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The Competent (Regulatory) Authority of your country has been informed about this 
communication to customers. 

 
Transmission of this Field Safety Notice 

This notice needs to be passed on all those who need to be aware within your organisation or to any 
organisation where the potentially affected devices have been transferred. (As appropriate) 
 
Please transfer this notice to other organisations on which this action has an impact. (As appropriate) 
 
Please maintain awareness on this notice and resulting action for an appropriate period to ensure 
effectiveness of the corrective action. 
 
Please report all device-related incidents to the manufacturer, distributor or local representative, and 
the national Competent Authority if appropriate, as this provides important feedback..* 

 
 
Our company is committed to provide our customers with high-quality, effective medical devices. We 
take this commitment seriously and understand that, on rare occasion, actions such as this may be 
necessary to uphold that commitment. We apologize for any inconvenience this action creates for you or 
for your organization.  
 
Sincerely, 

Scott Bishop, MS 
Vice President, Regulatory Affairs 
Argon Medical Devices, Inc. 
 
Cc: Jorge Garcia, Manager Quality & Compliance 

Please proceed to next page to respond to inventory on hand  






