
• PBO, n 315 313 309 303 303 295 293 290 276
• Obe-25, n 315 312 304 302 301 291 294 289 286
• Obe-50, n 627 615 603 593 590 583 581 578 564
** p≤0.05
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METHODS

• Obe markedly improved BU and NBM in patients with 
moderately to severely active UC across both ABTECT 
8-week induction trials.  

• Among patients reporting BU and NBM at baseline, those 
treated with Obe were more likely to report the absence 
of BU and NBM with remission of these symptoms as 
early as Week 3. 

• These results highlight the impact of Obe on early remission of 
BU and NBM. 

Disclosures. MD has served as consultant and advisory board member for Abbvie, Abivax, Arena Pharmaceuticals, Astra Zeneca, Boehringer Ingelheim International GmbH, Bristol-Meyer Squibb, Eli Lilly and Company, F. Hoffmann-La Roche Ltd, Genentech Inc, Gilead, Janssen Pharmaceuticals, Merck, Pfizer Inc, Prometheus 
Biosciences, Takeda Pharmaceuticals. • RA has served as a speaker, or consultant, or received research grants from AbbVie, Abivax, AstraZeneca, Bristol-Myers Squibb, Celltrion Healthcare, Galapagos, J&J, Lilly, MSD, Pfizer, and Takeda Pharma. • SD has served as consultant or received speaker’s fees from AbbVie, Ferring, 
Hospira, J&J, Merck, MSD, Takeda, Mundipharma, Pfizer Inc, Tigenix, UCB Pharma, Vifor, Biogen, Celgene, Allergan, Celltrion, Sandoz, Boehringer Ingelheim. • CS Consultant/Advisory Board: AbbVie, Boomerang Medical, Bristol Myers Squibb, BÜHLMANN, Janssen, Lilly, Napo Pharmaceuticals, Pfizer, Prometheus Biosciences, 
Prometheus Laboratories, Roivant, Takeda, Trellus Health. • CME speaker: AbbVie, Janssen, Pfizer,Takeda. Grant support: AbbVie, Bristol Myers Squibb, Crohn’s & Colitis Foundation, Janssen, Leona M. and Harry B. Helmsley Charitable Trust, Lilly, Pfizer. • CD Consultant: Abivax, Genentech, Regenxbio, Pharmacoevidence, 
Mcure • BA Consultant: Abbvie, Canon, Celltrion, Ironwood Pharmaceuticals, J&J, Lilly, Pfizer, Prometheus, Roche, Sanofi, Takeda, Boehringer Ingelheim - Research: Lilly • DR has received grant support from Takeda; and has served as a consultant for Abbvie, Abivax SA, Altrubio, Athos Therapeutics, Inc, Bristol-Myers Squibb, 
Celltrion, Connect BioPharma, Eli Lilly & Co., Genentech (Roche) Inc., Iterative Health, Janssen Pharmaceuticals, J&J, Merck & Co., Odyssey Therapeutics, Pfizer, Sanofi, Spyre, Takeda Pharmaceuticals, Vedanta Biosciences, and Ventyx. • AA has received advisory board/consulting fees from AbbVie, Abivax, Alfa Sigma, Astra 
Zeneca, Biogen, Boehringer Ingelheim, Bristol-Myers Squibb,  Celltrion, Eli-Lilly, Enthera, Ferring, Galapagos, Gilead, Giuliani, Janssen, Lionhealth, MSD, Nestlé, Pfizer, Protagonist Therapeutics, Roche, Samsung Bioepis, Sanofi, Sandoz, Takeda, Teva Pharmaceuticals, Tillots Pharma; speaker’s fees from AbbVie, Abivax, AG 
Pharma, Biogen, Bristol-Myers Squibb, Celltrion, Eli-Lilly, Ferring, Galapagos, Gilead, Janssen, Lionhealth, MSD, Novartis, Pfizer, Roche, Samsung Bioepis, Sandoz, Takeda, Teva Pharmaceuticals; and research support from Biogen, MSD, Takeda, and Pfizer. • BS reports potential conflicts of interest with Abbvie, Abivax, Adiso 
Therapeutics, Agomab, Alimentiv, Amgen, AnaptysBio, Arena Pharmaceuticals, Artugen Therapeutics, Astra Zeneca, Biolojic Design, Biora Therapeutics, Boehringer Ingelheim, Bristol Myers Squibb, Celltrion, Equillium, Enthera, Enveda Biosciences, Evommune, Ferring, Fzata, Galapagos, Genentech (Roche), Gilead Sciences, 
GlaxoSmithKline, Gossamer Bio, Imhotex, Index Pharmaceuticals, Innovation Pharmaceuticals, Kaleido, Kallyope, Lilly, Merck & Co., Microba, Microbiotica, Mitsubishi Tanabe, Mobius Care, Morphic Therapeutics, MRM Health, Nexus Therapeutics, Nimbus Discovery, Odyssey Therapeutics, OSE Immunotherapeutics, Janssen, 
Palisade Bio, Pfizer, Protagonist Therapeutics, Q32 Bio, Rasayana Therapeutics, Recludix Therapeutics, Reistone Biopharma, Sanofi, Sorriso Therapeutics, Spyre Therapeutics, Takeda, Target RWE, Teva, TLL Pharmaceutical, Tr1X, Trex Bio, Union Therapeutics, Ventyx Biosciences.

