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Pharmacovigilance guideline for clinical application of Chinese patent medicine
for mucosal administration

ZHAO Xiao-xiao' -2, HUA Hong?, LI Yuan-yuan' , WANG Zhi-fei! , LIU Fu-mei' , WEI Rui-li', CUI Xin!, YANG Shuo!,
WANG Lian-xin' ™, XIE Yan-ming' ™

( 1. Institute of Basic Research in Clinical Medicine, China Academy of Chinese Medical Sciences, Beijing 100700, China; 2. Graduate School,
Tianjin University of Traditional Chinese Medicine, Tianjin 301617, China; 3.Peking University School and Hospital of Stomatology, Beijing 100034,
China )

Abstract The group standard Pharmacovigilance guideline for clinical application of Chinese patent medicine for
mucosal administration was released on January 16, 2024, by the Institute of Basic Research in Clinical Medicine of China
Academy of Chinese Medical Sciences and Peking University School and Hospital of Stomatology, under the auspices of the
China Association of Chinese Medicine. The standard number is T/CACM 1563.6-2024. It aims to propose key elements and
specify technical methods for safety monitoring, risk signal identification, risk assessment, and control of adverse drug
reactions/adverse events based on the Drug administration law of the People's Republic of China (revised in 2019). The
guidelines establish normative mucosal drug administration warnings specific to traditional Chinese medicine drugs, with
input from internal and external experts through multiple rounds of consultation. It serves as a guiding document for
stakeholders involved in drug vigilance activities, including pharmaceutical license holders, drug manufacturers, medical
institutions, research institutes, and pharmaceutical business professionals.

Key words Chinese patent medicine for mucosal administration; pharmacovigilance guideline; traditional Chinese
medicine; group standard
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