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Requirements of EU and United States for writing indication section of labeling
and its enlightenment

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

Abstract: This paper introduces the regulations and guidelines on the writing of indication section of drug labeling in the EU and the
United States, especially the Wording of therapeutic indication published by EMA recently. The Enlightenment from these
management documents is that the relevant regulations should not be too rough, they should be specific and accurate, and should
include the provisions of content and format, and should be accompanied by guidelines to ensure the implementation of regulations.
To be familiar with the writing requirements of indication section of drug labeling is of general guiding significance for
standardizing the writing of other sections, and also beneficial to the supervision of drug labeling.
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Table 1 Wordings in SmPC in Assessment of benefit/risk

balancein relevant subgroups not studied or with limited data
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