SPINE SAFETY ALERT:

Including the following products:

e Opana ER (oxymorphone hydrochloride) Extended-Release Tablets ClI

¢ Opana (oxymorphone hydrochloride) ClI

e Oxymorphone hydrochloride Tablets CllI

e PERCOCET (oxycodone hydrochloride and acetaminophen USP) Tablets ClI
e PERCODAN (oxycodone hydrochloride and aspirin, USP) Tablets ClI

e ENDOCET (oxycodone hydrochloride and acetaminophen USP) Tablets ClII
¢ ENDODAN (oxycodone hydrochloride and aspirin, USP) Tablets ClII

e MORPHINE SULFATE Extended-Release Tablets ClII

e ZYDONE (hydrocodone bitartrate/acetaminophen tablets, USP) ClII

SOURCE: FDA MedWatch
AUDIENCE: Pharmacy, Consumers

ISSUE: FDA is advising healthcare professionals and patients of a potential problem with opiate
products manufactured and packaged for Endo Pharmaceuticals by Novartis Consumer Health
at its Lincoln, Nebraska manufacturing site. Due to problems that occurred when these
products were packaged and labeled at the site, tablets from one product type may have
carried over into packaging of another product. This could result in a stray pill of one medicine
ending up in the bottle of another product.

BACKGROUND: Opiates are potent medications used to alleviate pain and are available only by
prescription. Endo Pharmaceuticals reports that they are aware of only three product mix-ups
with respect to these products since 2009; all three were detected by pharmacists. Endo is not
aware of any patient having experienced a confirmed product mix-up, nor any adverse events
attributable to a product mix-up.

RECOMMENDATION: FDA advises patients and healthcare professionals to examine opiate
medicines made by Endo in their possession and ensure that all tablets are the same.

Healthcare professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse

Event Reporting Program:

e Complete and submit the report Online: www.fda.gov/MedWatch/report.htm




¢ Download form or call 1-800-332-1088 to request a reporting form, then complete and
return to the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

Read the MedWatch safety alert, including a link to the FDA Public Health Advisory, at:

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProdu
cts/ucm286280.htm

The North American Spine Society is committed to quality patient care through promotion of
patient safety and prevention of medical errors. NASS monitors a variety of government and
other resources for patient safety-related notices that may be useful to our members.
Information from these notices is also archived on the NASS website at
http://www.spine.org/Pages/PracticePolicy/ClinicalCare/SpineSafetyAlerts/Default.aspx. This
information is provided as a service for information and education only.




