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(National Institutes for Food and Drug Control, Beijing 102629, China)
Abstract: Chinese medicinal materials and decoction pieces are the material basis for
the inheritance and development of traditional Chinese medicine (TCM). Their quality
is directly related to the effectiveness and safety of TCM clinical practice. Quality
standards can promote and guide the quality control, evaluation, and quality
improvement of TCM. However, due to the profound theory of TCM, the mechanism
of TCM prevention and treatment of diseases is not in-depth and systematic, lead to
lack of scientific basis for the standard research and revising work, scientific nature,
rationality and practicability of the standard is often questioned. This paper analyzed
the outstanding problems existing in the standard study, such as weak correlation
between standard indicators and quality attributes, and unreasonable acceptable limit,
and put forward the standard formulation principles in accordance with the quality
characteristics of Chinese medicinal materials and decoction pieces: First, adhere to the
characteristics of TCM theory, based on TCM clinical quality recognition, formulate
effective standards; The second is to adhere to the quality characteristics of Chinese
medicinal materials, establish quality indicators around quality attributes, and establish
effective standards; Third, we should guard the bottom line of authenticity and safety,
and formulate safety standards based on risk assessment. This paper analyzed and
discussed the common problems and misunderstanding in the study of quality standards
of Chinese medicinal materials and decoction pieces and emphasized that the standards
are not only for inspection and supervision, but also for guiding the technical
compliance of the whole process of production, circulation and clinical use of Chinese
medicinal materials and decoction pieces, and should be scientific, reasonable and
feasible. At the same time, the standards can guide and promote the sustainable
utilization of TCM resources and the high-quality development of TCM industry.
Finally, from the perspective of quality improvement and perfect the standard,
Suggestions to strengthen the whole industry chain production technology norms and
standards, strengthen the quality evaluation standard research, at the same time with the
construction of Daodi authentic and standardized production bases as the engine, the

newly promulgated " Good Agriculture Performance of Chinese medicinal materials
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production " will be implemented and effective, so as to fundamentally improve the
quality of Chinese medicinal materials and ensure the high-quality development of

traditional Chinese medicine.

KEY WORDS: Chinese medicinal materials and decoction pieces; standard
establishment; the standard formulation principles; concerns and suggestions
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