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Abstract: The research and development (R&D) of innovation of new traditional Chinese medicine (TCM) are the source of Chinese
medicines industry development and scientific and technological progress, which are also the key approaches to the national
economy and people’s livelihood and the prevention and treatment of major clinical diseases in clinic. Since the new drug evaluation
method was implemented in 1985, the remarkable progress of research and development of new traditional Chinese medicine has
been made through many years of efforts. On March 30, 2020, the State Administration for Market Regulation published the new
Provisions for Drug Registration, and the Nation Medical Product Administration issued the Registration Classification and
Declaration Requirements for Traditional Chinese Medicine in October, 2020, which put forward new requirements for the R&D of
new TCM and also demonstrated new development opportunities. Based on the clinical demand, market environment and new
registration requirements of new TCM, aiming at the key bottleneck problems in the process of innovative R&D and achievement
transformation of TCM, the overall idea, R&D strategy and technical path of new TCM under the new situation were put forward in
order to provide reference for the R&D of new TCM.
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