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Status RECRUITING
Sponsor Nantes University Hospital
Enrollment 100 participants

Key Eligibility Criteria

Inclusion (1)

• High-output stoma or enterocutaneous fistula (\>1500 mL per day or \>1000 mL per day with impact on hydration and 
nutritional status) Double enterostomy or enterocutaneous fistula with an anatomical configuration allowing chyme reinfusion 
(CR) Confirmed patency of the downstream digestive segment through digestive contrast imaging

Exclusion (1)

• Stricture or fistula in the downstream digestive segment Patient refusal to use the device Fine motor or cognitive impairments 
preventing the patient or a caregiver from handling the device

Locations (1 total)

CHU de Nantes, Nantes, Nantes, France

https://clinicaltrials.gov/study/NCT06751628
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