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Status RECRUITING

Phase Not Applicable

Sponsor Wake Forest University Health Sciences
Enrollment 10 participants

Key Eligibility Criteria

Inclusion (8)
« years of age
* participants must experience 4 or more Fecal Incontinence (Fl) episodes per 2 week period
* participants must score \>10 on Cleveland Clinic Fecal Incontinence Severity Scoring System (CCIS)
* participants must have had symptoms for at least 12 months
* participants who have failed standard medical and surgical treatments for FI

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

Exclusion (19)

* participants with symptomatic anorectal disease including symptomatic hemorrhoid disease, anal fissure or fistula causing
symptoms such as bleeding, swelling, pain, or drainage

« participants with pre-existing ano-rectal pain of any cause

« participants with incontinence of flatus only

« chronic watery diarrhea which is the primary cause for fecal incontinence

« acute or chronic anorectal infections (including proctitis, recurrent abscesses, fistulae)

... and 14 more (see full listing online)

Locations (1 total)

Wake Forest University Health Sciences, Winston-Salem, North Carolina, United States

https://clinicaltrials.gov/study/NCT05396456
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