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Safety-related quality research and quality control according to characteristics of
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Abstract: “Safety, effectiveness and quality controllability” is the basic criterion for drug development and evaluation, and ensuring drug
safety is the premise and foundation. As a type of medicine, traditional Chinese medicine (TCM) has common requirements with other
medicines in terms of safety and quality control. However, because it is used under the guidance of TCM theory and is derived from plants,
animals, and minerals, it has its own characteristics in other aspects, such as adverse reaction and quality control of harmful ingredients.
By summarizing the factors affecting the quality and safety of TCM and relevant quality control measures, some suggestions, such as
paying attention to the important role of human experience in the safety and quality control of TCM, and strengthening the identification,
management and control of the safety risks of TCM were put forward in this paper, in order to provide reference for research and
development of TCM.
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Table 1 Common toxic medicinal materials and endogenous

toxic components
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