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Abstract: Objective To systematically evaluate the design elements of clinical trials of children with atopic dermatitis (AD), and to
provide a certain feasibility for the comparison of different trial results through standardized trial design. Methods The PubMed,
Cochrane and EMBASE databases were systematically searched, and English literatures of randomized controlled clinical studies on
children with AD were included. Results A total of 994 articles were collected, and 18 articles were finally included. The purpose of
all studies was to control skin lesion symptoms, reduce/prevent recurrence, relieve patients’ pruritus symptoms or improve quality of
life, etc,randomized, placebo-controlled, 13 Use superiority test for 16 projects, double-blind design for 16 projects and seven of the
diagnostic criteria were mostly Hanifin & Rajka criteria, five of the interventions included local treatment and 13 systemic treatment,6
were designed for the lead-in period,9 were designed for follow-up,among the main evaluation indicators, combined skin 12 items of
lesion range, severity of skin lesions, degree of itching and sleep status, secondary evaluation refers to 5 items of combined skin lesion
severity, degree of itching and sleep status, 6 items of certain laboratory examination indicators, five items of quality of life. In the
damage severity evaluation scale, 12 items on the atopic dermatitis score index (SCORAD) scale, four items on the patient eczema
self-examination scale (POEM) scale, 5 items on the investigator’s overall assessment method (IGA), eczema area and There are 4

Severity Index (EASI) scales, and the main quality of life evaluation standard is the CDLQI scale, accounting for 6 items; in the safety
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evaluation, 13 items have adverse events/adverse reaction observation designs, and 17 studies have passed the review of the ethics

committee. Conclusion The literature information were perfect and high quality, which cover the basic elements of the AD clinical

research design for children and provide ideas and methods for designing and evaluating for clinical trial of pediatric atopic dermatitis.

Key words: atopic dermatitis; child patients; randomized controlled trials; trial design; design elements
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Fig. 1 Analysis of bias risk of included studies
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Fig.2 Summary of bias risk of included studies
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