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Challenges Surrounding Biosimilars and Future Expectations

A ER ZmUL Ryorl NAGOYA
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Summary : While biopharmaceuticals are innovative drugs that demonstrate excellent therapeutic effects, they are often
expensive. Biosimilars, which demonstrate efficacy and safety that is comparable to that of the preceding biopharma-
ceuticals, can lead to a reduction in the burden on patients as well as improved access to treatment. In addition, from the
perspective of optimizing national healthcare costs, the widespread use of biosimilars is expected to play a certain role in
a sustainable social security system. Since biosimilars were mentioned in the Government’s “Basic Policy on Economic
and Fiscal Management and Reform (Honebuto Policy),” challenges surrounding the development of the industry and
promotion of the use of biosimilars have been under discussion for many years among the stakeholders. However,
last year, The Ministry of Health, Labour and Welfare (MHLW) presented the Pharmaceutical Industry Vision 2021,
which comprehensively outlines the aforementioned challenges along with measures to be taken. Moreover, this year’s
Honebuto Policy indicates that numerical targets for the use of biosimilars will be set forth by the end of this fiscal year.
Challenges surrounding biosimilars include a lack of awareness and proper understanding among the public and patients,
as well as medical personnel, differences in market penetration for each product due to a variety of impeding factors, and
lack of business predictability with respect to making investment decisions for domestic production. Realizing the policy
set forth in the Pharmaceutical Industry Vision 2021, by having the stakeholders come together and accelerate discus-
sions, introducing numerical targets for the use of biosimilars, strengthening awareness-raising activities, and setting
appropriate measures against impeding factors for each product, we believe that these measures can improve the predict-
ability of the biosimilars industry, and contribute significantly to an improvement of patient access to biopharmaceuticals
as well as a sustainable social security system.
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