
 
 

CONSUMER LEVEL 
CLASS I RECALL 

  
4/3/17 
  
Dear Member, 
  

This is to inform you that Meridian Medical Technologies, a Pfizer company and Mylan's manufacturing 
partner for EpiPen® Auto-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 in consultation with the U.S. Food and Drug Administration (FDA). 

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 
activate) and have significant health consequences for a patient experiencing a life-threatening allergic 
reaction (anaphylaxis).  Both reports are related to the single lot that was previously recalled.  The incidence 
of the defect is extremely rare and testing and analysis across the potentially impacted lots has not identified 
any units with a defect.  However, the recall is being expanded to include additional lots as a precautionary 
measure out of an abundance of caution.  

PRODUCTS RECALLED BY MYLAN 
 

MUTUAL 
ITEM # 

PRODUCT  NDC# 
 

BATCH #S 
 

219-501 EPIPEN JR AUTO INJECTOR 0.15 MG 2 PK 49502-501-02 
5GN767, 5GN773, 

6GN215 

219-519 EPIPEN AUTO INJECTOR 0.3 MG 2 PK 49502-500-02 

5GM631, 5GM640 
6GM082, 6GM072 
6GM081, 6GM088 
6GM199, 6GM091 
6GM198, 6GM087 

  
 
With this recall, you are asked to: 

• Check your products for the affected batches. 
• Immediately discontinue distribution of the product being recalled. 
• Notify any patients that you may have further distributed this product to. 
• DO NOT RETURN ANY AFFECTED PRODUCTS TO MUTUAL DRUG.   
• Contact STERICYCLE AT 877-650-3494 to arrange for return and credit. 
• Contact Brent Slaughter if you have additional questions.  



 
 

CLASS I RECALL 
ACKNOWLEDGEMENT 

  
4/3/17 
  
Dear Member, 

Meridian Medical Technologies, a Pfizer company and Mylan's manufacturing partner for 
EpiPen® Auto-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 in consultation with the U.S. Food and 
Drug Administration (FDA). 

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 activate) and have significant health consequences for a patient 
experiencing a life-threatening allergic reaction (anaphylaxis).   Both reports are related to the 
single lot that was previously recalled. The incidence of the defect is extremely rare and testing 
and analysis across the potentially impacted lots has not identified any units with a defect. 
However, the recall is being expanded to include additional lots as a precautionary measure out of 
an abundance of caution.  

 
 
Please acknowledge receipt of this Class I Recall and return this letter to NC Mutual 
Wholesale Drug. You may return by fax to (919) 596-1453 or by e-mail to: 
bslaughter@mutualdrug.com 
 
 
 
Store Name____________________________________   Customer #____________________ 
 
 
Printed Name_________________________________________________________________ 
 
 
Signature_____________________________________________________________________ 
 
 
Date________________________________ 

file://adgccomm/data/user/Compliance/bslaughter@mutualdrug.com

