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Abstract: Objective By analyzing randomized controlled trials (RCTs) of traditional Chinese medicine (TCM) treatment for
childhood cough-variant asthma (CVA) over the past decade, this study aims to identify existing issues and propose solutions, thereby
providing reference for designing clinical trials of TCM for pediatric CVAs. Methods A systematic search was conducted in China
National Knowledge Infrastructure (CNKI), Wanfang Data Knowledge Service Platform, VIP Information Network, China Biomedical
Literature Database, PubMed, Web of Science, Embase, Cochrane Library, and domestic and international clinical trial registration
platforms for RCT literature on TCM treatment for pediatric CVA. The included studies were evaluated for quality using the ROB 2.0
tool, and their basic characteristics were analyzed to identify issues and propose strategies. Results A total of 82 RCTs were included.
The ROB 2.0 bias risk assessment showed that 72 studies had “moderate risk,” five had “high risk,” and five had “low risk.” The
sample size of the included studies was 8 772 cases. Simple randomization was the most common randomization method (51 studies),
seven studies implemented blinding, and three studies conducted allocation concealment. The treatment duration was concentrated

within one month (54 studies), and the intervention measures primarily involved the combination of TCM and chemical drugs (66
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studies). A total of 127 outcome measures were reported, categorized into seven domains: symptoms/signs (18 measures), TCM

syndromes (five measures), laboratory tests (79 measures), quality of life (seven measures), long-term prognosis (eight measures),

safety measures (eight measures), and other measures (two measures). Conclusion

Further efforts are needed to enhance disease

understanding, standardize study designs, clarify clinical positioning, improve diagnostic and pattern differentiation accuracy,

emphasize outcome measures, and elevate methodological quality. This will enable the conduct of rigorously designed RCTs to provide

evidence-based support for TCM treatment of pediatric CVA.

Key words: cough variant asthma, traditional Chinese medicine; children; randomized controlled trial; outcome measures
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Fig.3 Outcome domains of RCT on traditional Chinese medicine for treating childhood CVA
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Table 2 Classification and frequency of outcome indicators
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Table 3 Reporting on primary and secondary outcome indicators
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