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Abstract: Objective To evaluate the efficacy and safety of two different doses of Baoerkang Powder in the treatment of acute
watery diarrhea in children with the syndrome of dampness stagnancy due to spleen deficiency. Methods By the methods of
randomized, double-blind, double-dummy, parallel, active-controlled, and multi-center clinical trail, a total of 168 patients were
enrolled and randomly divided into 3 groups within the ratio of 1:1:1, including high dose group, low dose group and positive
control group (Zhixie Ling Granules). The course of treatment was 3 d. The disease efficacy, anti-diarrheal time, traditional Chinese
medicine syndrome efficacy, single symptom efficacy and the safety of the three different regimens were evaluated. Results The
total effective rate of disease efficacy was 87.29% in the high dose group, 76.67% in the low dose group and 66.67% in the positive
control group. There was statistical difference among the three groups (P < 0.05), and the high dose group was superior to the other
two groups. The median anti-diarrheal time was remarkably shortened to 3 d in both the high dose group and the low dose group
which wasn't observed in the positive control group. The total effective rate of traditional Chinese medicine syndrome efficacy in the
high dose group (92.37%) was superior to the positive control group (86.67%), which was 77.50% in the low dose group. The single
symptom efficacy in the high dose group was also superior to the positive control group (P < 0.05), such as thin stool even like
water, increased defecation frequency, etc. During the study, there were 2 (1.67%) adverse event in the low dose group and 3
(2.50%) adverse event in the positive control group. The researchers concluded that all the adverse events were unrelated to the test
drug. Conclusion The efficacy of Baoerkang Powder in high dose in the treatment of acute watery diarrhea in children with the
syndrome of dampness stagnancy due to spleen deficiency was superior to the positive control group (Zhixie Ling Granules) and
Baoerkang Powder in low dose (the dosage of instructions), and good safety.
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