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Introduction of FDA instructions for use — patient labeling-content and format
guidance

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration,Beijing 100022, China

Abstract: The FDA issued the Instructions for Use — Patient Labeling for Human Prescription Drug and Biological Products and
Drug-Device and Biologic-Device Combination Products — Content and Format Guidance for Industry (Draft) in July 2019. The
guidance provided suggestions on the content and format of the Instructions for Use (IFU). It is an international practice to provide

specific Patient Labeling. IFU is just one of these Labelings. At present, there is no such Labelings in our country. This paper

introduces the guidance in detail and calls for the publication of easy-to-understand patient Labelings in China.
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