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ABSTRACT Objective To evaluate the efficacy and safety of Bianlei Granule ( BLG ) in treating acute
infectious diarrhea children with dampness-heat diarrhea. Methods A randomized, double-blinded, positive-drug
parallel control, multi-centered design and non-inferiority test was performed in this study. A total of 288 acute infectious
diarrhea children with dampness-heat diarrhea were assigned to the trial group and the control group, 144 cases
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in each group. Patients in the trial group took BLG, while patients in the control group took Xiaoer Xiesuting
Granule ( XXG) . The therapeutic course for all was 5 days. Frequency of stool, rate of stool returning to normal,
time for diarrhea to resolve, WBC in stool and effectiveness of Chinese medicine syndrome were uesd as the
therapeutic indexes. Results Finally 8 cases dropped out, 5 cases in trial group and 3 cases in control group,
287 cases were included in full analysis set. The rate of stool returning to normal was 79.86% in the trial group
and 79.02% in the control group ( x ?=0.0310, P=0.8602) . The non-inferiority threshold was -10% and 95%
confidence interval of difference was (-8.51, 10.19) .The results of non-inferiority test indicated that BL was not
inferior to XXG. The median time of diarrhea resolution was 4.00 (4.00, 5.00 ) days. The effectiveness of CM
syndrome was 97.92% in the trial group and 99.30% in the control group (P=0.6224 ) . Conclusion The effect of

BLG on acute infectious diarrhea in children is equivalent to that of XXG, and it showed a good safety profile.

KEYWORDS acute infectious diarrhea in children; randmized; double-blinded; multi-center; Bianlei

Granule; Chinese herbal medicine; Xiaoer Xiesuting Granule
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