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Comprehensive evaluation of clinical evidence and value of Kuntai Capsule in
treatment of menopausal syndrome (yin deficiency and effulgent fire syndrome)
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Abstract: Objective To conduct a comprehensive clinical evaluation of Kuntai Capsule in treating menopausal syndrome (yin
deficiency and effulgent fire syndrome) from “6 + 1” dimensions. The aim was to systematically assess its clinical value and provide
a scientific reference for optimizing the allocation of Chinese patent medicine resources and promoting rational clinical drug use.
Methods An evaluation system was constructed by integrating multidisciplinary methodologies, including evidence-based medicine,
pharmacoeconomics, and health technology assessment (HTA). This involved synthesizing both subjective and objective data gathered

through questionnaires, secondary literature research, and real-world data analysis. Quantification was achieved using a multi-criteria
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decision analysis (MCDA) model and CSC (v2.0) software. Results Safety (Grade A): Data from pre-clinical toxicity studies, clinical
trials, and the National Center for ADR Monitoring indicate that adverse reactions to Kuntai Capsule are primarily mild (e.g., nausea,
vomiting, abdominal distension, dizziness, rash). The known risks are low with a favorable prognosis, yielding a standardized score of
0.75. Effectiveness (Grade A): Meta-analysis results demonstrate that Kuntai Capsule combined with hormone therapy offers
significant benefits, further improving vasomotor symptoms, neuropsychological symptoms, and urogenital symptoms in patients with
menopausal syndrome. Economy (Grade B): Based on the assumption of using the 2020 per capita disposable income as the patient
willingness-to-pay threshold, the combination therapy of Kuntai Capsule and hormones is more cost-effective than hormone therapy
alone. Innovativeness (Grade A): Derived from a classic formula, Kuntai Capsule is the first Chinese patent medicine approved in
China for conditions related to ovarian function decline, filling a gap in the National Essential Drug List for treating female ovarian.
Suitability (Grade B): The drug information for this Chinese patent medicine is complete. Kuntai Capsule is easy to administer, requires
no specific timing for intake or special storage conditions, showing good suitability for both clinicians and patients. Accessibility
(Grade B): Kuntai Capsule is widely used clinically, with distribution covering 28 provinces/municipalities/autonomous regions and
availability in over ten thousand hospitals of various grades, indicating good accessibility. Characteristics of Traditional Chinese
Medicine (Grade B): Kuntai Capsule is based on the classical formula “Huanglian Ejiao Tang” from Zhang Zhongjing's “Treatise on Cold
Damage Diseases”. Multiple clinical trials have been conducted post-marketing, affirming its extensive human use experience and
significant TCM characteristics. Comprehensive Score: The overall clinical evaluation score for Kuntai Capsule in treating menopausal
syndrome (yin deficiency and effulgent fire syndrome) was 0.81, corresponding to a Grade A rating. Conclusion The comprehensive
evaluation across the “6 + 17 dimensions indicates that Kuntai Capsule possesses sufficient clinical evidence and demonstrates good clinical
value for menopausal syndrome (yin deficiency and effulgent fire syndrome). It exhibits favorable safety, effectiveness, and innovativeness,
which is recommended to be included in the scope of relevant policies for basic clinical medication management.
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Fig.1 Multi-criteria decision analysis framework for clinical value assessment of Chinese patent medicine
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Table 4 Basic information of effectiveness included in the study
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Table S Summary of evidence for evaluation GRADE
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