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David Rubin, MD

 Joseph B Kirsner Professor In Medicine

 Chief, Section of Gastroenterology, Hepatology and Nutrition

 Director, Inflammatory Bowel Disease Center

David T. Rubin, MD, is a renowned gastroenterologist  whose work is focused on 
new clinical trial designs, novel measures and metrics for evaluating inflammation, 
prevention methods for poor outcomes and quality of life in IBD patients. He has 
published over 500 articles on managing IBD, including the 2019 (and upcoming 
2025) American College of Gastroenterology (ACG) guidelines for ulcerative colitis.
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This presentation contains information pertaining to Abivax SA (“Abivax,” the “Company,” “we,” “our” or “us”).

Certain statements included in this presentation that are not historical facts are forward-looking statements for purposes of the safe harbor provisions under the United States Private Securities Litigation Reform Act of 1995. In some 

cases, you can identify forward-looking statements by the words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “future,” “goals,” “intend,” “likely,” “may,” “might,” “ongoing,” “objective,” “plan,” “potential,” “predict,” 

“project,” “seek,” “should,” “strategy,” “will” and “would” or the negative of these terms, or other comparable terminology intended to identify statements about the future. These statements are based on the Company’s current strategy, 

plans, objectives, assumptions, estimates and projections. These forward-looking statements include statements concerning or implying the therapeutic potential of Abivax’s drug candidates, Abivax’s expectations regarding the 

availability of data as well as timing of reporting results from its clinical trials, including its Phase 3 ABTECT maintenance trials, and other statements that are not historical fact. Current results are not necessarily indicative of future 

results, including any clinical progress updates Abivax may provide from time to time. Readers are cautioned not to place undue reliance on these forward-looking statements.

Forward-looking statements are subject to inherent risks, contingencies and uncertainties beyond the Company’s control that could cause the Company’s actual results, performance or achievements to be materially different from the 

expected results, performance or achievements expressed or implied by such forward-looking statements. A description of the main risks, contingencies and uncertainties applicable to the Company can be found in the documents filed 

by the Company with the Autorité des marchés financiers (“AMF”) pursuant to its legal obligations, including the 2024 Universal Registration Document, as amended, available on the AMF website (www.amf-france.org/fr) and the 

Company’s Annual Report on Form 20-F filed with the U.S. Securities and Exchange Commission (the "SEC") on March 24, 2025 under the caption “Risk Factors” as well as other filings the Company makes with the SEC from time to 

time, available on the SEC’s website (www.sec.gov), as well as in the documents that may be published in the future by the Company. These documents are also available on Abivax’s website (www.abivax.com).

If any of these risks materialize or Abivax’s assumptions prove incorrect, actual results could differ materially from the results implied by these forward-looking statements. There may be additional risks that are presently unknown by the 

Company or that it currently believes are not material that could also cause actual results to differ from those contained in the forward-looking statements. In addition, forward-looking statements reflect Abivax’s expectations, plans, or 

forecasts of future events and views as of the date of this presentation and are qualified in their entirety by reference to the cautionary statements herein. Abivax anticipates that subsequent events and developments will cause the 

Company’s assessments to change. These forward-looking statements should not be relied upon as representing Abivax’s assessments as of any date subsequent to the date of this presentation. Accordingly, undue reliance should not 

be placed upon the forward-looking statements. Neither Abivax nor any of its affiliates undertakes any obligation to update these forward-looking statements, except as required by law. Furthermore, forward-looking statements, 

forecasts and estimates are made only as of the date of this presentation. The Company disclaims any obligation to update any forward-looking statements, forecasts or estimates to reflect any subsequent changes that the Company 

becomes aware of, except as required by law.

This presentation also contains estimates and other statistical data made by independent third parties and by us relating to market size and other data about our industry. This data involves a number of assumptions and limitations, and 

you are cautioned not to give undue weight to such data and estimates. In addition, projections, assumptions and estimates of our future performance and the future performance of the markets in which we operate are necessarily 

subject to a high degree of uncertainty and risk. Neither we nor our affiliates, advisors or representatives makes any representation as to the accuracy or completeness of that data or undertake to update such data after the date of this 

presentation.

