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International Trends in the Development of Biosimilars and Issues on Ensuring Their
Quality and Safety
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Summary : Since the biosimilar somatropin was first approved in Europe in 2006, more than 30 biosimilar products
related to 8 kinds of original products have been approved in Japan, the US and Europe to date. In 2016, a total of 7
products have been approved by the end of October in these countries, reaching a record number of approvals per year.
The approval of biosimilar monoclonal antibodies and Fc-fusion proteins is also characteristic of the recent situation.
The development of biosimilars, unlike generic drugs, requires the evaluation of efficacy and safety in a clinical study, as
well as the conduct of a comparative study of quality. The main reason for this is that only a comparative study of quality
and the assessment of pharmacokinetics are considered insufficient to secure the efficacy and safety of biosimilars due
to heterogeneity of active ingredients. In a situation where high medical expenses often become an issue, biosimilars
with secured quality, efficacy and safety are expected to be developed and widely distributed so that people who need
biopharmaceuticals can receive treatment with a smaller economic burden.
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