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Abstract: Objective To systematically evaluate and distill the technical elements of clinical trial design and evaluation for Henoch-

Schonlein purpura nephritis (HSPN) in children, providing a certain feasibility for the standardization of clinical trial design and the
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comparison of trial results of traditional Chinese medicine (TCM) for pediatric HSPN. Methods A literature research approach was
adopted. A systematic search was conducted in databases and clinical trial registration platforms including China National Knowledge
Infrastructure (CNKI), Wanfang, VIP, China Biomedical Literature Service System (SinoMed), Chinese Clinical Trial Registry,
PubMed, Cochrane Library, Embase, Web of Science, and Clinical Trials from the establishment of the databases to March 2026.
Results A total of 11 639 documents were initially retrieved, and 33 were finally included, among which 28 were in Chinese and 5
were in English. Among them, 22 were focused on the clinical treatment of HSPN, and 11 were on the prevention of HSPN. All 33
studies adopted the principle of random control, five were double-blind designs, five mentioned sample size estimation, five were
superiority tests, and 28 were difference tests. 28 had clear Western medical diagnostic criteria, and 21 had clear TCM syndrome
differentiation criteria. All 33 studies had clear inclusion and exclusion criteria. The intervention measures mainly included 16 studies
of TCM combined with western medicine, six studies of TCM, and 11 studies of Western medicine. Regarding the trial process, none
of the 33 studies set an induction period, and 20 studies had a follow-up period. The treatment courses were 4 to 24 weeks and 5 d to
12 weeks. For the evaluation of effectiveness, the main efficacy indicators were defined around the therapeutic effects of hematuria,
proteinuria, and renal injury, and the incidence of renal injury. A total of 21 studies focused on the comprehensive therapeutic effect of
the disease, 1 on the therapeutic effect of TCM syndromes, and 11 on the incidence of HSPN. A total of 27 studies used the incidence
of adverse events/adverse reactions as the safety evaluation index. A total of 25 studies clearly required the signing of informed consent
forms, and 13 studies clearly obtained ethical approval. Conclusion Although the included literature has certain methodological flaws,
the information is relatively complete. The results cover the basic technical elements of the design and evaluation of clinical trials on
the prevention and treatment of HSPN in children with traditional Chinese medicine, which has certain reference value and significance
for the design of clinical trials and provides evidence support for the formulation of guidelines.
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