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Berlin Heart® EXCOR® 
Update 

• December	16,	2011		
– HDE Approval 

• Pediatric use and allowed to make profit	
• Mandated annual safety review at	the PAC 

• June	6,	2017	
– PMA	Approval 

• June	29,	2017	
– HDE	withdrawn	

• No longer required to have annual safety review at	the PAC 
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