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Edwards Lifesciences 

URGENT FIELD SAFETY NOTICE 
Field Corrective Action #188 

Product: EZ Glide Aortic Cannulae 
 

Reference Appendix A for Impacted UDI / Lot Numbers 
 
 

<<MM/DD/YYYY>> 
 
Edwards Lifesciences FCA#188 
 
<Customer #> 
Attention: Risk Management 
<Firm Name> 
<Address> 
<City/state/zip> 

 
 
Dear Valued Customers and Distributors: 
Edwards Lifesciences (SRN: US-MF-000007139) is voluntarily notifying customers of a potential issue 
regarding the EZ Glide Aortic Cannulae.  
 
Intended Use:  
Aortic perfusion cannulae are intended for perfusion of the aorta during short-term (≤6 hours) 
cardiopulmonary bypass procedures.  
Aortic perfusion cannulae may be used in pediatric or adult populations based on the flow rate 
requirements and individual patient anatomy.  
 
Description of the Problem:  

Edwards Lifesciences has received customer complaints associated with EZ Glide Aortic Cannulae 
minor leakage at the connector. The investigation revealed a manufacturing issue causing a potential 
small leak path in the connector during perfusion that may lead to minimal blood leakage consisting of 
drips or oozing blood. None of the complaints have resulted in any serious injury or illness. 

 

Risk to Health:  

There have been no associated injuries or blood transfusions required. All cases were completed 

without complications or injuries as a result of the leak.  

 

Only the lots listed in Appendix A are impacted. The manufacturing issue has been resolved, and newly 

manufactured devices are not impacted by this potential issue. 












