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Abstract: Objective To evaluate the methodological and reporting quality of randomized controlled trials (RCTs) of traditional
Chinese medicine (TCM) for the treatment of adenoid hypertrophy (AH) in children and analyze the current status of clinical trial
design, in order to provide a reference for future RCTs of AH in children. Methods CNKI, Wanfang, VIP, SinoMed, PubMed,
Cochrane Library, Embase, Web of Science, ClinicalTrials.gov, Chinese Clinical Trial Registry, and International Traditional Medicine
Clinical Trial Registry were systematically searched for RCTs on TCM in the treatment of AH in children, with the time interval from
database inception to May 15, 2024, RCTs were included according to the inclusion and exclusion criteria. The ROB 2.0 tool and the
CONSORT-Outcomes 2022 extension were used to evaluate the methodological and reporting quality of the literature, respectively.

The basic characteristics of clinical trial designs were summarized, with a focus on the analysis of outcome measures Results A total
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of 182 RCTs were included, including 178 articles and four registration information; the sample size was 14798 cases, concentrated in
60—100 cases (84.07%); the intervention measures were mainly Chinese herbal medicine (86.29%), and the control measures were
mainly chemical drugs (74.73%); the treatment course was concentrated in 4—12 weeks (86.26%). The results of ROB 2.0 showed
that the overall risk of bias of the literature was “some concerns” in 166 articles (93.3%) and “high risk of bias” in 12 articles (6.74%).
The results of CONSORT-Outcomes 2022 Extension showed that the reporting rate of 41 items (75.93%) was less than 50%. A total of
90 outcome indicators were reported, with a frequency of 996 times, which were divided into eight indicator domains: nine TCM
disease and syndrome indicators with a frequency of 264 times (26.51%), 50 physical and chemical examination indicators with a
frequency of 256 times (25.70%), 13 symptom/sign indicators with a frequency of 244 times (24.50%), 8 safety event indicators with
a frequency of 101 times (10.14%), six quality of life indicators with a frequency of 97 times (9.74%), two long-term prognosis
indicators with a frequency of 32 times (3.21%), two other indicators with a frequency of 2 times (0.20%), and 0 economic evaluation
indicators. Conclusion The overall quality of RCTs for TCM treatment of AH in children is poor, and there are many problems in the
design of clinical trials. Future studies should prioritize rigorously designed trials that reflect TCM's clinical advantages to promote the
transformation of clinical research into clinical application.
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Table 2 Classification and use frequency of outcome indicators
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AL PaRd - 4 0.40
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P34 I AR AN 1 0.10
E=R R 1 0.10
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F2 (&)
Fabrig BhR o T2 AR B2 %
LA y &R 2 0.20
B C- R MEH 2 0.20
622 2 0.20
TEMFEEHR A 2 0.20
WE TR IR 2 1 X 5 1 0.10
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TPEIREE A 3 0.30
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P A — SRS - 1 0.10
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