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[ Abstract] Objective: To clarify the development and methodological research status of clinical
comprehensive evaluation of Chinese patent medicines in China and identify the problems and difficulties in the
evaluation, so as to provide a reference for promoting the subsequent evaluation. Method: Firstly, we analyzed
the current situation of clinical comprehensive evaluation in China by reviewing the articles about the process of
clinical comprehensive evaluation of drugs and the process of clinical comprehensive evaluation of Chinese
patent medicines. Secondly, we comprehensively summarized the formulation background and key points of
policies related to clinical comprehensive evaluation of Chinese patent medicines and then show the development

status in this field at the national and provincial levels. Result: The comprehensive clinical evaluation of
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Chinese patent medicines is still in its infancy in China, and 32 articles of specific evaluation of Chinese patent
medicines were included in the study. The dosage forms were mainly capsules (15 articles, 46.88%) and
injections (28.13%). The evaluation mainly involved diseases such as the nervous system (10 articles,
31.25%) , digestive system (5 articles, 15.63%) , and respiratory system (5 articles, 15.63%). The research
results of clinical comprehensive evaluation of Chinese patent medicines were mainly from relevant societies and
research institutions. Different research teams have developed technical guidelines or specifications for the
evaluation, while the government-leading evaluation guidelines remained to be formulated at the national and
provincial levels. In addition, the research articles in this field mainly concentrated on the application of
evaluation methods, the building of evaluation index systems, and completed evaluation reports. Conclusion:
To reflect the unique value and advantages of Chinese patent medicines, the government needs to build technical

guidelines for the clinical comprehensive evaluation of Chinese patent medicines on the basis of the clinical

comprehensive evaluation of drugs and create a favorable policy environment for the evaluation work.
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