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Abstract: The regulatory framework of bio-similar drugs in the United States, European Union, Japan, Korea, and China, including the
functional system, registration classification and procedures is made a comparative study in this paper, and the key elements are
extracted. In view of the present situation, the questionnaire is designed, and the investigation and the expert discussion are carried on.
Combined with comparative research, investigation, and discussion, general suggestions for establishing and improving the regulatory
system of bio-similar drugs in China, as well as suggestions and considerations for improving the definition of bio-similar drugs and the
registration and evaluation procedures of bio-similar drugs are put forward in this paper.
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