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Abstracts: In the past 30 years, through systematic, comprehensive and in-depth research, a research framework system with clear
orientation, clear route and reasonable scheme has been established based on the discovery and its active material basis. In order to
interpret the mechanism of action, clarify the rationality of prescription, the scientific nature of medication, and the scientific
connotation of disease prevention and treatment, the great progress has been made in the research of traditional Chinese medicines
(TCMs) and compound TCM formulas. In the research of quality control system in the whole process from medicinal materials to
Chinese patent medicines (CPMs), from research to industry, from product to clinic, from factory to market, it is urgent for us to

establish new theories, new methods and new systems for extensive exploration, application and industrial transformation. To carry
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forward the scientific spirit of “inheriting the essence, keeping the integrity and innovating", we need the development concept of
leading gravity, innovative imagination, cross-border integration, practical execution and humanistic conservation to put forward the
new concept and theory of quality-marker. Since 2016, we have focused on the study of five elements of quality markers such as
“fingerprint composition-reproducibility of technological process”, “biology-effectiveness and safety”, “correlation between efficacy
and action mechanism of TCM”, “testability of quality substances” and “stability of quality standards”, so that it runs through the
whole process of development of TCMs and its preparations, forming a traceability system for whole process of “medicinal
material-decoction piece-CPM” with quality and risk control. It provides a scientific basis for establishing the strategy of “TCM
quality markers” and establishing a brand-new quality management system. On the basis of summarizing the basic ideas of our
researches and the main research results obtained, this paper also analyzes the theory published in domestic and international
academic journals and its application and academic influence. We believe that the research on TCM quality markers will have
positive effect on promoting the development of TCM standardization and international academic exchange.
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Q-Marker in theoretical chain of traditional Chinese medicine
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