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Abstract: Based on a review of clinical trial assessment indices for metabolic dysfunction-associated fatty liver disease (MAFLD)
and the current status of traditional Chinese medicine (TCM) research, this article proposes a multi-dimensional, stratified, and
operable clinical efficacy evaluation framework for TCM with reference to the features of MAFLD and the therapeutic effect of TCM.
This system encompasses eight dimensions of liver histology, radiology, biochemical indicators, metabolic markers,
anthropometry, TCM syndromes, patient-reported outcomes, and safety indicators, which are stratified according to research
objectives and disease stages. This study further explores the implementation pathways for the standardization of syndrome
evaluation, research design norms, and quality control, in order to provide methodological support for conducting high-quality
TCM clinical research and promote the transition of TCM efficacy evaluation from “single indicators” to “multi-dimensional

composite indicators”.
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Table 1 Main dimensions and core indicator recommendations for the traditional Chinese medicine clinical efficacy
evaluation index system of MAFLD
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Table 2 Suggestions for a stratified traditional Chinese medicine clinical efficacy evaluation system for MAFLD
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Table 3 Preliminary recommendations for the core outcome set in traditional Chinese medicine clinical research on MAFLD
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