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ABSTRACT

abundance, and uneven quality. Full application of post-marketing data to elucidate the safety issues of traditional

The post-marketing safety data of traditional Chinese medicine are characterized by diversity,

Chinese medicine, and promote the post-marketing safety evaluation of traditional Chinese medicine, is one of the
critical component in promoting the inheritance and innovative development of traditional Chinese medicine. In 2024,
Guidelines for Data Analysis Methods of Safety Evaluation on Post-Marketing Traditional Chinese Medicine (T/CACM
1622—2024) has been approved by the China Association of Chinese Medicine. This guideline starts from the
scientific issue of data analysis methods for safety evaluation of post-marketing traditional Chinese medicine, deeply
analyzes the characteristics of commonly used data analysis methods, and explains each analytical pathway in detail ,
clearly defining the respective application scopes and scenarios, so as to to provide robust technical support for
institutions such as drug regulatory authorities, marketing authorization holders, medical institutions, universities, and
research institutes in conducting data analysis for safety evaluation of post-marketing traditional Chinese medicine.
KEYWORDS Post-marketing traditional Chinese medicine; Safety evaluation of traditional Chinese medicine; Data
analysis; Guideline; Standard
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