CONCLUSIONS
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• Obefazimod (Obe) is an oral, once-daily (QD), small molecule that 
enhances expression of microRNA-124, an endogenous regulator 
of inflammation, which restores 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).1-3

• Patients with UC experience frequent bowel movements 
accompanied by bowel urgency (BU) and nocturnal bowel 
movements (NBM), which negatively impact quality-of-life.4,5

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

Study design
• In the 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). 

Figure 1. Design of ABTECT Induction Trials

• Patients reported BU and NBM using a single-item question 
[yes/no] in a daily electronic diary. 

• BU and NBM scores were based on the total number of days a 
subject reported BU or NBM over the 7 days leading up to the 
timepoint (scores range 0-7). 

• Remission was defined as no BU or NBM over the closest 3 
consecutive days or 4 non-consecutive days in the 7 days closest 
to the timepoint.6

• A greater proportion of patients treated with Obe reported no 
NBM at Week 8 (Figure 5A)

• Patients treated with Obe were more likely to report the 
remission of NBM as early as Week 3 in both dose arms (Figure 
5B) 

Figure 5. Proportion of Patients Reporting No Nocturnal Bowel 
                Movements Among those with Nocturnal Bowel Movements 
                  at Baseline

Statistical Analysis

• Mean changes in BU and NBM from Baseline to Week 8 were 
reported descriptively by week.

• Patients that received at least one dose of study treatment and 
had baseline BU >0 and NBM >0 were included in the analysis  of 
proportions. 

• At Week 8, proportions were based on the closest 3 consecutive 
or 4 nonconsecutive days in the 7 days prior to the visit or the 
total number of days with symptoms in the 7 days before 
the timepoint. 

• All p-values are nominal.

• A greater proportion of patients treated with Obe reported no BU 
at Week 8 (Figure 3A)

• Patients treated with Obe were more likely to report the 
remission of BU, as early as Week 3 in both dose arms (Figure 3B)

Figure 3. Proportion of Patients Reporting No Bowel Urgency 
                 during Induction Trial

B. Change From Baseline in Number of 
    Days of Bowel Urgency Week

A. Change in Bowel Urgency at Week 8

A. Proportion of Patients Reporting 
    No Bowel Urgency at Week 8

B. Proportion of Patients Reporting 
    No Bowel Urgency by Week

A. Change in Nocturnal Bowel Movements 
    at Week 8

B. Change From Baseline in Number of
     Nocturnal Bowel Movements by Week

A. Proportion of Patients Reporting No 
    Nocturnal Bowel Movements at Week 8

B. Proportion of Patients Reporting No 
    Nocturnal Bowel Movements by Week

RESULTS

RESULTS

•  PBO, n 315 313 309 303 303 295 293 290 276
•  Obe-25, n 315 312 304 302 301 291 294 289 286
• Obe-50, n 627 615 603 593 590 583 581 578 564
** p≤0.05
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* 3 pts in ABTECT 1 were randomized but not treated

SCREENING INDUCTION TRIALS

■ Moderately to severely 
active UC defined by:
□ MMS 5-9
□ ES ≥ 2
□ RBS ≥ 1

■ Prior failure of 
conventional and/or 
biologic/JAKi/S1P

■ No limit in number of 
prior treatment failures
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• A total of 1272 patients were randomized and treated in ABTECT-
1 (n=636) and ABTECT-2 (n=636): 1128 (88.7%) pts had BU and 
976 (76.7%) pts had NBM data at Baseline. 

• At Week 8, patients treated with Obe had greater improvements 
in BU (Figure 2A).

• This decrease in days with BU for patients treated with Obe was 
maintained and increased through Week 8 (Figure 2B), with 
improvements as early as Week 2.

Figure 2. Change From Baseline in Bowel Urgency (Days per Week)

• At Week 8, patients treated with Obe had greater improvement 
in NBM  (Figure 4A).

• This decrease in the number of nights with NBM was maintained 
and increased through Week 8 (Figure 4B), with improvements as 
early as Week 2. 

Figure 4. Change From Baseline in Nocturnal Bowel Movement 
                (Nights per Week)

• PBO, n 17 34 38 49 54 295 52 65
• Obe-25, n 11 49 70 81 89 291 92 99
• Obe-50, n 24 97 128 156 181 583 208 209
** p<0.05
* Week 2: Obe-25 p=0.07; Obe-50 p=0.03
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• PBO, n 6 16 26 29 37 33 42 43
• Obe-25, n 6 27 304 302 301 291 294 289
• Obe-50, n 14 53 603 593 590 583 581 578
** p<0.05
*Week 2: Obe-25 p=0.11; Obe-50 p=0.05
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