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Efficacy and safety of treatment with Chinese patent medicine on children’s cough
variant asthma Protocol of phase II clinical trials by Xiao’er Kechuan Granule
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Abstract: Objective To evaluate the effectiveness and safety of Chinese patent medicine (CPM) in the treatment of children’s cough
variant asthma (CVA), and to provide an example for the clinical study design of CVA. Methods Using block randomized,
double-blind, double-dummy, dose exploration, parallel, active-controlled, and multi-center clinical research method, 144 cases of
children with CVA were divided into high dose group, low dose group, placebo group, and positive drug group (1:1:1:1). Children are
treated with Xiao’er Kechuan Granule, Montelukast, and their placebos for 4 weeks. The average score of cough severity (day and
night) was used as the main evaluation index. Assessment of disease control, limited activity, nocturnal symptom, situation of rescue
medication/emergency requirement, PEF mutation rate per day, and efficacy of TCM syndrome were detected as secondary indexes.
Incidence of adverse events/reaction was used as the main security evaluation index. Results The phase II clinical trials of Xiao’er
Kechuan Granule are designed, the effectivity and safety of CPM in the treatment of CVA are explored, and the method has
maneuverability under the existing conditions.
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