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Literature study on technical elements of design and evaluation of clinical
randomized controlled trials for children with accumulated stagnation
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Abstract: Objective To study the design elements of clinical randomized controlled trials of children with stagnation, and to provide
a literature research basis for the development of technical guidelines for clinical trial design and evaluation of children with
stagnation. Methods Computer system search CNKI, VIP, Wanfang Data, CMB, Embase, Pubmed, Web of Science, Cochrane
Library database on the Chinese and English literature on pediatric stagnant randomized controlled trials, the search period is
December 2021. The literature that meets the inclusion criteria was extracted and analyzed, and the main technical elements of the
design and evaluation of pediatric accumulation clinical trials were extracted. Results A total of 1 983 articles were retrieved, and 21
articles were finally included according to the inclusion criteria. Target positioning: 18 items are targeted to eliminate or improve all

clinical symptoms, and three items are selected to eliminate or improve main clinical symptoms. The overall design of the trial was
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21 items at random and seven items were designed by blind method, three sample size estimates, 20 positive drug controls and one
placebo control, four multicenter studies. There are 20 differences test designs and one non inferiority test design. All 21 studies
have a clear diagnosis of traditional Chinese medicine and 16 have a clear source of diagnostic criteria of western medicine. For the
selection and withdrawal of subjects, inclusion and exclusion criteria were set for all studies. Intervention measures: 17 items were
treated internally with Chinese medicine, one item was applied with Chinese medicine, one item was applied with Chinese medicine
combined with bifidobacterium granules, one item was treated with Chinese patent medicine combined with massage manipulation,
and one item was treated with massage manipulation alone. In the trial process, 21 studies had no introduction period, and four
follow-up studies were designed. The course of treatment is four to 28 days, mainly seven or 14 days. Effectiveness evaluation: 18
items take the clinical efficiency of disease as the main evaluation index, and three items take the main symptoms, or their total
scores, or the defined "improvement", "control" or "disappearance" ratio as the main evaluation index. Safety evaluation: 18 items
described adverse events/reactions in detail, seven items described routine laboratory tests, and five items described vital signs. In all
the studies, there are two ethical approval documents. Conclusion The literature information included in this study is relatively
complete, which basically covers the main technical elements of the design and evaluation of the clinical trial for children with
stagnation, and analyzes and summarizes the key links and common problems in the design of the trial for treating children with
stagnation with Chinese patent medicine. It has high reference value, and provides a documentary basis for the formulation of
Guideline on design and evaluation of clinical trials for Chinese medicine in common pediatric diseases: Food accumulation and
stagnation in children.
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