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Evaluation of the Comparability in Quality, Efficacy and Safety of Biosimilars in Japan
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Summary : Generally referred to as biosimilars, “follow-on” biologics (hereinafter, “BS”) are products that are compa-
rable to already approved and marketed biologic products (hereinafter, “original biologic”) in regard to quality, safety,
and efficacy. As of April 2021, a total of 102 BSs including 15 kinds of active ingredients of original biologics have been
approved in Japan. The basic concept of the development of BSs in Japan is described in the “Guideline for the Quality,
Safety, and Efficacy Assurance of Follow-on Biologics.” “Comparability,” which is essential during the development
process, is defined as “the quality attributes of an original biologic and a follow-on biologic are highly similar, and
existing knowledge is scientifically predictive to ensure that any differences in quality attributes do not adversely impact
the clinical efficacy or safety of the product to be marketed based on the results of non-clinical and clinical studies.” In
other words, the comparability of BSs will be evaluated in a stepwise and comprehensive manner. This paper introduces
approved cases of BSs and shows the types of comparability data required at each step during BS development to ensure
comparability.
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