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Analysis on children’s pharmacokinetic information of labeling for pediatric drug
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[Abstract] Objective This study was designed to investigate the status of children’s pharmacokinetic information of label-
ing for pediatric drug in China, so as to provide reference for standardizing and improving drug instructions. Methods The
content and format of pharmacokinetic sections in guidelines approved by Food and Drug Administration (FDA), European
Medicines Agency (EMA) and National Medical Products Administration (NMPA) were analyzed comparatively. The labeling
conditions of pediatric drugs in 8 hospitals were collected, and pharmacokinetic information were analyzed according to the
disease types, pharmacokinetic data sources, pharmacokinetic parameters. Results A total of 1719 drug labels were collect-
ed, there were 914 varieties marked with adult pharmacokinetic information in the instructions, and the labeling rate was
53.17%; there were 150 varieties labeled with children’s pharmacokinetic information, and the labeling rate was 8. 73%. The
number of data derived from pediatric clinical trials accounted for 70. 67% of the total number of drug labels contained pediat-
(47.30%)

respectively. Conclusion The information on children’s pharmacokinetic is insufficient. It is suggested to establish pharmacoki-

ric pharmacokinetic information. The main pharmacokinetic parameters were t,, (88.00%), t,. (76.00%) and C

max max

netic database and optimization system of pharmacokinetic research methods in children to meet regulatory requirements and
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ensure appropriate consistency in the format and content of pharmacokinetic section.

[Key words] drug labels; pharmacokinetics; pediatric medication
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