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Abstract: Objective To evaluate the clinical efficacy and safety of Changyanning Granules in the treatment of pediatric acute watery
diarrhea (damp-heat syndrome). Methods A stratified-random, double-blind and double-dummy, positive-drug parallel control, and
multi-centered observational clinical approach were used. A total of 168 patients from 7 centers were randomly divided into control
group and treatmnet group, each group had 84 cases. Patients in the control group were po administered with Montmorillonite Powder
and simulation of Changyanning Granules, while patients in the treatment group were po administered with Changyanning Granules
and simulation of Montmorillonite Powder. The patients in two groups were treated for 5 d. Clinical efficacy, traditional Chinese
medicine syndrome, single syndrome disappearance rate, antidiarrheal time, and security were observed. Results After treatment,
the total effective rate in control and treatment groups were 69.33% and 74.36%, respectively, there was no significant different
between two groups. The total effective rate in control and treatment groups with rotavirus enteritis were 66.67% and 64.29%,
respectively, there was no significant different between two groups. The total effective rate in control and treatment groups with
non-rotavirus enteritis were 70.83% and 80.00%, respectively, there was no significant different between two groups. The clinical
curative rates of both groups in traditional Chinese medicine syndrome effect in two groups were both 100.00%, there was no
significant different between two groups. The median time of antidiarrheal time in two groups were both 4 d, there was no significant
different between two groups. After treatment for 3 d, the disappearance rate of stool characters, anorexia, weak, fever, and thirst in
the treatment group were higher than those in the control group, and there was no significant different between two groups. After
treatment for 5 d, the disappearance rate of stool frequency and characters, anorexia, weak, fever, thirst, and short yellow urine were
higher than those in the control group, and there was no significant different between two groups. And there was no significant
difference in adverse event/reaction rate between two groups. Conclusion Changyanning Granules has good effect pediatric acute
watery diarrhea (damp-heat syndrome),and can improve the diarrhea symptoms, shorten the diarrhea time, and improve the TCM
syndrome, and has the same efficacy as Montmorillonite Powder, with good safety, which has a certain clinical application value.
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