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Development Status and Approval Review of Biosimilar Products in Japan
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Summary : A biosimilar is a medical product which is comparable to a biopharmaceutical product which has already
been authorized (the reference product) with respect to quality, clinical safety and efficacy. Ten biosimilar products got
marketing authorization in Japan as of April, 2015. Key development concepts of biosimilars are described in ‘Guideline
for the Quality, Safety and Efficacy Assurance of Follow-on Biologics’ (PFSB/ELD Notification No. 0304007/March
4, 2009). Comparability between the proposed biosimilar product and the reference product should be evaluated
in a stepwise manner by conducting structural and functional characterization, non-clinical studies, comparative
pharmacokinetic studies and comparative efficacy studies. Clinical development strategy for a biosimilar will depend on
the available information on the reference product, (e.g. the availability of the clinically relevant PD marker), and the
residual uncertainties after analytical and non-clinical studies. Biosimilar development will be further accelerated along
with the expiration of re-examination period of many biopharmaceuticals. It is expected that the principle of biosimilar
development will be updated as the technology advances and the results of the post-marketing surveillance for approved
products are accumulated.
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