
Classification Topics: 
 
1. Please discuss the proposed classification for the scar management device for the 

management of hypertrophic and keloid scars.  Also, discuss what descriptive 
information and intended use should be included in the proposed classification 
identification. 

 
2. Please discuss the risk of possible adverse skin reaction due to lack of 

biocompatibility for the scar management device and identify any other risks to 
health for these devices. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


