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Abstract: Through reviewing the legislative development and regulations of bio-similar drugs in the United States, European Union,
Japan, Korea, and China, the main differences in bio-similar drugs laws and regulations in China are understood. Through reviewing
the approval and research status of bio-similar drugs in the United States, the European Union, Japan, Korea, and China, the status quo
of domestic and foreign bio-similar drugs’ marketing and research are found out, and lay a foundation for the research of bio-similar
drugs regulatory system in China. The current situation of bio-similar drug legislation and approved products in various countries are
reviewed in this paper.
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Table 1 Approval of bio-similar drugs in the United States
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Table 2 Approval of bio-similar drugs in EU
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Table 3 Approval of bio-similar drugs in Japan
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Table 4 Approval of bio-similar drugs in South Korea
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