Improvements in patient-reported bowel urgency and
nocturnal bowel movements among patients with moderately to
severely active ulcerative colitis (UC) treated with obefazimod
induction therapy: pooled results from the 8-week ABTECT-1 and
ABTECT-2 Phase 3, double-blind, placebo-controlled induction trials

. 8. 0.8. 8.8 ¢

o ==

&

* -.*

* .-* European

i il Crohn'’s and Colitis

ECCO Organisation

This poster was presented at the annual ECCO Congress.

To access all obefazimod
publication at ECCO26

Marla Dubinsky?, Silvio Danese?, David T Rubin3, Miles P Sparrow?, Tibor Hlavaty>, Fernando Magro®, Stephane Nancey’,
Christopher J Rabbat?, Jennifer T Fined, Kejia Shang, Chantal M Dolan?, Doug Jacobstein®, Fabio Cataldi3, Alessandro Armuzzi*®

IPediatric GI and Nutrition Mount Sinai Kravis Children’s Hospital, New York, USA, 2IRCCS Ospedale San Raffaele, Italy, 3University of Chicago Medicine, Chicago, USA, “The Alfred Hospital, Victoria, Australia, >Clinig
s.r.0., Gastroenterologické centrum Bezrucova, Bratislava, Slovakia, °CINTESIS@RISE, Faculty of Medicine, University of Porto, Porto, Portugal, ‘Lyon Sud Hospital, Hospices Civils de Lyon, France, SAbivax, Paris,

France, °CMD Consulting, Sandy, USA, T9IRCCS Humanitas Research Hospital, Milan, Italy.

Background

m Obefazimod (Obe) is an oral, once-daily (QD), small molecule that
enhances expression of microRNA-124, which restores mucosal
immune balance through regulation of Th17 cells and macrophages.
Obe has shown efficacy in patients (pts) with moderately to severely
active ulcerative colitis (UC).13

m Patients with UC suffer frequent bowel movements accompanied with
bowel urgency and nocturnal bowel movements which negatively
impact quality of life.*>

m Here we report efficacy data from two Phase 3, 8-week, induction trials
on these patient-reported symptomes.

m Inthe Phase 3 ABTECT 1 and ABTECT 2 trials, patients were randomized
2:1:1 to receive Obe 50 mg QD, Obe 25 mg QD, or placebo QD for
8 weeks (Figure 1).

Design of ABTECT induction trials

SCREENING INDUCTION TRIALS
m Moderately to severely _ Obe 50 mg (n=318)
active UC defined by: ABTECT 1 2
0 MM 5-9 ABX464-105 g
0 ES>2 (n=639%) J 5 i
5 RBS > 1 =
m Prior failure of E
cc')nver'ltlonal and/or _ Obe 50 mg (n=318) g
biologic/JAKI/S1P ABTECT 2 % 2
m No limit in number of ABXA64-106 | E
prior treatment failures (n=636) =
o

* 3 ptsin ABTECT 1 were randomized but not treated

m Patients reported bowel urgency and nocturnal bowel movements using
a single-item question [yes/no] in a daily electronic diary.

m Bowel urgency and nocturnal bowel movements scores were based on
the total number of days a subject reported bowel urgency or nocturnal
bowel movements over the 7 days leading up to the timepoint (scores
range 0-7).

m A response was defined as no bowel urgency or nocturnal bowel
movements over the closest 3 consecutive days or 4 non-consecutive
days in the 7 days closest to the timepoint.°

Statistical Analysis

m Mean changes in bowel urgency and nocturnal bowel movements from
Baseline to Week 8 were reported descriptively by week.

m The proportions of patients with no bowel urgency and nocturnal bowel
movements at Week 8 were determined.

m Patients that received at least one dose and had baseline bowel urgency
>0 and nocturnal bowel movements >0 were included in the analysis
of proportions. All p-values are nominal.
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m Patients treated with Obe reported greater improvements in bowel urgency
compared to placebo at Week 8 (Figure 2A).

m Improvement in bowel urgency was seen as early as Week 2 (Figure 2B).

m Change From Baseline in Bowel Urgency (Days per Week)
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A. Change in Bowel Urgency at Week 8 B. Change in Bowel Urgency

m A greater percentage of patients treated with Obe reported no bowel
urgency at Week 8 compared to placebo (Figure 3).
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m Patients treated with Obe reported greater improvements in nocturnal
bowel movements compared to placebo at Week 8 (Figure 4A).

m Improvement in nocturnal bowel movements was seen as early as Week 2
(Figure 4B).
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A. Change in Nocturnal Bowel Movement at Week 8 B. Change in Nocturnal Bowel Movement

m A greater percentage of patients treated with Obe reported no nocturnal
bowel movements compared to placebo at Week 8 (Figure 5).

m Proportion of Patients Reporting No Nocturnal Bowel Movement at
Week 8 Among Those With Nocturnal Bowel Movement at Baseline
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Conclusions

Treatment with obefazimod markedly improved bowel urgency and nocturnal
bowel movements in patients with moderately to severely active UC across both
ABTECT induction trials, with improvements reported as early as 2 weeks.

At Week 8, the proportions of patients treated with obefazimod who reported
no bowel urgency or no nocturnal bowel movements were approximately twice
those of patients treated with placebo.
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