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Status RECRUITING
Phase Not Applicable
Sponsor FCRE (Foundation for Cardiovascular Research and Education)
Enrollment 204 participants

Key Eligibility Criteria

Inclusion (9)

• Subject is \>18 years old

• Subject is scheduled for primary treatment of the abdominal aortic aneurysm with a non-aneurysmal infrarenal aortic sealing 
zone proximal to the aneurysm that is sufficiently healthy for a proximal neck length that is at least 4mm and not more than15 
mm and has a circumferential minimum sealing zone length of 8 mm

• Subject is not a candidate for safe, effective and durable standard EVAR due to challenging anatomical criteria as confirmed by 
the Core Lab screening

• Subject is able and willing to comply with the protocol and to adhere to the follow-up requirements.

• Subject has provided written informed consent

... and 4 more (see full listing online)

Exclusion (18)

• Subject is participating in a concurrent study which may confound study results

• Subject has a life expectancy \<2 year

• Subject is female of childbearing potential in whom pregnancy cannot be excluded

• Subject with eGFR \<30 mL/min/m2 (KDOQI classification - exclude class IV and above) and or on dialysis

• Subject with a MI or CVA within 3 months prior to index procedure

... and 13 more (see full listing online)

Locations (32 total)

UCSD Medical Center Hillcrest, La Jolla, California, United States
Stanford University, Stanford, California, United States
University of Florida, Gainesville, Florida, United States
... and 29 more locations

https://clinicaltrials.gov/study/NCT04503395
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