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Abstract: The overall goal of bio-similar drug research and development is to prove that there are no clinically significant differences
between bio-similar drugs and original drugs. In order to effectively guide the research and development of bio-similar drugs, countries
have developed a technical guidance system. In this paper, the US, Europe, Japan, Korea, and other countries, the WHO and bio-similar
drugs technical guidance system in China, including pharmaceutical research, clinical research, clinical research are made a
comparison research, such as extracting key elements of the building technical guide system. The questionnaire survey and expert
discussion are combined, and the recommendations of consummating bio-similar drugs technical guide system framework in China
are proposed in this paper.
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