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Guideline on evaluation of new drug of Chinese materia medica for treatment of
recurrent respiratory tract infections in children

Clinical Evaluation Unit, Pediatric Branch of China Association for Traditional Chinese Medicine, Tianjin 300193, China

Abstract: The series of Guideline on Evaluation of Chinese Materia Medica for Treatment of Common Disease in in Children were
issued by Clinical Evaluation Unit, Pediatric Branch of China Association for Traditional Chinese Medicine. It is developed to assist
applicants during the development and re-evaluation of pediatric medicine, in order to provide the safer and better medicines for
children. The guidelines were developed by all 18 clinical trial institutions of traditional Chinese medicine (TCM), utilized the
"consensus meeting method", which was recommended by WHO, and the consensus development program (GPP) principles of
National Institutes of Health (NIH). It involved phases Il and III to post marketing re-evaluation in 11 kinds of pediatric diseases, such
as acute upper respiratory infection, acute bronchitis, bronchial asthma, recurrent respiratory tract infections (RRTI), anorexia,
rotavirus gastroenteritis, attention-deficit/hyperactivity disorder, tic disorders, enuresis, hand-foot-and-mouth disease, and eczema. It
spent three years form the first draft to the last version, after repeated revise, it was eventually released by CACM in October 2013. This
RRTI Guideline intends to address the position in the main topics of clinical development of new Chinese medicinal products in the treatment
of acute bronchitis in children. The elaboration included possible claims, clinical study design, patients’ selection, endpoints, safety
observation, as well as other significant points. It aims at providing the possible guidance for sponsor and investigators of clinical trial.
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Table 2 Quantitative classification based on TCM syndrome
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