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Introduction to FDA's Development of Non-Opioid Analgesics for Acute Pain
Draft Guidance for Industry

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

Abstract: FDA issued the Development of Non-Opioid Analgesics for Acute Pain Draft Guidance for Industry in February 2022,
which aims to help sponsors develop opioid alternatives for the treatment of acute pain lasting for 30 days, promote the development
of such drugs, reduce the use of opioids and combat the misuse, abuse and addiction of opioids. The guidance set forth FDA's
current specific thinking about the following three aspects: the clinical trial program of non-opioid analgesics for acute pain, the
claims of eliminating or reducing the use of opioids in its labeling, and the expedited review programs of such drugs. The focus is on
the first two, especially the clinical trial program. At present, there is no similar guidance in China. This paper introduces the
guidance in detail, and looks forward to being helpful to the clinical research and supervision of this kind of drugs in China.
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