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Requirements by FDA for research on abuse deterrence of opioids

WANG Yu-zhu, XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: Abuse of opioids has become a serious public health problem in the world, and abuse deterrence of opioids could prevent
abuse to varying degrees. To encourage, support, and facilitate the research and development on abuse deterrence of opioids, FDA
announced the “Guidance for Industry: Abuse-Deterrent Opioids — Evaluation and Labeling (draft)” in 2013. This article introduces the
main content of the guidance, including premarketing studies of laboratory manipulation and extraction studies, pharmacokinetic studies
and clinical abuse potential studies as well as post-marketing studies. It is expected to be helpful for the research and review on this field
in China.
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