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Research, Development, and Scientific Regulation of Traditional Chinese Medicine

Compound Prescriptions Derived from Ancient Classical Formulas

*
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Beijing University of Chinese Medicine, Beijing 102488, China;
3. School of Chinese Materia Medica, Beijing University of Chinese Medicine, Beijing 102488, China)

[ Abstract] Ancient classical formulas, the essence of traditional Chinese medicine (TCM) theory and clinical practice,
serve as a vital vehicle for TCM inheritance and innovation. Following the recent reform of TCM review and approval system, the
number of approved TCM compound prescriptions derived from ancient classical formulas has been steadily increasing. Based on a
review of the developmental trajectory of these prescriptions, this paper summarizes the current status of research and development
in this field, including a limited scope of clinical application, a "clustering" of research and registration applications for certain
varieties, risks exposed in non-clinical safety studies of individual varieties, and the absence of approved ethnic medicine-derived
ancient classical formulas for marketing. Then, an in-depth analysis is conducted on issues requiring attention during the research

and development process, including the difficulty in key information verification, multiple origins and the lack of quality standards
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for some medicinal materials, the inclusion of potentially toxic Chinese medicinal materials in formulations, as well as rare
applications in modern clinical practice and quality control challenges for certain dosage forms. In light of the current status of
research, development, and regulation, the following recommendations are proposed: (D Strengthen key information verification
by integrating compliance with ancient literature records and contemporary regulatory requirements; @ Enhance the research and
formulation of medicinal material standards to ensure uniformity, stability, and quality controllability of marketed Chinese patent
medicines; @ Intensify dosage form process research and quality standard evaluation to guarantee preparation safety and efficacy
while adhering to ancient prescriptions; @ Pay attention to potentially toxic Chinese medicinal materials, animal models for
toxicity evaluation, and interspecies toxicity differences in animals, and carefully select animal species for non-clinical safety
evaluations, with additional species included when necessary; (3 Actively analyze the pharmacodynamic substance basis and
mechanisms of ancient classical formulas to "clearly elucidate" their scientific connotation; (6 Strengthen post-marketing clinical
research, refine clinical positioning, and continuously improve the effectiveness and safety information included in package inserts.
Based on the current status of research and development of ancient classical formulas, this paper aims to analyze the issues
requiring attention during their research and development and to propose scientific regulatory recommendations, so as to provide
references for promoting the research, development, and scientific supervision of relevant prescriptions.

[Keywords] ancient classical formula; traditional Chinese medicine (TCM) compound prescription; research and
development of new TCM drug; scientific regulation of traditional Chinese medicine; "three-combination" review evidence system
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Fig. 1 Policy context diagram of TCM complex-formulated preparations derived from ancient classic formulas
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Table 1 Indications and therapeutic effects for approved class 3.1 ancient classic formulas
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Table 4 Summary of multiple original medicinal materials contained in ancient classic formulas
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Table 5 Summary of ancient classic formulas containing potentially toxic traditional Chinese medicines
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