Early Improvement After Intravenous Ustekinumab Induction in Patients with Ulcerative Colitis: Results from the UNIFI Induction Trial
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Methods
• A phase 3, randomized, double-blind, placebo-controlled, multicenter
therapy in adult patients with moderate-to-severe ulcerative colitis (UC).
The program consisted of an 8-week intravenous (IV) induction study and
a 44-week subcutaneous (SC) maintenance study.
• 961 patients were randomly assigned 1:1:1 to a single IV infusion of
placebo (PBO) (n=319), UST 130 mg, (n=320) or UST ~6 mg/kg, (n=322)

Results
Improvements in Stool Frequency and Rectal Bleeding After UST IV Induction
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• Patients recorded stool frequency and categorized rectal bleeding daily for
the 7 days before each visit
• Partial Mayo scores were calculated at baseline and post-treatment starting
at Week 2 using the average of the stool frequency and rectal bleeding
scores from the most recent consecutive 3-day period before the visit
and the physician’s global assessment score recorded at the visit
• C-reactive protein (CRP), fecal calprotectin and fecal lactoferrin were
measured at baseline and post-treatment as early as Week 2
• Comparisons of UST vs PBO were post hoc. Nominal p-values are reported.

UNIFI Induction Study Design
Induction Study

Stool Frequency and Rectal Bleeding
• By day 7, UST showed a greater mean change from baseline in daily stool frequency compared with PBO, continuing to Week 2 with UST (130 mg IV and ~6 mg/kg IV).
• Proportion of patients without rectal bleeding were higher with UST, compared with PBO, after 2 weeks.
Changes from Baseline in Partial Mayo
Scores After 2 weeks UST Treatment

Changes from Baseline in C-Reactive
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Changes from Baseline in Fecal Calprotectin
After 2 and 4 weeks UST Treatment

Change from Baseline at Week 2

Partial Mayo Scores
Patients who received UST IV induction
*Patients who responded 8 weeks after UST IV induction were eligible for the maintenance study.
Clinical response: a decrease from induction baseline in the Mayo score by ≥30% and ≥3 points, with either a
decrease from baseline in the rectal bleeding subscore ≥1 or a rectal bleeding subscore=0 or 1. PBO=placebo.
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compared with PBO.

C-Reactive Protein
CRP concentrations occurred 2 weeks
following UST IV induction.

p-values=UST vs PBO
Partial Mayo Score excludes the endoscopy sub-score and ranges from 0 to 9.
Box indicates IQR=interquartile range (25%/75% percentiles). Whiskers indicate Q1-1.5*IQR to Q3+1.5*IQR.
Solid horizontal line indicates median; + indicates mean.

Change from Baseline at Week 4

Fecal Calprotectin
Changes from baseline in fecal calprotectin levels were observed as early as 2 weeks
y Week 4.
• Improvements in patient measures and biologic markers of UC disease
activity were seen as early as week 2 following one IV UST induction
• Symptomatic improvements, measured as reductions in stool frequency,
were seen as early as Day 7 after induction, as was an increase in
proportion of patients who reported no rectal bleeding by week 2.

