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Status RECRUITING
Phase Not Applicable
Sponsor Maimonides Medical Center
Enrollment 56 participants

Key Eligibility Criteria

Inclusion (8)

• ankle fracture with syndesmotic disruption as assessed with intra-operative cotton test.

• This includes the following injuries:

• Syndesmotic sprain (without fractures)

• Bimalleolar equivalent ankle fractures

• Bimalleolar ankle fractures

... and 3 more (see full listing online)

Exclusion (1)

• \) previous ankle surgery, 2) active local infection about the ankle, 3) chronic ankle deformity secondary to trauma or congenital, 
4) ligamentous laxity, 5) pathologic fractures, 6) peripheral vascular disease, 7) peripheral neuropathy, 8) diabetes neuropathy and 
charcot, 9) open fractures, 10) poly trauma, 11) inability to provide informed consent, 12) symptomatic ankle osteoarthritis, 12) 
retained hardware, 13) pregnant, 14) metabolic bone disease, 15) history of chronic steroid use, 16) mal-reduced ankle fractures

Locations (1 total)

Maimonides Medical Center, Brooklyn, New York, United States

https://clinicaltrials.gov/study/NCT06085586
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