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Abstract: Comprehensive clinical evaluation of drugs involves the application of multiple evaluation methods and tools to assess the
safety, efficacy, economy, innovation, suitability and accessibility of drugs in clinical use from multiple dimensions. As one of the
evaluation objects, the evaluation system of Chinese patent medicines has gradually become standardized under the impetus of policies
and technologies, but still faces many challenges. Through literature analysis, this paper summarizes the characteristics of
comprehensive clinical evaluation of Chinese patent medicines: First, the evaluation methods are divided into rapid evaluation and
complete evaluation, which are suitable for different scenarios; Second, the evaluation process includes two stages of evidence
collection and decision-making, involving various methods such as literature analysis, real-world data, and expert consultation.
However, its shortcomings mainly lie in data fragmentation, method homogenization, insufficient reflection of traditional Chinese
medicine theory, and limited international compatibility. In response to these problems, this paper proposes the following
countermeasures: Drawing on methods from other disciplines to promote methodological innovation, constructing evaluation
dimensions with Chinese medicine characteristics, integrating blockchain and Al technologies to optimize data analysis, and promoting
dual-track development of standardization and internationalization.
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Table 1 Evaluation methods in evidence stage for clinical comprehensive evaluation of proprietary Chinese patent medicines
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Table 2 Evaluation methods in decision-making stage of clinical comprehensive evaluation of proprietary Chinese patent medicines
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