Ongoing and future clinical development, including our Phase 3 clinical programs, trial design and initiation, is subject to assessment of clinical data of obefazimod by European Medicines Agency ("EMA"), U.S. Food and Drug 

Administration ("FDA") and other regulatory authorities. These authorities could request important modifications to the design of the ongoing and future clinical trials and/or request that additional studies or trials be conducted prior to 

their initiation. The FDA, EMA or other regulatory authorities may take decisions that would result in a delay or a clinical hold of Abivax’s clinical programs (including in particular its Phase 3 clinical trials for obefazimod in moderately to 

severely active ulcerative colitis). 

Certain data in this presentation are based on cross-study comparisons and are not based on any head-to-head clinical trials. Cross-study comparisons are inherently limited and may suggest misleading similarities or differences. 

Actual results may differ from these comparisons.

This presentation contains trademarks, service marks, trade names, and copyrights of Abivax and other companies, which are the property of their respective owners. The use or display of third parties’ trademarks, service marks, trade 

name or products in this presentation is not intended to, and does not, imply a relationship with Abivax or an endorsement or sponsorship by or of Abivax. Solely for convenience, the trademarks, service marks and trade names referred 

to in this presentation may appear with the TM or SM symbols, but such references are not intended to indicate, in any way, that Abivax will not assert, to the fullest extent permitted under applicable law, their rights or the right of the 

applicable licensor to these trademarks, service marks and trade names.

Forward Looking Statements

http://www.abivax.com/
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Landmark Clinical Trial Results for First-in-Class, Oral, miR-124 Enhancer in 
Ulcerative Colitis

 One of the largest Phase 3 UC Trials Conducted: 1,275 patients enrolled in 30 months in 36 countries 

with over 600 participating clinical trial sites

 ABTECT trials included balanced population of participants that were advanced therapy naïve and 

those with an inadequate response to advanced therapy

• ABTECT trials included largest population of participants with inadequate response to prior JAK inhibitor therapy

 Oral, first-in class, miR-124 enhancer demonstrated positive topline efficacy results and was generally 

well tolerated

 50mg obefazimod demonstrated highly significant and clinically meaningful efficacy results with a pooled 

16.4% placebo-adjusted remission rate with no new safety signals observed

Data on File ABX464-105 & ABX464-106

ABTECT Induction Trials Delivered Clinical Results Superior to Phase 2b with a Competitive and Differentiated Profile
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First Patient Enrolled 

October 11, 2022

Induction Studies Maintenance Study

ABTECT Phase 3 Program Design: 2 Induction Trials and 1 Maintenance Trial

ABX464-105, ABX464-106, ABX464-107; Placebo responders from induction are not re-randomized and do not contribute to the primary
endpoint in the maintenance study.*3 patients in ABTECT 1 were randomized but not treated.

Contemporary re-randomization of induction responders
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Placebo (n=158)
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Treatment Assignment

FDA Primary Endpoint:

Clinical Remission

FDA Primary Endpoint: 

Clinical Remission

Relapsers
Non-

Responders

Non-responder Treatment Arm

Induction Data Topline

Readout July 22nd, 2025

Maintenance Data 

Expected Q2 2026

Responders

Screening

 Moderately to severely active 
UC defined by:

 MMS 5-9, ES>2, RB>1

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

 No limit on number of prior 
treatment failures

Long-Term 

Extension Offered 

Up to 4 years 

or Until 

Commercialization

ABTECT 1

ABTECT 2
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Key Primary and Secondary Endpoints

HEMI: Histologic endoscopic mucosal improvements

Endpoints for FDA and EMA differ slightly for primary endpoints and key secondary endpoints

Primary 

Endpoints

Key Secondary 

Endpoints

Clinical Remission: 

Proportion of subjects in clinical 

remission at Week 8

Co-Primary Endpoint: 

Endoscopic improvement and 

symptomatic remission at week 8 

Endoscopic Improvement: Proportion of 

subjects who achieve endoscopic 

improvement at Week 8

Clinical Response: Proportion of subjects 

with clinical response at Week 8

HEMI: Proportion of subjects with HEMI per 

Geboes scoring at Week 8

Clinical Remission: Proportion of subjects 

in clinical remission at Week 8

Clinical Response: Proportion of subjects 

with clinical response at Week 8

HEMI: Proportion of subjects with HEMI per 

Geboes scoring at Week 8

FDA EMA
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*Upadacitnib- Phase 3 U-ACCOMPLISH and U-ACHIEVE Program, Upadacitinib Phase 2 
https://www.gastrojournal.org/article/S0016-5085(20)30241-9/pdf 

