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[ Abstract] The Guidelines for Construction of Traditional Chinese Medicine Pharmacovigilance Systems in Medical
Institutions (T/CACM 1563.2-2024) were the first special guideline in China to systematically assist medical institutions in
establishing a pharmacovigilance system tailored to the characteristics of traditional Chinese medicine (TCM ). This guideline was
jointly developed with 23 authoritative medical and research institutions in China, under the lead of the Institute of Basic Clinical
Medicine, China Academy of Chinese Medical Sciences. The purpose of this guideline was to standardize pharmacovigilance work

throughout the entire lifecycle of TCM (including research and development, marketing, and application) and to establish a four-
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dimensional framework of "organizational structure, institutional system, information platform, and vigilance activities". Key
components included the establishment of a TCM Safety Committee, the construction of nine core systems, the development of an
information platform that complies with International Council for Harmonization of Technical Requirements for Pharmaceuticals for
Human Use (ICH) E2B standards, alongside the risk monitoring, identification, assessment, and control during clinical trials and
post-marketing phases. Therefore, this guideline filled a significant gap in the systemic standards for TCM safety management
within medical institutions. Strictly adhering to domestic and international laws and regulations, the guideline compilation involved
multiple rounds of expert interviews, systematic evidence integration, and broad consensus. This guideline was specified to be
applicable to medical institutions at all levels, primarily addressing core issues, including the difficulty in adverse reaction
identification, low reporting rates, and incomplete risk management chains due to the complex composition and diverse application
of TCM. The compilation process was scientific and rigorous, ensuring alignment with current national laws and regulations, and
was registered internationally. In the future, implementation will be promoted through standardized training, tiered dissemination,
as well as a post-effect evaluation and dynamic revision mechanism starting two years after publication. All these aimed to enhance

medical institutions' proactive capabilities in preventing and controlling TCM safety risks, ensure patient medication safety, and

promote the high-quality development of TCM.
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Table 1 Interview outline
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Fig. 1 Flow chart of evidence screening
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Table 3 Summary and processing table of soliciting opinions
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Table 4 Summary of peer review and solicitation of opinions
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