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Abstract Objective: To analyze the current situation and existing problems of listed biological products for
therapeutic use in China and put forward suggestions for improving regulation from various aspects such as
encouraging innovation and systematically establishing registration regulations. Methods: Suggestions were put
forward based on the in-depth analysis of the approval status of the listed biological products for therapeutic use in
China as well as through expert consultation. Results: The industry of biological products for therapeutic use has
developed rapidly and has met the need of public clinical use of medicines in China to a certain extent. But there is
still a large gap with the international advanced level. Conclusion: Suggestions are put forward from the aspects
of encouraging innovation, promoting the development of biosimilars, and perfecting the system of drug approval
number.
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