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Status RECRUITING
Phase Not Applicable
Sponsor NYU Langone Health
Enrollment 10 participants

Key Eligibility Criteria

Inclusion (16)

• Signed and dated all required Institutional Review Board (IRB) approved consent forms.

• Male or female recipient between the ages of 18-64 years. Recipients do not need to be of the same sex as the donor.

• Facial composite tissue defect requiring facial transplantation as determined by the treating Plastic and Reconstructive Surgeon. 
Inclusive facial functional subunit tissue loss. Including but not limited to irreparable peri-oral, peri-orbital, and peri-nasal damage.

• Missing part of one or both hands and forearms.

• Must be HIV negative at the time of transplant.

... and 11 more (see full listing online)

Exclusion (20)

• Uncontrolled infection or severe concomitant diseases which would exclude the recipient from transplantation

• Serious co-morbidities

• Positive serology for HIV; Hepatitis B Antigen

• Active malignancy within 5 years with the exclusion of non-melanoma

• Substance abuse disorders not currently under control (as determined by the Michigan Alcohol Screening Test - see Appendix 
N.1: Subjects with a score of 3 or more will be excluded)

... and 15 more (see full listing online)

Locations (1 total)

NYU Langone Health, New York, New York, United States

https://clinicaltrials.gov/study/NCT04057638
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