Opioid Safety Announcement

March 22, 2016

The U.S. Food and Drug Administration (FDA) is warning about several safety issues with the entire class of
opioid pain medicines. Opioids are a class of powerful narcotic pain medicines that are used to treat moderate
to severe pain that may not respond well to other pain medicines (see List of Opioids). They can help manage
pain when other treatments and medicines are not able to provide enough pain relief, but they also have serious
risks including misuse and abuse, addiction, overdose, and death.
The FDA is requiring changes to the labels of all opioid drugs to warn about several safety risks risks. These
safety risks are potentially harmful interactions with numerous other medications, problems with the adrenal
glands, and decreased sex hormone levels.
• Serotonin syndrome: Opioids can interact with antidepressants and migraine medicines to cause a serious
central nervous system reaction called serotonin syndrome, in which high levels of the chemical serotonin
build up in the brain and cause toxicity (see List of Serotonergic Medicines).
• Adrenal insufficiency: Taking opioids may lead to a rare, but serious condition in which the adrenal glands do
not produce adequate amounts of the hormone cortisol. Cortisol helps the body respond to stress.
• Decreased sex hormone levels: Long-term use of opioids may be associated with decreased sex hormone
levels and symptoms such as reduced interest in sex, impotence, or infertility.
Healthcare professionals and patients are encouraged to report any adverse events or side effects related to
the use of this product and/or quality problems to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:
Complete and submit the report online: www.fda.gov/MedWatch/report.htm
 Complete and return a form by mail (address on the pre-addressed form) or fax (1-800-FDA-0178).
[Call 1-800-332-1088 to request a reporting form or download a form at
http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm.]
Source: http://www.fda.gov/Drugs/DrugSafety/ucm489676.htm
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