
Introduction

> No safety signals were identified over the 144-week period 
(Table)

Introduction

> Obefazimod (Obe) is an oral, once-daily, small molecule that enhances 
the expression of microRNA-124, thereby restoring intestinal immune 
balance through regulation of Th17 cells and macrophage activity

> Obe has shown efficacy in patients with moderately to severely active 
ulcerative colitis (UC) in two Phase 2 induction trials and subsequent 
open-label maintenance (OLM) studies [1-3], as well as in the Phase 3 
ABTECT induction and maintenance trials [4]

Author’s Conclusions
> After 2-4 years of open-label treatment 

with Obe-50, a high proportion of pts 
maintained efficacy across clinical, 
endoscopic, and symptomatic endpoints, 
and biomarkers of inflammation on Obe-25 
for up to three additional years

> Across up to 7 years of treatment, no safety signal 
for infections or malignancies emerged—consistent 
with obefazimod’s MOA of restoring intestinal 
immune balance while preserving key immune 
surveillance functions

Methods

> Patients with UC received Obe 50 mg in the Phase 2 trials for 2 to 4 
years; those who achieved endoscopic improvement (Mayo Endoscopic 
subscore = 0 or 1 and rectal bleeding subscore = 0) were eligible to enroll 
in an OLM study (Fig 1) 

> Patients enrolled can receive Obe 25 mg for up to an additional 78 
months

> This interim analysis (data transfer date: February 13, 2026) reports 
efficacy outcomes through the Week 144 visit (clinical remission, 
endoscopic improvement, endoscopic remission, and symptomatic 
remission), using both a non-responder imputation and as observed 
analysis

> Treatment emergent adverse events (TEAEs), serious TEAEs, and study 
discontinuation rates were examined 

Dosing and Patient Population

> Patients with UC received Obe 50 mg for approximately four 
years in the Phase 2a OLM study and for approximately two 
years in the Phase 2b OLM study 

• Out of 174 pts who completed these studies (10 in 
Phase 2a OLM, 164 in Phase 2b OLM), 138 were 
eligible

> Overall, 130 pts received treatment in the Obe-25 OLM 

• Among this cohort, 16 pts (12%) discontinued prior to 
W48, including 4 who were subsequently found to be 
ineligible after enrollment

• 7 pts (5%) discontinued between W48 and W96; and 3 
pts (2%) discontinued between W96 and W144 

• As of the data transfer date, 113 pts (87%) completed 
the W48 visit, 107 (82%) the W96 visit and 104 (80%) 
the W144 visit 

Clinical Remission

> Following treatment with Obe-25, rates of clinical 
remission were 73% at W48, 69% at W96 and 68% at 
W144, while symptomatic remission rates ranged from 
72% to 79% (NRI analysis)

> In the as-observed analysis among Week 144 completers, 
clinical remission rates were 84-85% through W144, 
while symptomatic remission rates ranged from 89% to 
91%. Consistent trends were observed across other efficacy 
endpoints (Fig 2)

Disease Activity

> Median fecal calprotectin (FCP) ranged from 48 to 98 
µg/g over the 144-week study period 

> Among pts with available FCP data at W144, 81% (72/89) 
had FCP levels <250 µg/g and 69% (61/89) had levels <150 
µg/g (Fig 3) 
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All Patients  (N=130)
n (%) IR/100 Pt Yrs

Any TEAE 96 (73.8) 87.9

Serious TEAE 8 (6.2) 3.9

Death 0 0

TEAE leading to discontinuation 9 (6.9) 4.3

Treatment Emergent Adverse Events (≥3% of patients)

Ulcerative Colitis 15 (11.5) 7.3

Nasopharyngitis 11 (8.5) 5.4

Upper respiratory tract infection 10 (7.7) 4.9

COVID-19 11 (8.5) 5.4

Hypertension 7 (5.4) 3.4

Diarrhea 5 (3.8) 2.4

Arthralgia 5 (3.8) 2.4

Gastroenteritis 4 (3.1) 1.9

Opportunistic Infections 0 0

Non-melanoma skin cancer 1 (0.8) 0.5
IR: incidence rate, TEAE: treatment emergent adverse event 
This table does not include laboratory findings

Figure 2. Clinical, Symptomatic, and Endoscopic Endpoints 
Following Treatment With 25 mg

Figure 3. Patients With FCP <250 µg/g and <150 µg/g 
Following Treatment With 25 mg

Safety

Clinical Remission Symptomatic Remission

Endoscopic Improvement Endoscopic Remission

Patients with FCP <250 μg/g Patients with FCP <150 μg/g
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