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EpiPen Jr Auto-Injector, 0.15 mg [SGN767, 5GN773 April 2017
EpiPen Auto-Injector, 0.3 mg 5GM631 April 2017
EpiPen Auto-Injector, 0.3 mg 5GM640 May 2017
EpiPen Jr Auto-Injector, 0.15 mg |[6GN215 September 2017
EpiPen Auto-Injector, 0.3 mg 6GM082, 6GM072, 6GM081 September 2017
EpiPen Auto-Injector, 0.3 mg ggmggg SONITYS, GENIUN, D190, October 2017

A sl danbia oo yiadll i g Claghaall o ap3ally
https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetvAlertsforHumanMedicalProdu
cts/ucmS50165.htm
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Safety Alerts for Human Medical Products > EpiPen and and EpiPen Jr Auto-Injector: Recall - Failur...

EpiPen and and EpiPen Jr Auto-
Injector: Recall - Failure to Activate
Device

[Posted 03/31/2017]
AUDIENCE: Consumer, Pharmacy

ISSUE: Mylan N.V. announced that Meridian Medical Technologies, a Pfizer company and Mylan’s
manufacturing partner for EpiPen Aute-injector, has expanded a voluntary recall of select lots of
EpiPen (epinephrine injection, USP) and EpiPen Jr (epinephrine injection, USP) Auto-Injectors to
now include additional lots distributed in the U.S. and other markets.

This recall is being conducted as a result of the receipt of two previously disclosed reports outside
of the U.S. of failure to activate the device due to a potential defect in a supplier component. The
potential defect could make the device difficult to activate in an emergency (failure to activate or
increased force needed to aclivate) and have significant health consequences for a patient
experiencing a life-threatening allergic reaction (anaphylaxis). Bath reports are related to the single
lot that was previously recalled.

The recall impacts the 0.3 mg and 0.15 mg strengths of EpiPen Auto-Injector. The recalled product
was manufactured by Meridian Medical Technologies and distributed by Mylan Specialty between

December 2015 and July 2016. None of the recalled lots include the authorized generic for EpiPen
Auto-Injector, which is also manufactured by Meridian Medical Technologies. See the firms press

release (/NewsEvents/Newsroom/PressAnnouncements/ucm550170.htm) for a list of affected

product lot numbers.

BACKGROUND: The expanded voluntary recall is being initiated in the U.S. and also will extend
to additional markets in Europe, Asia, North and South America.

RECOMMENDATION: Patients, customers and distributors are being notified and should refer to
Mylan.com/EpiPenRecall for updates on product return and replacement instructions. We are
asking patients to keep their existing product until their replacement product can be secured.

Patients may receive either EpiPen Auto-Injector or the authorized generic for EpiPen Auto-Injector
at the pharmacy as a replacement based on availability. The authorized generic has the exact
same drug formulation, has the exact same operating instructions and is therapeutically equivalent
to EpiPen Auto Injector, and may be substituted for EpiPen Auto Injector.

It is important that patients continue to carry their current EpiPen Aute-Injector until they receive a
replacement device.
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Healthcare professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:

» Complete and submit the report Online: www.fda.qgov/MedWatch/report
http://www.fda.gov/IMedWatch/report

* Download form (/Safety/MedWatch/HowToReport/DownloadForms/default.htm) 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

[03/31/2017 - News Release (/INewsEvents/Newsroom/PressAnnounce-
ments/ucm550170.htm) - FDA]
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