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Abstract: Objective To systematically review the current application of outcomes in randomised controlled trials (RCT) of oral
Chinese patent medicines for stable angina pectoris (SAP), identify existing issues, and provide an evidence-based foundation for
developing a core outcome set (COS) to standardise outcome assessment in future clinical research. Methods CNKI, Wanfang, VIP,
PubMed, Embase, and the Cochrane Library were systematically searched for two-arm RCT of oral Chinese patent medicines for SAP
published in the past five years (up to June 2026). Two reviewers independently screened studies and extracted data. Methodological
quality was assessed using the Cochrane Risk of Bias tool (ROB 2.0). Extracted outcomes were merged for synonyms, standardised,
and classified into domains according to the Technical Specification for the Development of Core Outcome Sets for Traditional Chinese
Medicine Clinical Trials, with frequencies calculated accordingly. Results A total of 110 RCT were included, yielding 51 distinct
outcomes reported 574 times. Only 15 RCT (13.64%) clearly specified primary and secondary outcomes; the remaining 95 (86.36%)
did not. Outcomes were categorised into six domains: Symptom and sign measures (10 types, 215 reports, 37.46%),
laboratory/physiological measures (30 types, 194 reports, 33.80%), safety measures (one type, 73 reports, 12.72%), TCM syndrome-
disease measures (three types, 49 reports, 8.54%), quality of life measures (five types, 41 reports, 7.14%), and long-term prognosis
measures (two types, two reports, 0.35%). No studies reported economic evaluation outcomes. Measurement time points were explicitly
stated in 108 RCTs (98.18%): 22 (20.37%) measured outcomes before, during, and after treatment, while 86 (79.63%) assessed only
pre- and post-treatment. Conclusion RCT of oral Chinese patent medicines for SAP published in the past five years generally exhibit
high methodological bias risk. Outcome selection is highly heterogeneous, with unclear distinction between primary and secondary
endpoints, inconsistent measurement time points, and insufficient attention to safety, long-term prognosis, and health economics. Future
research urgently requires improved top-level study design and the establishment of a COS for oral Chinese patent medicines in SAP
to minimise selective reporting bias and enhance the quality and translational value of clinical evidence.
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