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On Types and Requirements of FDA Drug Labeling
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Abstract Objective: To provide references for improving the management of drug labeling and package insert
in China and the level of rational drug use of health professionals and the public through reviewing the regulatory
history of FDA drug labeling and package insert and introducing the types and requirements of FDA drug labeling.
Methods: FDA, US federal government's official website and CNKI were searched. The types and requirements
of FDA drug labeling were analyzed using the methods of comparative analysis and statistical analysis. Results
and Conclusion: FDA drug labeling gradually formed a diversified, distinct level and detailed contents of
drug identification group based on two regulatory principles, i.e. professional level of target population and
differences of medication risk. Regulatory system of package insert and drug labeling in China should learn from
the management experiences of FDA prescription drug and OTC drug labeling to further clarify the following
management aspects, such as function positioning of package insert and drug labeling, and the improvement of
management of the prescription drug and OTC package insert and drug labeling.
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