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INVESTIGATORS  

• Robert Cubeddu, MD- Primary inves�gator  
• Mazen Albaghdadi, MD- Sub-Inves�gator 
• Adam Frank, MD- Sub Inves�gator  
• Michael Vickers, MD – Sub-Inves�gator 

 
Trial Objec�ve • The purpose of the GORE® CARDIOFORM 

Septal Occluder (GSO device) post-approval 
study is to assess the safety and 
effec�veness of GSO device as observed in 
the REDUCE pivotal IDE study, and to 
evaluate the quality of operator educa�on 
and training and transferability of trial 
experience to a post-market se�ng.  

 
Randomiza�on • All pa�ent mee�ng Inclusion/Exclusion Criteria  

Received Study device 
Key Inclusion • Pa�ent is age 18-70 at the �me of informed 

consent signature 
• Embolic stroke within last 455 days 
• Pa�ent has presence of PFO 
• Pa�ent is able to tolerate an�platelet therapy 

Key Exclusion  • Pa�ent has ongoing history of AFIB-Afluter 
• Pa�ents has comorbidi�es including but not 

limited to, cardiac prosthe�cs, severe na�ve 
valve disease, aor�c dissec�on, prior 
intracranial hemorrhage, LVEF of <40% 

• Pa�ent has previously myocardial infrac�on 
 


