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Abstract: In the more than 10 years since the launch of the major new drug innovation project in 2008, the goal of building a
national drug innovation technology system has been closely focused, providing important guarantee for the development of new
drugs and public drug safety in China and achieving significant progress. Drug regulatory science is a frontier discipline which has
been developed in recent ten years. This paper holds that the scientific development and practical problems of Traditional Chinese
medicine (TCM) supervision need innovation in theory, medicine, technology, method and application. The TCM regulatory science
research program is one of the nine regulatory science plans promoted by the National Medicinal Product Administration. This
project starts the safety evaluation research of TCM products based on clinical practice, and constructs the safety and quality control
system. The authors believe that it is beneficial to the healthy and scientific development of the TCM industry to establish scientific

and standardized quality standards and evaluation guidelines and technical guidelines for TCM, and to promote the demonstration
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research on TCM, TCM decoction pieces and proprietary Chinese medicines, especially the classic prescription preparations.

Authors also combined with the current scientific issues, strengthen the basic research, medicinal material, decoction and injection

quality to evaluate the efficacy of research, to develop simplified application science research of classical formulation, and to put

forward the top-level design proposal of regulatory science research, formulate technical principles and technical guidelines. These

are helpful for the re-evaluation of the quality and clinical effectiveness of pharmacopoeia varieties and market products.

Key words: regulatory science; traditional Chinese medicine (TCM); medicinal materials; TCM decoction; Chinese patent

medicine; classic recipe; TCM injections; process control
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Fig. 2 Relationship between regulatory science and scientific regulation of evidence-based medicine
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Fig.3 Role of regulatory science in promoting the development of evidence-based medicine
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Fig. 4 Relationship between regulatory science-scientific regulation of research development of TCM
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Fig.5 Production process risk control based on TCM standard decoction quality and process
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