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Current Status and Challenges for Sustained Uptake of Biosimilars: A Corporate Perspective
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Summary: Pharmaceutical cost control is a critical policy issue in Japan, driven by rapid population aging, the advancement of
medical practices, and other contributing factors that have increased national healthcare expenditures. While generic drugs (GE)
have seen widespread adoption, the uptake of biosimilars (BS) remains limited. Consequently, the government has set quantitative
targets, introduced reimbursement incentives, and provided strategic guidance. This review details the current status and chal-
lenges of BS uptake, with a focus on industry practices. Unlike GE, BS development involves more demanding comparative clin-
ical trials, comprehensive postmarketing risk management plans (RMPs), and intricate manufacturing. Given rapidly decreasing
drug prices, alleviating these burdens is vital for a viable BS industry and a stable supply. Recent regulatory changes —including
the reduced requirement for Japanese subjects in comparative clinical trials and proposals in the US and EU to waive compara-
tive efficacy trial—are simplifying development. Japan still experiences delays in building domestic manufacturing capabilities
and training specialized staff. To resolve these issues, the government and companies have initiated joint initiatives, prioritizing
the enhancement of manufacturing capacity. Furthermore, the collection and publication of real-world safety and efficacy data
are key to fostering confidence in BS. The Japan Biosimilar Association, in partnership with companies, actively promotes the
sustained uptake of BS through the dissemination of RMP outcomes, provision of postmarketing study summaries, and develop-
ment of educational resources for healthcare professionals and patients.
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