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FDA Requirements for drug abuse and dependence section in drug labling

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

Abstract: The FDA issued the Drug Abuse and Dependence Section of Labeling for Human Prescription Drug and Biological
Products — Content and Format Guidance forIndustry (Draft) in July 2019. The guidance described the general principles for
writing drug abuse and dependence section as well as the requirements for the three subsections of controlled substance, abuse and

dependence. At present, there is no similar guidance in our country. This paper introduces the guidance in detail. It is hoped that it

will be helpful to the writing and supervision of this part of the labeling in our country.
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