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» AB rated to DURAGESIC® (fentanyl transdermal system) Cli
» Utilizes matrix technology

* Available in 4 dosages — color coded for identification

« Adhesive covers entire back surface of patch

* Convenient size
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INDICATION
Fentanyl transdermal system is indicated for management of persistent, moderate to severe chronic pain that:
* requires continuous, around-the-clock opioid administration for an extended period of time, and
» cannot be managed by other means such as non-steroidal analgesics, opioid combination products, or immediate-relei

FOR USE IN OPIOID-TOLERANT PATIENTS ONLY

Fentanyl transdermal system contains a high concentration of a potent Schedule Il opioid agonist, fentanyl. Schedule Il g
highest potential for abuse and associated risk of fatal overdose due to respiratory depression. Fentanyl can be abused a
particular target for abuse and diversion.
Fentanyl transdermal system is indicated for management of persistent, moderate to severe chronic pain that:

* requires continuous, around-the-clock opioid administration for an extended period of time, and

= cannot be managed by other means such as non-steroidal analgesics, opioid combination products, or immediate-rel
Fentanyl transdermal system should ONLY be used in patients who are already receiving opioid therapy, who have demo
Patients who are considered opioid-tolerant are those who have been taking, for a week or longer, at least 60 mg of mot
dose of another opioid.
Because serious or life-threatening hypoventilation could occur, fentanyl transdermal system is contraindicated:

= in patients who are not opioid-tolerant

* in the management of acute pain or in patients who require opioid analgesia for a short period of time

= in the management of post-operative pain, including use after out-patient or day surgeries

(e.g., tonsillectomies)

* in the management of mild pain

* in the management of intermittent pain (e.g., use on an as needed basis [prn]})
(see CONTRAINDICATIONS for further information).
Since the peak fentanyl concentrations generally occur between 24 and 72 hours of treatment, prescribers should be awa
application period.
The concomitant use of fentanyl transdermal system with all cytochrome P450 3A4 inhibitors (such as ritonavir, ketocona:
erythromycin, fluconazole, fosamprenavir, grapefruit juice, and verapamil) may result in an increase in fentanyl plasma cc
Patients receiving fentanyl transdermal system and any CYP3A4 inhibitor should be carefully monitored for an extended
WARNINGS; PRECAUTIONS and DOSAGE AND ADMINISTRATION for further information).
The safety of fentanyl transdermal system has not been established in children under 2 years of age. Fentanyl transderm:
[see PRECAUTIONS, Pediatric Use).
Fentanyl transdermal system is ONLY for use in patients who are already tolerant to opioid therapy of comparable poten
system dose when converting patients from another opioid medication can result in fatal overdose with the first dose (se
approximately 17 hours, patients who are thought to have had a serious adverse event, including overdose, will require 1
Fentanyl transdermal system can be abused in a manner similar to other opioid agonists, legal or illicit. This risk should b
professional is concerned about increased risk of misuse, abuse or diversion.
Persons at increased risk for opioid abuse include those with a personal or family history of substance abuse (including di
for opioid abuse or addiction prior to being prescribed opioids. All patients receiving opioids should be routinely monitor
modified-release opioid formulations; however, these patients will require intensive monitoring for signs of misuse, abus
Fentanyl transdermal systems are intended for transdermal use (on intact skin) only. Do not use a fentanyl transdermal s
Avoid exposing the fentanyl transdermal system application site and surrounding area to direct external heat sources, su

system, Avoid taking hot baths or sunbathing. There is a potential for temperature-dependent increases in fentanyl relea
fever or increased core body temperature due to strenuous exertion should be monitored for opioid side effects and the

IMPORTANT RISK INFORMATION

Fentanyl transdermal system is also contraindicated in:
* situations of significant respiratory depression, especially in unmonitored settings where there is a lack of resuscitative

» patients who have acute or severe bronchial asthma

= patients who have or are suspected of having paralytic ileus

= patients with known hypersensitivity to fentanyl or any components of this product
Deaths from hypoventilation due to use of fentanyl transdermal system have been reported. Hypoventilation was the mosi
and hypertension.
The most common adverse events (>10%) seen in adults were: nausea, vomiting, constipation, dry mouth, somnolence, con
Nausea and vomiting were most common in pediatric patients.
Pruritus was seen in under 10% of patients and application site reactions were seen in under 3% of adults and under 10% 1
Each patch may be worn continuously for 72 hours. If problems with adhesion occur, the edges of the patch may be taped
patch to a different skin site after removal of previous one.
In young children or persons with cognitive impairment, the patch should be put on the upper back to lower the chances tt

Please see boxed warning and Full Prescribing Information on back.

Mallinckrodt Customer Service: 800-325-8888 Product Monitc



+ opioids

aid substances which include fentanyl, hydromorphone, methadone, morphine, oxycodone, and oxymorphone have the
i is subject to criminal diversion. The high content of fentanyl in the patches (fentanyl transdermal system) may be a

ie opioids
‘rated opioid tolerance, and who require a total daily dose at least equivalent to fentanyl transdermal system 25 mcg/hr.
ine daily, or at least 30 mg of oral oxycodone daily, or at least 8 mg of oral hydromorphone daily or an equianalgesic

: that serious or life-threatening hypoventilation may occur, even in opioid-tolerant patients, during the initial

le, itraconazole, troleandomycin, clarithromycin, nelfinavir, nefazodone, amiodarone, amprenavir, aprepitant, diltiazem,
centrations, which could increase or prolong adverse drug effects and may cause potentially fatal respiratory depression.
ariod of time and dosage adjustments should be made if warranted (see CLINICAL PHARMACOLOGY, Drug Interactions;

system should be administered to children only if they are opioid-tolerant and 2 years of age or older

Use in non-opioid tolerant patients may lead to fatal respiratory depression. Overestimating the fentanyl transdermal
DOSAGE AND ADMINISTRATION, Initial Fentanyl Transdermal System Dose Selection). Due to the mean half-life of
Jnitoring and treatment for at least 24 hours.

-onsidered when administering, prescribing, or dispensing fentanyl transdermal system in situations where the healthcare

3 or alcohol abuse or addiction) or mental illness (e.g., major depression). Patients should be assessed for their clinical risks

1 for signs of misuse, abuse and addiction. Patients at increased risk of opioid abuse may still be appropriately treated with
or addiction.

-em if the pouch seal is broken or the patch is cut, damaged, or changed in any way.
as heating pads or electric blankets, heat or tanning lamps, saunas, hot tubs, and heated water beds, while wearing the
'd from the system resulting in possible overdose and death. Patients wearing fentanyl transdermal systems who develop

itanyl transdermal system dose should be adjusted if necessary.

:quipment

erious adverse reaction observed in pre-marketing clinical studies. Other serious adverse events included hypotension

ision, asthenia, sweating.

pediatric patients.
th first aid tape or, for continued adhesion problems, overlaid with a transparent adhesive film dressing. Apply the next

t it will be removed and placed in the mouth.
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