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Regulation of Biosimilar Products in Japan
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Summary : Biopharmaceutical products have been developed since the 1980s. Many biopharmaceutical products such
as insulin, growth hormone, monoclonal antibodies and so on, have also already been approved. The importance of
biopharmaceutical products among the development of medical products rises every year, taking into consideration that
7 of the top 10 products as far as sales are concerned in the world in 2014 were biopharmaceutical products.

A biosimilar is a biotechnological medical product that has been developed to be comparable in quality, safety and
efficacy to an already approved biotechnology-derived product (the reference product) of another company. A biosimilar
can generally be developed based on the data that demonstrates the comparability with the original biologic for quality,
safety and efficacy, or other relevant data. 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).
Ten biosimilar products have received marketing approval in Japan as of October 2015. It is expected that the devel-
opment of biosimilar products will be strengthened by the expiration of the patent and reevaluation periods of the
reference products.
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