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Requirements by FDA for patient counseling information section of prescription
drug labeling

XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued “Guidance for Industry Patient Counseling Information Section of Labeling for Human Prescription Drug and
Biological Products — Content and Format (Draft)” in September of 2013. This paper introduces the requirements for the content and format
of patient counseling information section and explains its background, especially the legal basis. In our country the prescription drug labeling
is very professional and does not include patient counseling information section. There is also no patient labeling. This paper introduces the
main contents of the guidance of FDA. It is expected to play an active role in opening the door of our labeling directly toward patients.
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