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National Library of Medicine

National Center for Biotechnology Infarmation

ClinicalTrials.gov

Outcome Measures

1. Time to Gastrointestinal Recovery (GIR)

Type: Primary | Time Frame: From the day after surgery until hospital discharge or < 10 days (whichever is earlier)

Description

Expand all / Collapse all

Time to achieve recovery of Gl motility as measured by a composite endpoint representing upper AND lower Gl

recovery

Time Frame

From the day after surgery until hospital discharge or = 10 days (whichever is earlier)

Analysis Population
Description

Analysis population includes subjects in the Full Analysis Set in each treatment group who receive at least 1 dose of

study medication, who underwent an elective bowel resection surgery as specified in the protocol, and who provided
at least 1 post-surgery assessment of the primary endpoint (TGIR) during the treatment period.

Arm/Group Title

TU-100 15 g/Day

TU-100 7.5 g/Day

Placebo

Arm/Group
Description

Subjects will receive a total daily
dose of TU-100 5 g TID until hospital
discharge or < 10 days (whichever is
earlier).

TU-100: Treatment with
investigational product

Subjects will receive a total daily
dose of TU-100 2.5 g TID until
hospital discharge or < 10 days
(whichever is earlier).

TU-100: Treatment with
investigational product

Subjects will receive placebo TID
until hospital discharge or < 10 days
(whichever is earlier).

Placebo: Treatment with placebo
product

Overall Number of 132 128 130
Participants Analyzed
Median (90% 32.6 30.8 334

Confidence Interval) |
Unit of Measure: hours

(29.7t0 41.2)

(28.1 10 35.3)

(29.1t0 40.9)

https://clinicaltrials.gov/study/NCT04742907?a=14&tab=results
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a Responder status is analyzed using logistic regression with GIR response as the dependent variable;

treatment and surgical approach (open, laparoscopic) as covariates; ° p value is assessing the null
hypothesis that the odds ratio is equal to 1.
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