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Epicardial Lead Models 5071, 4965, and 4968 Sterile Tray 

 
 
Medtronic has identified a packaging issue for a subset of Epicardial Lead Models 5071, 4965, and 4968.  
We have determined that specific package seals could be compromised.  This is a packaging issue that is 
not related to the lead design.   

Medtronic is not aware of any patient injury due to this packaging issue, and our evaluation indicates the 
risk of patient injury is remote.  However, a compromised package seal could potentially affect product 
sterility.  For products already used, no additional patient follow up is recommended. Patients should be 
managed in accordance with your standard patient management protocol.   

Medtronic’s records show that your facility has received potentially affected product. Medtronic requests 
that you immediately remove the affected leads from inventory per attached customer detail report.  Call 
Medtronic Customer Service at <+603-79469000> for instructions on how to return the affected product to 
Medtronic for credit.  Please contact your Medtronic representative if you would like their assistance in 
returning product or registering implanted leads. 
 
Medtronic is communicating this information to FDA. 
 
We appreciate your cooperation with this matter and apologize for the inconvenience that it may cause. 

 
Sincerely, 
 
 
 
 
Tim Samsel 
 


