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Abstract: Objective To reevaluate the clinical efficacy and safety of Compound Dingxiang Kaiwei Paste in the treatment of
syndrome of deficient cold of spleen and stomach in children with functional abdominal pain. Methods A random, double-blind,
placebo parallel controll and multi-centered observational clinical approach were used. The tir al intended to include 240 paients,
who were randomly divided into treatment group and control group according to 1:1 ratio. The treatment group was given
Compound Dingxiang Kaiwei Paste and the control group with placebo for 2 weeks. Results A total of 239 patients were assigned
to this study, and 230 of which entered full analysis set. Totally 217 patients were fitted in per-protocol set and 238 in safety set. The
frequency of abdominal pain in the second week, the treatment group and the control group were 1.600 and 2.026 (covariance
analysis, P = 0.0070), respectively. Improvement rate of the intensity of abdominal pain in the second week were 80.00% and
67.83% (P =0.0355), respectively. And the effective rate of traditional Chinese medicine (TCM) syndromes were 86.09% and
59.13% (P = 0.001), respectively. In this clinical trial, there were 9 cases (7.63%) of adverse events were reported in the treatment
group and 10 cases (8.33%) in the control group (P > 0.05). Four cases (3.39%) in the treatment group and 3 cases (2.50%) in the
control group were judged by investigators as adverse reaction (P > 0.05). Conclusion Compound Dingxiang Kaiwei Paste can
reduce the frequency and the duration of abdominal pain and improve TCM syndromes functional abdominal pain with deficient
cold of spleen and stomach syndrome in children, and the security is good.

Key words: Compound Dingxiang Kaiwei Paste; children; functional abdominal pain; deficient cold of spleen and stomach
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Table 1 Comparison on basic information between two groups (FAS)
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Table 2 Classification quantifying standard and signs of symptoms of FAP and TCM syndromes
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Table 3 Comparison on frequency of abdominal pain of

baseline and visiting points between two groups (FAS)
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Table 4 Comparison on intensity improvement rate of
abdominal pain two weeks after treatment between two
groups (FAS)
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Table5 Comparison on effective rate of TCM syndromes

two weeks after treatment between two groups(FAS)
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