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ABSTRACT OBIECTIVE: Te analyze the problems of clinical use in pediatric drug in China, and to put forward related
countermeasures and suggestions. METHODS: Using “children” and “pediatrics” as retrieval words, registered drug information
were retrieved from the website of China Food and Drug Administration; the data of pediatric drug use prescription was retrieved
from hospital prescription system of 9 hospitals; all drug information were retrieved from national drug data management system;
off-label drug use investigation and the literatures of pediatric drug use in medical institutions (5 representative third grade general
medical institutions) were retrieved from CNKI and Wanfang database. General information and problems of pediatric drug use in
China were investigated. RESULTS: A total of 170 009 items of registered drug information were retrieved, including 2 784 drug
information items labeled with ” children” or ” pediatrics” , accounting for 1.64% ; 320 000 drug prescriptions from hospital
prescription system of 9 hospitals covered 22 treatment areas involving 1 186 drugs and 51 dosage forms. Only 10% suitable for
children. The retrieval results of database showed that the incidence of children oftf-label drug use in outpatients prescriptions of 5
hospitals was in high level, mainly manifesting as without the information of pediatric drug use, hyper-indication drug use,
hyper-dosage drug use. There were many problems in clinical pediatric drug use in China, such as less variety for children, single
dosage form and specification, widespread off-label drug use, lack of scientific reference for drug use, difficulty in developing
pediatric drug clinical trials, etc. CONCLUSIONS: Although the policies to protect children’ s clinical drug use have been
introduced in China, the problems facing children’s clinical drug use in China are still very serious. While further implementing
relevant policies, it is necessary to establish a linkage management system led by government departments, with the full
participation and mutual cooperation of society, enterprises, medical institutions and patients so as to guaratee the safety of
pediatric drug use in clinic.

KEYWORDS Pediatric drug use; Clinical use; Problems; Countermeasures
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Tab 1 The policy of clinical pediatric drug use in China during 2014-2017
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Tab 3 Off-label drug use in outpatients of some medi-
cal institutions in China
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