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Two new requirements of FDA for opioid analgesic labeling

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

Abstract: In order to rationally use opioid analgesics, FDA released the “Guidance for Industry Abuse-Deterrent Opioids-Evaluation
and Labeling-Draft” in January, 2013 and issued an open letter to ER/LA opioid application holders in April, 2014, which introduces
the requirements for the descriptions of abuse-deterrent properties in abuse-deterrent opioid labeling in the guidance. The requirements
for the ER/LA opioid analgesics safety labeling change in the letter are introduced in this paper. It is expected that the two new
requirements of FDA on the labeling are helpful to the drug production enterprises drafting and updating the corresponding labeling
and also have the inspiration to the drug regulatory organizations in our country.
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