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Abstract: Objective To systematically evaluate the design points of clinical trials of children with functional abdominal pain, and
to provide certain feasibility for comparison with different trail results through standardized trail design. Methods The PubMed,
Cochrane and EMBASE databases were searched. Studies were included if it was a randomized controlled clinical study of children
with functional abdominal pain. The Rome diagnostic criteria were used, the intervention was a drug and the language was English.
Results A total of 561 articles were found and 14 were eventually included. All 14 studies were aimed at improving abdominal pain
and related symptoms, including 12 (85.71%) cases of abdominal pain. All studies were randomized, placebo-controlled, and
superiority trail. 13 items were double-blind, one item was not mentioned, eight items were designed for sample size estimation, and
five items were multi-central trial; Roman I standard was used for four (28.57%) items, Rome III standard in 10 (71.43%) items;
interventions followed by probiotics 9 (64.29%), antidepressants 2 (14.29%), and one item with antiallergic, antispasmodic and
gastrointestinal motility drugs (7.14% each); six studies designed the introduction period, the duration was 1-4 weeks; the course of
treatment was one (7.14%) item at 2 weeks, 10 (71.43%) item at 4 weeks, 2 (14.29%) items at 8 weeks and one (7.14%) item at 12
weeks; 10 studies designed follow-up with duration 4 weeks to 6 months; the main efficacy indicators of 5 (35.71%) items were the
degree of abdominal pain and the treatment success or response based on it, 4 (28.57%) items were the degree and frequency of

abdominal pain, 3 (21.43%) items were the degree, frequency and duration of abdominal pain, and 2 items were based on the
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improvement symptoms of the scale. In abdominal pain evaluation, 9 (64.29%) items were usd facial expression scale method
(WBS or FPS), 5 (35.71%) items by visual analog scale score (VAS) or pain digital score method (NRS-11), and one (7.14%) item

by using VAS and FPS 1. The main safety indicators for all studies were the incidence rate of adverse events. Conclusion The

literature information included in the study is perfect and the quality is high. The results cover the basic elements of clinical research

design of functional abdominal pain in children, and have certain reference value.
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