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Edwards
 

Proprietary Article Certificate 
 

December 9, 2021 

To Whom it may concern 
 

We hereby Certify that Edwards Lifesciences LLC located at One Edwards Way, Irvine, CA 92614 USA is the sole 

legal manufacturer of the following devices.: 

 
Device Name Intended Use Model 

code
Fore-Sight Elite 
Sensor, Large 

The large Sensor is indicated for monitoring of absolute regional 
hemoglobin oxygen saturation of blood under the sensor in individuals at 
risk for reduced flow or no-flow ischemic states.  
It is intended for use on  

FSESL 

Fore-Sight Elite 
Sensor, Medium 

The medium Sensor is indicated for monitoring of absolute regional 
hemoglobin oxygen saturation of blood under the sensor in individuals at 
risk for reduced flow or no-flow ischemic states.  
It is intended for use on 

FSESM 

Fore-Sight Elite 
Sensor, Small 

The small Sensor is indicated for monitoring of absolute regional 
hemoglobin oxygen saturation of blood under the sensor in individuals at 
risk for reduced flow or no-flow ischemic states.  
It is intended for cerebral use on pediatric subjects < 8 kg and non-
cerebral use on pediatric subjects < 5 kg.

FSESS 

Fore-Sight Elite 
Sensor, Neonatal 

Small 

The small Sensor is indicated for monitoring of absolute regional 
hemoglobin oxygen saturation of blood under the sensor in individuals at 
risk for reduced flow or no-flow ischemic states.  
It is intended for cerebral use on pediatric subjects < 8 kg and non-
cerebral use on pediatric subjects < 5 kg.

FSESNS 

 

The above information is true and accurate to the best of my knowledge.  

Sincerely, 

 

 

    ______________________ 
Min Park            
Sr. Regulatory Affairs Specialist, Critical Care 
Edwards Lifesciences LLC

 

 


