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Basic principles and examples on which FDA to determine whether firms’
medical product communications are consistent with FDA-required labeling

XTIAO Hui-lai

Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued Medical Product Communications That Are Consistent With FDA-Required Labeling — Questions and

Answers Guidance for Industry in January 2017, which introduced basic principles on which FDA to determine whether

firms’medical product communications about the use of the product are consistent with the FDA-required labeling (i.e. whether in the

allowable range of labeling) and listed examples. This paper introduces the guidance, and is expected to be beneficial to the

standardization and supervision of the medical product communications in China.
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