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Abstract: Guideline on Design And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases: Allergic
Rhinitis (Guideline) is one of the standardization projects of the China Association of Traditional Chinese Medicine — Guideline on
the Design And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases. The purpose is to discuss the
clinical positioning, experimental design and implementation of the characteristics of allergic rhinitis, children and traditional
Chinese medicine under the mode of combining disease and syndrome with clinical value, so as to provide suggestions and methods
for the design and evaluation of clinical trial of allergic rhinitis with traditional Chinese medicine. In the process of developing,
working group on the guidelines, drafter group and a finalizer group were established, and the methods of literature research and
consensus meeting were adopted to form the final draft of the guidelines. The main contents of the Guideline include clinical
positioning, overall design of the trial, diagnostic and syndrome differentiation criteria, selection and withdrawal of subjects,
intervention, effectiveness evaluation, safety observation, trial process, quality control of the trial. The formulation of the Guideline
provides references for the sponsor or contract research organizations and researchers to design clinical trials on the treatment of
childhood allergic rhinitis with traditional Chinese medicine.
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