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Abstract: A biosimilar product is a biological product based on a showing that it is highly similar to an approved biological product,
known as a reference product, and has no clinically meaningful differences in terms of safety and effectiveness from the reference
product. In this paper, the US, EU, Japan and the World Health Organization's thoughts on the research, development and
supervision of biosimilar are reviewed. And then we focused on the U.S. Food and Drug Administration's Biosimilar Action Plan —

Introduction and Overview: Balancing Innovation and Competition , in order to provide references for the formulation of regulatory

policies for biosimila in China.
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