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Guidance writing principle of new version of FDA on clinical pharmacology
section in labeling for prescription drug

XITAO Hui-lai, WANG Yu-zhu
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued the draft guidance for industry Pharmacology Labeling for Human Prescription Drug and Biological
Products— Considerations, Content, and Format in August 2014. The general principles of writing and specific content and expression
methods of action mechanism , pharmacodynamics, and pharmacokinetics are described in detail. This article introduces the main
contents. It is hoped to help improve writing and revision of our corresponding Labeling contents, also update and perfect the
corresponding regulations and create the corresponding guidance in our country.
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