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EDAP TMS HIFU Technology – key figures

• 20 years of clinical usage

• 50,000 treatments

• 350 sites

• 90 peer-reviewed publications

Focal One® is not available in the US



Ablatherm® HIFU in the US

• 510(k)-cleared in Nov. 2015 for “Prostate Tissue Ablation” 

(Ablatherm Fusion 510(k)-cleared in Oct. 2017)

• High effort in physician education (300 US physicians phase 1-

trained)

• Fixed and Mobile user sites

• Academic University Hospitals and 
Private Surgery centers

• CMS created reimbursement C-code 
available since July 1st 2017

• NCCN Guidelines have included 
HIFU as a salvage option (02/2017)



• Creation of a centralized database

• Based on RedCap Software

• Hosted at University of Miami (Dr Parekh, PI)

• Made available online for other US academic centers

Data Collection initiatives



FoR-UsA Registry Project Update

• Database up and running

• U of Miami leading the project (D. Parekh, MD and B. Nahar, 

MD Principal Investigators)

• Common protocol validated (Cleveland Clinic, Duke, Weill 

Cornell/Houston Methodist, USC)

• Administrative challenges (local IRBs approval and Data 

Sharing Agreement)

• 50+ patients logged into the database (all from Miami)

• 35 patients in mirror RedCap database in Houston

• Other sites are pending administrative go.



1st scientific communication from FoR-UsA Registry 



Thank you


