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NobleStitch EL STITCH Trial is a PFO Comparative Trial

NCT04339699

Status RECRUITING

Phase Not Applicable

Sponsor Nobles Medical Technologies Il Inc
Enrollment 640 participants

Key Eligibility Criteria

Inclusion (11)
* Provision of signed and dated informed consent form

» Stated willingness to comply with all study procedures and availability for the duration of the study

» Male or female ages 18 - 60 years old

* A PFO and a Cryptogenic Stroke verified by a neurologist

« Stroke is defined as an acute focal neurological deficit, presumed to be due to focal ischemia, and either:

... and 6 more (see full listing online)

Exclusion (23)
» Female participant who is pregnant, lactating or planning a pregnancy during the course of the study
» Age \<18 or \> 60 years of age
 Previous myocardial infarction or unstable angina within 6 months
« Clinically significant mitral or aortic valve stenosis or severe regurgitation
« Left Ventricular Ejection Fraction \<50 percent

... and 18 more (see full listing online)

Locations (2 total)

TMC HealthCare, Tucson, Arizona, United States
Ospedale S. Eugenio, Rome, Lazio, Italy

https://clinicaltrials.gov/study/NCT04339699
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