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AL09-08 ADDENDUM March 10, 2009

This Alert amends and supersedes Patient Safety Alert AL09-08 originally issued on January 13, 2009. This
addendum includes an additional recalled lot number and manufacturer not previously identified. All additions and
changes in this Alert from the original have been underlined. No text has been deleted from the original Alert, except for the
original action due date.

Item: Product Recall: Duragesic® 50 mcg/h (Fentanyl Transdermal System) CII (patch)
National Drug code (NDC) 50458-034-05, Lot #0817239 and Sandoz Inc. 50
mcg/hr patches Lot number 0816851

Specific Incident: ALZA Corporation and Sandoz Inc. are recalling their Duragesic® 50 mcg/h Fentanyl
transdermal patches. A small number of these systems may have a cut along one side of
the drug reservoir. The result is the possibility of gel being released from the gel
reservoir into the pouch in which the patch is packaged that will allow patients or
caregivers to be directly exposed to Fentanyl gel. Exposure to Fentanyl gel may lead to
serious adverse events, including respiratory depression and possible overdose, which
may be fatal.

Actions: By close of business March 16, 2009, Pharmacy Chiefs will:
1) Assure that all remaining products with the affected lot numbers

(#08 17239 and #0816851) at the facility are returned to McKesson, the
pharmaceutical prime vendor for VA. The product should NOT be
returned as instructed in the manufacturer/distributor’s product recall
documents.

2) Determine whether the affected lot number (refer to lot numbers
provided above) was dispensed to any patient(s). If so, identify the
patient(s) and contact the patient(s) providing instructions on how to
obtain a new supply of medication and return the medication being
recalled to the pharmacy so that your facility can double check them.

3) Call patients who may have received the affected product. Inform
patients to “Contact your doctor immediately if you think you have
absorbed too much Fentanyl or have become more sleepy than usual.
Persons taking Fentanyl who become unconscious or too sleepy to
wake up or have problems breathing need emergency help. Family
members or caretakers should call 911.”

4) If patients cannot be reached by telephone, follow-up with a letter. A
sample letter can be found at:
http://vaww.national.cmop.va.gov/PBM/Other%20Documents%20and
%20Resources/Recall%20Patient%20Letter%20Template.doc. This
template can be altered according to site-specific needs.

5) Report any adverse reactions experienced with the use of this
medication to the VA ADERS program.
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Additional Information: This product may be distributed by more then one vendor. Some of the names we are
aware of are: Henry Schein, PriCara, Division of Ortho-McNeil-Janssen Pharmaceuticals,
Inc., Sandoz Inc. and McKesson.

Source: Manufacturers

Attachments: 1. Letter from Johnson & Johnson Health Care Systems Inc.
2. Letter from Henry Schein, Inc.
3. PriCara letter includes Sandoz Inc. recall lot number

Contact: Keith Trettin at the VA National Center for Patient Safety (734) 930-5848 and/or
Vincent Calabrese at PBM (708)786-7862


