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FDA requirements for pediatric information in human prescription drug and
biological product labeling
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Abstract: Both Europe and the United States attach great importance to the pediatric information in Labeling. In recent years, some
relevant regulations and guidelines have been issued. This paper introduces in detail the requirements of FDA for pediatric
information in Human Prescription Drug and Biological Product Labeling, and looks forward to arousing the attention of our
country. It is suggested that the drug marketing license holders in China refer to the requirements of FDA, to enrich the pediatric

information in the labeling, and that the regulatory authorities should not ignore this, but strengthen the management,in order to

ensure the safety and effectiveness of pediatric medication.
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