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Updates on Safety Information of Fentanyl paches - (Duragesic®)

As of'the regulatory role of the Saudi Food and Drug Authority (SFDA) on drug
post-marketing surveillance, the SFDA would like to share an important safety
information with healthcare professionals (HCPs) and public about received an alerts of
fatal cases resulting from accidental exposure of pediatrics to fentanyl patches.

Young

children are at particular risk of accidental exposure to fentanyl patches.

Their mobility and curiosity provide opportunities for them to find lost patches, take
improperly discarded patches from the trash, or find improperly stored patches, all of

which may result in patches being placed in their mouths or sticking to their skin.

Exposure of young children to a fentanyl patch can lead to serious adverse events even
death, due to the amount of fentanyl present in the patches. This can even occur with used
patches which still contain a considerable amount of fentanyl.

SFDA Recommends Health care professionals to educate their patients and caregivers

about the appropriate ways for disposal of Fentanyl patches after use and encouraging
patients to follow the below instructions on the appropriate ways to keep this product:

Store in original unopened pouch at room temperature.

Keep a fentanyl transdermal system in its protective pouch until you are
ready to use it.

Keep fentanyl transdermal system in a safe place out of the reach of
children.

Dispose of fentanyl transdermal systems you no longer need.Open the
unused packages, fold the sticky sides of the patches together, and flush
them down the toilet.

Report Adverse Drug Events (ADEs) to SFDA:

The SFDA urges healthcare professionals and patients to report ADEs resulted
from using such a medication and other medications either online, by regular mail or by
fax, using the following contact information:

National Pharmacovigilance and Drug Safety Center {NPC)
Saudi Food and Drug Authority-Drug sector
3292 Northern Ring Road

Al Nafal District

Riyadh 13312 - 6288
Kingdom of Saudi Arabia

Toll free number:

8002490000

Tel: 012038222 ext. 2317, 2353, 2356, 2340, 5769

Fax: 012057662

Email: NPC . Drugda sfda.vov.sa
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FENTANYL TRANSDERMAL SYSTEM PATCH, EXTENDED RELEASE [REBEL D... Page 1 of2
Thavo fromt dpibfmntyf
How should | store fentanyl transdemal €vstem?

= Store in original unopened pouch at room temperature.
- Keep a fentanyl transdermal system in its protective pouch until you are ready to use it.
+ Keep fentanyl transdermal system in a safe place out of the reach of children and pets.

+ Dispaose of fentanyl transdermal systems you no longer need. Open the unused packages, fold the sticky
sides of the patches together, and flush them down the toilet
N ———ET

http://dailymed.nlm.nih.gov/dailymed/lookup.cﬁn?setid:67cb9ea4-5adb—4a3a-9568-266b6f... 6/2/2012
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FDA Reminds the Public about the Potential for Life-Threatening Harm from Accidental
Exposure to Fentanyl Transdermal Systems (“Patches”)

[4-18-2012] FDA reminds patients, caregivers, and healthcare professicnals of the importance of appropriate
storage, use, application, and disposal of fentanyl patches (including Duragesic and generic products) to
prevent potential life-threatening harm from accidental exposure to the active ingredient, fentanyl.

Recently, FDA evaluated a series of 26 cases of pediatric accidental exposures to fentanyl patches reported
over the past 15 years. Of these 26 cases, ten resulted in death and 12 in hospitalization. Sixteen of the 26
cases occurred in children two years old or younger,

Young children are at particular risk of accidental exposure to fentanyl patches. Their mobitity and curiosity
provide opportunities for them to find lost patches, take improperly discarded patches from the trash, or find
improperty stored patches, all of which may result in patches being placed in their mouths or sticking to thejr
skin.

Additionally, young children are at risk of exposure when being held by someane wearing a partially detached
patch which can then transfer to the child. Exposure of young children to a fentanyl patch can lead to serious
adverse events even death, due to the amount of fentanylt present in the patches. This can even occur with
used patches which still contain a considerable amount of fentanyl.

The FDA previously alerted the public to the appropriate use and disposal of fentanyl patches in 2005 and
2006, following the receipt of reports of death and life-threatening adverse events related to fentanyl
overdose. The adverse events occurred when the fentanyl patch was used to treat pain in patients who were
not tolerant to opioids and when opioid-talerant patients applied more patches than prescribed, changed the
patch too frequently or exposed the patch to a heat source. In these advisories, FDA reminded patients,
caregivers, and physicians about the appropriate use and disposal of patches.

Additionally, as part of a broader public awareness campaign about the proper disposal of medications in
2011, FDA advised consumers on the proper disposal of fentanyl patches when they are no longer needed.
FDA recommends that the adhesive side of the patch should be folded together and then the patch should be
flushed down the tailet.

Healthcare professionals are urged to educate their patients and caregivers about the appropriate use and
disposal of fentany! patches. Patients are encouraged to review the fentanyl patch product label for the
instructions for use,

Healthcare professionals and patients should report any cases of accidental exposure to the FDA's MedWatch
Safety Information and Adverse Event Reporting program.

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

FDA continues to seek ways to minimize the risk of accidental exposure to fentanyl patches by working with
our federal partners, manufacturers, and stakeholders to develop novel approaches to encourage appropriate
use and disposal of fentanyl patches.

http://www.fda. gov/Drugs/DrugSafety/ucm300747.htm 6/2/2012



