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Pharmacovigilance guidelines for clinical application of oral Chinese patent
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Abstract Oral Chinese patent medicine is the essence of effective prescriptions created and summarized by Chinese
medical scientists through thousands of years of medical practice. It is portable and convenient, with an obvious curative
effect and other characteristics. However, at present, oral Chinese patent medicine is rich in dosage forms, various in types,
complex in mechanism of action, and broad in clinical positioning. In clinical application, there are often cases of drug use
without reference to instructions, repeated drug use, and prolonged drug use, which highlights safety problems such as adverse
reactions and hepatorenal toxicity. Oral Chinese patent medicine pharmacovigilance is facing challenges. The World Health
Organization (WHO) has issued the WHO guidelines on safety monitoring of herbal medicines in pharmacovigilance systems,
and the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) has
issued the ICH E2 pharmacovigilance guidelines. The United States has issued the Pharmacovigilance management standards
and pharmacoepidemiological assessment guidelines, and the European Union has issued the Guidelines on Good
Pharmacovigilance Practices. Japan, South Korea, and other countries in the Asia Pacific region have established their own
pharmacovigilance systems, but currently, there are no pharmacovigilance guidelines related to oral Chinese patent medicine
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in China. Therefore, experts from many disciplines and fields in China were invited to jointly develop the Pharmacovigilance
guidelines for clinical application of oral Chinese patent medicine, which aims to develop pharmacovigilance guidelines for
clinical application that are consistent with China’s national conditions and highlight the characteristics of oral Chinese patent
medicine, and provide guidance for clinically safe and rational drug application in medical institutions.

Key words group standards; oral traditional Chinese patent medicines and simple preparations; guidelines; clinical
application; pharmacovigilance
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