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Indication section of labeling for prescription drugs required by FDA

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

Abstract: Code of Federal Regulations set detailed rules for the written content and principle on “Indications and Usage” section of
labeling for prescription drugs. In 2014, FDA issued Guidance for Industry Labeling for Human Prescription Drug and Biological
Products Approved Under the Accelerated Approval Regulatory Pathway (draft), with particular emphasis on that “Indications and
Usage” section of labeling for drugs approved based on a surrogate or clinical endpoint can be measured earlier than irreversible
morbidity or mortality. This section should include a succinct description of the limitations of usefulness of the drug and any
uncertainty about anticipated clinical benefits. This paper introduces the main contents of these two documents and gives examples.
It is expected to help changing the present situation that the description of content on “Indications and Usage” section of labeling is
not strict enough, and the description of the limitations of usefulness and any uncertainty about anticipated clinical benefits is
generally absent in our country. It enlightens us on changing the situation that our regulation on “Indications and Usage” section of
labeling is only a matter of principle, but not specific enough.
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