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FDA requirements for pediatric data of prescription drug specifications

HUANG Fang-hua, XIAO Hui-lai

Center for Drug Evaluation, State Food and Drug Administration, Beijing 100038, China

Abstract: US Food and Drug Administration (FDA) issued “Guidance for Industry and Review Staff’ Pediatric Information
Incorporated Into Human Prescription Drug and Biological Products Labeling (Draft)” on February 2013. The draft guidance

provides the recommendations on placement and content of pediatric data in human prescription drug and biological products

specifications, which aims at giving the guidance for the appropriate use of drugs in treating pediatric patients. This article introduces

its main content, including the background of FDA main regulatory foundation on the requirement of pediatric data in human

prescription drugs specifications, pediatric age categories, and categorise of pediatric data for decision making, as well as the details

of requirement on pediatric data in specifications, expecting to provide the useful guidance for writing and supervision of drug

specifications in China.
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