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Evidence and Drug Package Inserts

Li Miaomiao™, Zhao Hui’, Wu Yue', Dai Zeqi', Xu Simin', Tang Xudong®, Liao Xing'

(1. Center for Evidence Based Chinese Medicine, Institute of Basic Research in Clinical Medicine, China
Academy of Chinese Medical Sciences, Beijing 100700, China ; 2. Institute of Basic Theory for Chinese
Medicine, China Academy of Chinese Medical Sciences, Beijing 100700, China ; 3. China Center for Evidence
Based Traditional Chinese Medicine, Beijing 100700, China ; 4. Institue of Digestive Diseases, Xiyuan Hospital
of China Academy of Chinese Medical Sciences, Beijing 100700, China)

To systematically review the present status of oral Chinese patent medicines (CPMs) for treating

functional dyspepsia (FD), explore the formation rules of CPMs, and reveal the potential problems by referring to the

methods and procedures of Scoping review. Methods

First, we screened all CPMs from the domestic—related drug

catalogs which are generally accepted and own the force of law, then we sorted the CPMs based on the drug instructions

while carrying out Chinese and English database document retrieval to review the clinical studies. Descriptive analysis of

the basic feature and clinical research evidence of CPMs was performed combined with visual charts. Results

This

study included 42 CPMs for treating FD. Among the formulas of CPMs, Tangerine peel, Radices saussureae, Poria cocos,
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Glycyrrhiza, Atractylodes macrocephala, and Six Divine Qu appeared frequently. In addition, 96 studies involving 21
CPMs were included, among which Zhizhu Kuanzhong Capsule, Liuwei Anxiao capsule, and Dalitong granules had more
clinical literature. By analyzing the included 96 clinical studies, we found that the combination of Chinese and Western
medicine was the main intervention, and the effective rate, clinical symptom score, and adverse reactions were the main
outcomes that were concerned. In addition, 8 studies had off-label use of diseases, involving the Wuling capsule to treat
the FD whether the disease was accompanied by depression and anxiety symptoms or not, and Zhizhu Kuanzhong
Capsule to treat the FD with anxiety and depression. Although the Wuling capsule and Zhizhu Kuanzhong capsule were
off-label used in clinical practice, there was no beyond the scope of the guideline. Conclusion The qi-regulating drug,
spleen—strengthening drug and digestant drugs are the usual Chinese medicines used for treating adult FD. In recent
years, research on CPMs for treating adult FD has increased rapidly. But there is insufficient reflection of CPMs
treatment characteristics, ambiguous differences from the primary and secondary outcomes, multiple composite
outcomes, and not explicit information on FD or its symptoms in drug package insert, which needs to be improved in the
future.

Keywords: Oral Chinese patent medicines (CPMs), Functional dyspepsia (FD), Evidence—based decision making,

Scoping review, Clinical research
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