
SPINE SAFETY WARNING:    
 
Information for Healthcare Professionals:   
Fentanyl Transdermal System - Updated Information On Appropriate 
Prescribing, Dose Selection, and Safe Use 

According to MedWatch, FDA issued an update that highlights important 
information on appropriate prescribing, dose selection, and the safe use of the 
fentanyl transdermal system (patch). FDA previously issued a Public Health 
Advisory and Information for Healthcare Professionals in July 2005 regarding the 
appropriate and safe use of the transdermal system. However, the Agency 
continues to receive reports of death and life-threatening adverse events related 
to fentanyl overdose that have occurred when the fentanyl patch was used to 
treat pain in opioid-naive patients and when opioid-tolerant patients have applied 
more patches than prescribed, changed the patch too frequently, and exposed 
the patch to a heat source. The fentanyl patch is only indicated for use in patients 
with persistent, moderate to severe chronic pain who have been taking a regular, 
daily, around-the-clock narcotic pain medicine for longer than a week and are 
considered to be opioid-tolerant.  
 
Patients must avoid exposing the patch to excessive heat as this promotes the 
release of fentanyl from the patch and increases the absorption of fentanyl 
through the skin which can result in fatal overdose. Directions for prescribing and 
using the fentanyl patch must be followed exactly to prevent death or other 
serious side effects from fentanyl overdose.  

Read the complete 2007 MedWatch Safety Summary including a link to the FDA 
Public Health Advisory and Information for Healthcare Professionals Sheet 
regarding this issue at: 
http://www.fda.gov/medwatch/safety/2007/safety07.htm#Fentanyl  

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/Defaul
t.aspx. This information is provided as a service for information and education 
only. 


