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[Abstract] To develop the Pharmacovigilance Guidelines for Clinical Application of Chinese Patent Medicines for Mucosal
Administration in response to common problems, including insufficient safety information in package inserts, amplified medication risks
in special populations, and non-standard clinical practices, thus establishing a risk management system tailored to the characteristics
of Chinese patent medicines for mucosal administration. An approach combining qualitative and quantitative methods was adopted. In
accordance with the Drug Administration Law of the People's Republic of China (2019 revision) and the GB/T 1.1—2020 standard, a
systematic search was performed in the Chinese Pharmacopoeia (2020 edition) , the Catalog of Medicines Covered by Medical Insurance
(2022 edition) , Chinese databases [ China Network of Knowledge Infrastructure (CNKI), Wanfang Data ( Wanfang) , and VIP journal
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resource integration service platform (VIP) |, and international databases ( Cochrane Library, PubMed, and EMbase ). Guideline outlines
were developed through questionnaire surveys, expert interviews, and the nominal group technique. The content of each item was
formulated with full consideration of traditional Chinese medicine (TCM ) incompatibility, as well as the conceptual connotations and
extensions of pharmacovigilance. The results included 54 Chinese patent medicines for mucosal administration from the Chinese
Pharmacopoeia (2020 edition) and 58 from the Catalog of Medicines Covered by Medical Insurance (2022 edition). Safety-related items
in the corresponding package inserts were collected, and 27 relevant publications were retrieved. Thirty experts from 24 institutions were
mobilized for the drafting, and opinions from 61 external experts were solicited. A pharmacovigilance framework was established,
covering the full chain of "monitoring, identification, assessment, and control". Based on seven anatomical sites, including nasal, ocular,
and oral mucosa, a stratified monitoring system was constructed. The guideline proposed key recommendations on improving package
insert sections such as "Adverse Reactions", "Contraindications", and "Precautions", clinical procedure standardization in healthcare
institutions, risk control, and dynamic pharmacovigilance. The Guideline provides evidence-based support tailored to the risk profile

of Chinese patent medicines for mucosal administration, filling the current gap in international pharmacovigilance standards in this field,

while offering technical support for safety management across the full life cycle of medicines for mucosal administration.
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