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Status RECRUITING
Phase Not Applicable
Sponsor CroiValve Limited
Enrollment 15 participants

Key Eligibility Criteria

Inclusion (6)

• Presence of severe or greater tricuspid regurgitation as determined by the Echo Core Lab.

• Patient is symptomatic despite medical therapy.

• The local Site Heart Team determines the Patient is appropriate for transcatheter valve intervention.

• The Patient's anatomy is suitable in the judgment of the Patient Selection Committee.

• Age e18 years

... and 1 more (see full listing online)

Exclusion (31)

• Patient is currently participating in another clinical investigation that could affect the outcome of this trial.

• Any previous tricuspid valve intervention that would interfere with the placement of the investigational device.

• Moderate or greater tricuspid valve stenosis.

• Severe aortic, mitral and/or pulmonic valve stenosis and/or regurgitation

• Pacemaker or implantable cardioverter-defibrillator (ICD) leads that would prevent appropriate placement of the investigational 
device.

... and 26 more (see full listing online)

Locations (16 total)

Dignity Health St. Joseph's Hospital & Medical Center, Phoenix, Arizona, United States
Los Robles Hospital & Medical Center, Thousand Oaks, California, United States
Piedmont Heart Institute, Atlanta, Georgia, United States
... and 13 more locations

https://clinicaltrials.gov/study/NCT05913908
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