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Edwards Lifesciences 
URGENT: FIELD SAFETY NOTICE 

ACTION REQUIRED  
FCA # 196 

 
Products: EVOQUE Tricuspid Delivery System 

Model Number(s): 9850TDS 
Lot Numbers: Not Applicable 

Basic-UDI Code: 0690103D004EVD000V5 
 

<MM DD, YYYY>  
 
<Physician Name> 
<Hospital Name> 
<Address> 
<City/state/country/zip> 
 
 
RE:   Delivery System for Edwards EVOQUE Tricuspid Valve Replacement System 
 
Dear <Physician Name>,  
 
Edwards Lifesciences (SRN: US-MF-000007139) is notifying customers of a voluntary correction involving a 
labeling update for the Edwards EVOQUE Tricuspid Valve Replacement System. This correction does not require 
product return but rather is intended to make a correction to the device labeling to support proper use of the device 
and help ensure optimal performance. 
 

Intended Purpose: 

The EVOQUE tricuspid valve replacement system is intended for the reduction of tricuspid regurgitation (TR) for 
patients who remain symptomatic on medical therapy. 
 

Description of the Problem/Risk to Health: 

As part of the post-market surveillance, as of February 13, 2026, we have observed a complaint rate of 0.53% 
where some physicians have experienced resistance when rotating the capsule knob and/or a difficulty or inability 
to retract the capsule at the distal end of the delivery system. This can result in the inability to correctly position 
and/or deploy the valve. 
 
Edwards has received twenty-eight (28) complaints. Out of the twenty-eight (28) complaints there has been one (1) 
serious injury associated with difficulty retracting the capsule, which led to the valve being malpositioned. All other 
reported complaints resulted in procedural delay with the majority of events leading to device replacement prior to 
successful valve deployment. 
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Edwards Lifesciences 
URGENT: FIELD SAFETY NOTICE 

ACTION REQUIRED  
FCA # 196 

 
Product: EVOQUE Tricuspid Delivery System 

Model Number(s): 9850TDS 
Lot Numbers: Not Applicable 

Basic-UDI Code: 0690103D004EVD000V5 
 
 

CUSTOMER ACKNOWLEDGEMENT 
 

<Physician Name> 
<Hospital Name> 
<Address> 
<City/state/country/zip> 

 
 
This letter is being returned to confirm that we understand the information provided to us dated <DD 
MMM YYYY> related to the revised instructions for use listed in the Field Safety Notice.  
 
 

Hospital / 
Location:   

 
 
 
 

 Hospital Name, City, Country 

Physician:   

 
 
 
 
 

 Print Name 

 

 
 
 
 

 Signature                            Date 
 
 
 
 
Return the completed Customer Acknowledgment Form to your Edwards TMTT Representative or via 
email to xxxx@edwards.com. Electronic signatures may also be used, where available, to facilitate 
physician acknowledgment. 
 

mailto:xxxx@edwards.com

