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Status RECRUITING

Phase Not Applicable

Sponsor University Hospitals Cleveland Medical Center
Enrollment 10 participants

Key Eligibility Criteria

Inclusion (7)
» Age above 18 years and under 95 years

« History of diabetes mellitus with stable glycemic control (HbA1C\<10)
« Clinical diagnosis of chronic limb-threatening ischemia
» Stable Rutherford Classification 5 or 6 ischemic ulcer on foot

* Subjects who are determined by an independent multidisciplinary team of surgical and endovascular experts to have no feasible
conventional distal bypass surgical or endovascular therapy for limb salvage.

... and 2 more (see full listing online)

Exclusion (9)

« Frailty or severe comorbidities including significantly reduced cardiac, hepatic, renal and respiratory insufficiency making the
subject not fit for surgery

« Active malignancy or immunodeficiency disorder

* Previous major amputation of the target limb or presence of a wound requiring a free flap
« Life expectancy less than 12 months

« Active infection at the time of the index procedure

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

Locations (1 total)

University Hospitals Cleveland Medical Center, Cleveland, Ohio, United States

https://clinicaltrials.gov/study/NCT07175129
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