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Interpretation and insights from the “Guidelines for Pharmacovigilance of Topical Traditional
Chinese Medicines in Clinical Applications”
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Abstract: Objective To guide the “Guidelines for Pharmacovigilance of Topical Traditional Chinese Medicines in Clinical
Applications” (referred to as the “Guidelines”), providing a reference for standardizing pharmacovigilance activities and
clinical practices related to topical traditional Chinese medicines (TCMs) in China. Methods Summarize the traditional
formulations of topical TCMs mentioned in the “Guidelines”, and provide a detailed interpretation of the potential risks and
control measures in the clinical application of topical TCMs. Results The Guidelines highlight the safety of medications
containing mineral Chinese medicinal materials, toxic Chinese medicinal materials, and the use of TCMs in special
populations such as pediatric, elderly, and pregnant patients. Comprehensive risk assessment and control measures are
provided. Conclusion The irrational clinical application of topical TCMs increases the risk of medication-related adverse
events. The guidelines offers valuable reference and guidance for better standardizing pharmacovigilance activities in the
clinical application of topical TCMs.
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