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Research approach and development trend of TCM quality evaluation method
for multiple integration based on regulatory science
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Abstract: The identification of traditional Chinese medicine (TCM) quality markers or biomarker requires the integration of
multidisciplinary techniques and methods. Through the innovation of the integrity expression of quality attributes of complex systems,
the diversified integration mode of ingredients, activities and efficacy should be explored to embody the integrity of quality attributes
based on TCM theory. In order to construct the overall quality evaluation system on the consistency for stabilizing and improving the
product quality of TCM, the scientific issue and product advantages will be combined with the quality markers closely. Focusing on
clinical value orientation, the correlation study between dose response and scientific supervision points for the quality attribute of TCM
will be performed on the whole process of "resources - preparation - activity - efficacy”. The benefits provide further insights on
scientific basis and technical methods for the high-quality development of TCM quality control methods, and assist the innovation and
cultivation of TCM products. Based on the regulatory science, the information technology and artificial intelligence technology
integrating the quality of TCM under the big data may be a novel direction that should be paid attention to in the future.
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Fig. 1 Discovery strategy of key quality attribute parameters based on system theory and reductionism for TCM
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