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Abstract: Objective To analyze the use, distribution characteristics, and existing problems of outcome indicators in randomized
controlled trials of traditional Chinese medicine interventions for post-stroke secondary epilepsy from 2012 to 2025, and to provide a
reference for constructing a standardized outcome indicator system in this field. Methods Seven Chinese and English databases were
searched. The literature was screened according to the inclusion and exclusion criteria, and all outcome indicators were extracted,
standardized in nomenclature, categorized, and analyzed by frequency statistics. Descriptive analysis was used to summarize their
current application status. Results A total of 1 182 records were identified in the initial screening, and 70 studies were finally included.
After standardization, the outcome indicators reported in the included studies totaled 298 occurrences and were classified into nine
categories, including seizure control/disease activity outcomes [62 (20.81%)], biomarker and physiological parameter outcomes [61
(20.47%)], electroencephalogram outcomes [41 (13.76%)], safety outcomes [36 (12.08%)], neurological function outcomes [23
(7.72%)], other outcomes [23 (7.72%)], traditional Chinese medicine syndrome outcomes [19 (6.38%)], cognitive function outcomes
[17 (5.70%)], and quality of life/life impact outcomes [16 (5.37%)]. Considerable heterogeneity existed in the selection and reporting
of outcome indicators in the existing studies, mainly manifested as insufficient comprehensiveness of disease assessment dimensions,

limited methodological quality, inadequate inclusion of outcome indicators with traditional Chinese medicine characteristics, unclear
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distinction between primary and secondary outcomes, insufficient patient-reported outcomes, and inadequate reporting of economic

and safety evaluations. Conclusion The use of outcome indicators in randomized controlled trials of traditional Chinese medicine

interventions for post-stroke secondary epilepsy still needs to be improved. In the future, the methodological quality of clinical research

should be enhanced, the selection, definition, and reporting of outcome indicators should be standardized, and a core outcome set of

syndrome indicators with characteristics of traditional Chinese medicine should be explored, so as to promote the application of

traditional Chinese medicine interventions.
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