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FDA's requirements for geriatric information in drug labeling and its
enlightenment
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Abstract: FDA issued Geriatric Information in Human Prescription Drug and Biological Product Labeling Guidance for Industry
in September 2020. This guidance mainly introduces the requirements for the placement and content of geriatric information in
labeling, and gives examples of description. The content is extremely detailed and specific, which is easy to operate. However, there
is no similar guidance in China. This paper introduces the guidance in detail, hoping to be helpful to the drafting of relevant
guidances and the revision of upper regulations in China, as well as the writing of geriatric information in drug labelings.
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