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Multicenter clinical trial of Xiaoer Fengreqing Mixture in treatment of acute
upper respiratory tract infection (anemopyretic cold) in children
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Abstract: Objective To evaluate the curative effect and safety of Xiaoer Fengreqing Mixture in treating Acute Upper Respiratory
Infection (anemopyretic cold) in Children. Methods A multicenter randomized, double-blind, double-dummy, positive drug parallel
control clinical trial was designed. A total of 240 children in 14 centers were divided into the test group of 120 cases and the positive
control group of 120 cases with randomized-block method. The test group was given Xiaoer Fengreqing Mixture and Xiaoer
Baotaikang Granules simulant; while the control group was given Xiaoer Baotaikang Granules and Xiaoer Fengreqing Mixture
simulant. The course in both groups was 5 days. Patients clinically cured can stop medication after treating for 72 h, which was
processed as the completed case. Using full analysis set (FAS), per-protocol set (PPS) and safety set (SS) analysis, the two groups of
children were evaluated for the disappearance time of the main symptoms (fever, nasal congestion, runny nose, pharyngeal swelling
and pain, cough), complete antipyretic time, immediate antipyretic time, Traditional Chinese Medicine (TCM) syndrome score and
individual symptom score changes, and safety evaluation. Results In FAS, the median disappearance time of the main symptoms
was 67.50 h in the test group, and 69.00 h in the control group. The median time for complete antipyretic time were 46.00 h in both
groups. The median immediate antipyretic time was four hour in both groups. After 5 days of treatment, the effective rate of the test
group was 99.12%, and the effective rate of the control group was 95.69%. There was no statistically significant difference between
the two groups in the above four indicators (P > 0.05). After three days of treatment, the clinical recovery rate of nasal congestion
and pharyngeal swelling and pain in the test group was higher than that in the control group (P < 0.05). There was no significant
difference in the occurrence of adverse events between the two groups of children; there was no side effect during the experiment.
Conclusion Xiaoer Fengreqing Mixture has a good effect in treating acute upper respiratory tract infection, and is better than Xiaoer
Baotaikang Granules in improving nasopharyngeal symptoms, and has good safety.

Key words: acute upper respiratory tract infection in children; Xiaoer Fengreqing Mixture; randomized controlled trial; double-

blind double-dummy; multicenter clinical trial
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