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Thinking and understanding of application of physiological pharmacokinetic
model in risk assessment of traditional Chinese medicine
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Abstract: Traditional Chinese medicine (TCM) containing endogenous toxic components and exogenous harmful residues has become
arisk factor to threaten human health, which has seriously restricted the sustainable development of TCM industry. Risk assessment is
an effective scientific method to prevent and control the quality of TCM, so as to ensure the safety of the medication. In this paper,
through a specific analysis of research situations and problems of risk assessment of harmful substances in TCM, relevant research
literature on risk assessment at home and abroad are summarized to solve the key issues and put forward the practicability of
physiologically based pharmacokinetic (PBPK) model. It focuses on functional advantages and limitations in risk assessment studies,
including prediction of tissue dosimetry and interspecific dosimetry extrapolation, pharmacokinetic prediction of different exposure
routes and duration, as well as pharmacokinetic prediction in different life stages or pathological populations. Finally, the potential
value of the PBPK model in the risk evaluation of toxic substances in TCM was briefly discussed, in order to provide technical reference
and new strategies for the safety evaluation and the establishment of limited standards in TCM.
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Fig. 1 Application of PBPK model in risk assessment
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