package and indication of Somatropin BS were different depending on each country. Epoetin alfa BS was approved
based on comparative Phase Il study data, even though the PK parameters were outside the acceptance range. The
clinical data packages of two filgrastim BS products were not essentially the same. Post-marketing surveillance was
necessary for all products.
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