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Abstract: Regulatory science of traditional Chinese medicine (TCM) is the key support to ensure the quality, safety and efficacy of
TCM, and is an emerging discipline that has attracted great attention from the state in recent years. With the rapid development of the
Chinese medicine industry and the advancement of internationalisation, the traditional regulatory model can no longer meet the actual
needs. In this paper, from the aspects of modernisation of TCM regulatory tools, construction of regulatory system, methodological
innovation and intelligent platform construction, we systematically sort out the development status of TCM regulatory science in China,
focusing on the typical progresses of two-way early warning system, ‘three-integrated’ review system, and the application of artificial
intelligence in quality control and adverse reaction monitoring, and analyse the bottlenecks and problems existing in the regulation. In-
depth analysis of the bottlenecks in the supervision and put forward the countermeasures and suggestions to promote the integration of
intelligence, full life cycle supervision and international standards, aiming to provide theoretical support and practical reference for the
optimisation of China's Chinese medicine regulatory science system.
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Table 1 Application scenarios of artificial intelligence in field of traditional Chinese medicine
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