Shire

Nonsafety voluntary recall and withdrawal of a limited portion of
Daytrana® (methylphenidate transdermal system) @ patches

Shire has voluntarily recalled one lot and conducted a voluntary market withdrawal of ten

lots of the Attention-Deficit/Hyperactivity Disorder (ADHD) patch Daytrana®. Shire is taking
this action because some Daytrana patches do not meet or in the future may not meet liner
removal specifications, and as a result, patients and caregivers could have difficulty
removing the liners.

This action is not due to safety issues. All Daytrana patches can continue to be used unless
the release liner cannot be removed or the patches are damaged while being opened. The
United States Food and Drug Administration (FDA) has been notified of this voluntary
action.

If you have questions about Daytrana, call Shire’s Daytrana customer service line at 1-800-
828-2088, option 1. Pharmacists should call 1-888-879-8144.

Daytrana lots affected by this action are

VOLUNTARY RECALL
Strength Count NDC# Lot Number(s) Expiry Date
15 mg 30 54092-553-30 40794 11/30/2011
VOLUNTARY MARKET WITHDRAWAL
Strength Count NDC# Lot Number(s) Expiry Date
10 mg 30 54092-552-30 40856 11/30/2011
37908 7/31/2011
37910 7/31/2011
20 mg 30 54092-554-30 37911 7/31/2011
38125 7/31/2011
41465 10/31/2011
41521 10/31/2011
37698 7/31/2011
30 mg 30 54092-555-30 37750 7/31/2011
38128 7/31/2011

Please see Full Prescribing Information, and Medication Guide, including Warning
regarding abuse and dependence.
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http://www.daytrana.com/prescribing-information/
http://www.daytrana.com/medication-guide/

