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Duragesic Patch FAQ

Q: What is Duragesic?
A: Duragesic (fentanyl transder mal system) is a skin patch that belongs to a group of medicines called narcotic analgesics
or opioid analgesics. Narcotic analgesics are used to relieve pain. Duragesic’s skin patch for m is used to treat around-the-
clock pain (chronic pain) that is moderate to severe and expected to last for weeks or longer. The Duragesic CII Patch is
manufactured by ALZA Corporation and distributed by Janssen Pharmaceutica Products, L.P. Duragesic was first
approved by the U.S. Food and Drug Administration (FDA) in 1990.

Q: Has there been any recent news about Duragesic?
A: On Febr uary 12, 2008, painkiller patches containing the prescription medication fentanyl were recalled, because a cut
in the patch’s drug reser voir may cause a harmful overdose of the potent painkiller. The affected patches are sold by
Pr iCara under the Duragesic brand name. A gener ic version of the fentanyl patches is marketed by Sandoz Inc. The recall
applies to all 25 microgram/hour fentanyl patches (brand name and generic) with expiration dates on or before December
2009. The recalled patches should be discarded immediately. PriCara is advising patients with recalled 25 mcg/hr Dura-
gesic patches to call 800-547-6446, while patients with recalled 25 mcg/hr Sandoz Inc. should call 800-901-7236.

In July 2005, the FDA issued an alert stating that it is looking into reports of death and other serious side effects from
overdoses of the narcotic fentanyl in patients using Duragesic skin patches for pain control. Directions for using the Dura-
gesic skin patch must be followed exactly to prevent death or other severe side effects that can happen from using too
much (overdosing) fentanyl. These directions are provided in the patient package insert [PDF] from the FDA.

Q: What should I know before using Duragesic?
A: Duragesic should not be the first narcotic pain medicine that is prescribed for your pain. Duragesic is not for patients
who need narcotic pain medicines for only a short time and not for occasional ("as needed") use.

Q: Can children use Duragesic?
A: Children less than two years of age and children two years of age or older not already using other opioid narcotic pain
medicines (opioid tolerant) should not use Duragesic.

Pediatr ic patients two years of age or older are opioid tolerant if they are taking at least 60 milligrams (mg) of oral mor-
phine daily, or at least 30 mg of oral oxycodone daily, or at least 8 mg of oral hydromor phone daily, or an equally strong
dose of another opioid for a week or longer before starting Duragesic.

Q: Who should not use Duragesic?
A: You should not use Duragesic if you are not already using other opioid narcotic medicines; if you need opioid pain
medicines for only a short time; if you need treatment for pain from surgery, medical or dental procedures; if you have pain
that can be taken care of by occasional use of other pain medicines; if you have acute (sudden) or severe asthma; or if
you have a gastrointestinal problem called paralytic ileus.

Q: Are there any serious health risks associated with Duragesic use?
A: There are serious health risks associated with Duragesic use. You should call your healthcare professional immediately
or get emergency medical help if you have trouble breathing, exper ience extreme drowsiness with slowed breathing, expe-
rience shortness of breath, or feel faint, dizzy, confused, or have other unusual symptoms. These can be symptoms
related to Duragesic overdose and can lead to serious problems or death if not treated right away.

Also, stopping the Duragesic skin patch suddenly can make you sick with withdraw al symptoms. Talk to your healthcare
professional about slowly stopping Duragesic. There is a chance you could get addicted to the Duragesic skin patch. The
chance is higher if you are or have been addicted to or abused other medicines, street drugs, or alcohol, or if you have a
histor y of mental problems. Duragesic users may also exper ience a drop in blood pressure. This can make you feel dizzy
if you get up too fast from sitting or lying down.

http://www.fda.gov/cder/drug/infopage/fentanyl/DuragesicPPI.pdf


Q:What are the side effects associated with Duragesic?
A: Common side effects associated with Duragesic use include nausea, vomiting, constipation, dry mouth, sleepiness,
confusion, weakness, and sweating. Although uncommon, trouble sleeping and seizures were reported in children.

Q: What should I tell my healthcare professional before he or she prescribes Duragesic?
A: Before you use Duragesic, tell your healthcare professional about all your medical problems, especially if you have
trouble breathing or lung problems such as asthma, wheezing, or shortness of breath; have a head injury or brain prob-
lems; have a hear t problem called bradycardia (slow hear t beat); have liver or kidney problems; have seizures; have gall-
bladder problems; have low thyroid (hypothyroidism); have low blood pressure; have problems urinating; have major
depression; exper ience hallucinations; have adrenal gland problems such as Addison’s disease; have a past or present
dr inking problem or alcoholism, or a family history of this problem; have a past or present drug abuse or addiction prob-
lem, or a family history of this problem; have skin reactions to the adhesives used in the Duragesic skin patch; are preg-
nant or planning to become pregnant; are breast feeding; use heating sources such as heating pads, electr ic blankets,
heat lamps, saunas, hot tubs, or heated waterbeds.

Q: Are there any interactions between Duragesic and other drugs or foods?
A: The Duragesic skin patch and certain other medicines can interact with each other. Tell your healthcare professional
about all the medicines you take - including prescription and non-prescription medicines, vitamins, and herbal supple-
ments - especially other medicines that make you sleepy (e.g. other pain medicines, sleeping pills, anxiety medicines,
antihistamines, or tranquilizers). Do not start any new prescr iption medicine, non-prescr iption medicine, or herbal supple-
ment while using the Duragesic skin patch until you have talked to your healthcare professional.

Q: What else do I need to know about using Duragesic?
A: Call your healthcare professional right away if you get a fev er higher than 102ºF. Do not use the Duragesic skin patch if
the seal is broken or the patch is cut, damaged or changed in any way. Do not change your dose, wear more than one
Duragesic skin patch at a time, stop using the Duragesic skin patch, or use the skin patch more often than prescribed,
unless your healthcare professional tells you to. Dispose of used and unused Duragesic skin patches properly according
to the manufacturer’s or your healthcare professional’s instr uctions.

Q: What should I do if I think I have been injured as a result of using Duragesic?
A: If you or a loved one have exper ienced any dangerous symptoms or unusual medical conditions while using Duragesic,
you should first contact your doctor or other healthcare professional. You may also wish to meet with an exper ienced attor-
ney to discuss your options and to protect your right to a legal remedy for any injur ies caused by Duragesic use. To find an
exper ienced attor ney, use the "Find a Lawyer" tool on this page, or click here .

http://lawyers.findlaw.com/lawyer/practice/Products%20Liability%20Law
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