Increased Clinical Trial 

Awareness and Education
Minimized Placebo Response

Improved Results from

Phase 2 to Phase 3

 Deployed global team of medical 

science liaisons (MSLs) to engage 

and educate study sites

 Site engagement plans included 

R&D leadership visits with 

investigators and clinical research 

teams

 Accelerated ABTECT Phase 3 

enrollment through expanded global 

GI congress presence

 Wide diversification of trial sites 

with no single region accounting for 

more than ~25%

 Unlike Phase 2b trial, Phase 3 

protocol did not allow concurrent 

treatment with immunomodulators

 Concomitant corticosteroid dose 

limit reduced from 20 mg in Phase 

2b trial to 15 mg in Phase 3 trial

 Many approved US products 

showed better efficacy in Phase 2 

than in Phase 3, due to more 

refractory patients being included in 

Phase 3 than Phase 2

 Rinvoq’s* efficacy between Phase 2 

and Phase 3 remained consistent 

by studying the same percentage of 

refractory patients in Phase 2

 Abivax successfully enrolled a 

Phase 3 patient population with a 

similar bio-naïve vs bio-experienced 

patient population to Phase 2b

Innovative study design elements, execution excellence, and a successful 
Phase 3 outcome
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Table of ABTECT Phase 3 Baseline Characteristics 

Data on File ABX464-105 & ABX464-106. IR-AT = Inadequate responders to advanced therapy 

ABTECT 1 (Study 105) ABTECT 2 (Study 106) Pooled

Study Participants
Randomized and Dosed

636 636 1,272

Baseline Mean MMS (SD) 6.9 (1.05) 6.9 (1.06) 6.9 (1.06)

Baseline MES=3 (%) 59.0% 60.7% 59.8%

MMS 7-9 (%) 417 (65.6%) 408 (64.2%) 825 (64.9%)

Mean Duration of disease 
(Years)

7.8 7.8 7.8

Fecal Calprotectin mg/g 
(Median)

1636 1719 1666

Prior Advanced Therapy 
Failure (%)

45.3% 49.4% 47.3%

% JAK Failures 8.2% 11.3% 9.7%

Corticosteroids 39.9% 39.9%  39.9%
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Obefazimod achieved statistical significance with both doses in ABTECT 1

Data on File ABX464-105
[a] % Difference is for ABX464 minus placebo and is based on estimated common risk difference using the Mantel-
Haenszel weights adjusting for the randomization stratification factors: inadequate response to advanced therapies 
(yes/no), Baseline oral corticosteroids usage (yes/no). P-values are two sided. NRI is used for subjects with missing 
outcome at Week 8 and subjects reporting any IE prior to Week 8.
[b] Clinical remission is defined as SFS = 0 or 1, and RBS = 0 and MES = 0 or 1 (MES of 1 modified to exclude friability).

25mg and 50mg both statistically significant and clinically meaningful 

2.5%

23.8%
21.7%

Pbo
4/158

25mg
38/160

50mg
69/318

∆ 21.4%a

∆ 19.3%a
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Clinical Remission – ABTECT 1 (105)

FDA Primary Endpoint
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∆ 24.9%a

∆ 23.7%a

p<0.0001

p<0.0001

Obefazimod achieved statistical significance on all key secondary endpoints in ABTECT 1

Data on File ABX464-105
[a] % Difference is for ABX464 minus placebo and is based on estimated common risk difference using the Mantel-Haenszel weights adjusting for the randomization stratification factors: inadequate response 
to advanced therapies (yes/no), Baseline oral corticosteroids usage (yes/no). P-values are two sided. NRI is used for subjects with missing outcome at Week 8 and subjects reporting any IE prior to Week 8.
Endoscopic improvement is defined as MES = 0 or 1 (MES of 1 modified to exclude friability).
Clinical response is defined as a reduction from Baseline in MMS >= 2 points and a relative reduction from Baseline in MMS >= 30%, and a reduction from Baseline in RBS >= 1 point and/or RBS = 0 or 1. 
HEMI is defined as MES = 0 or 1 and Geboes Index score <3.1 
Symptomatic remission is defined as RBS=0 and SFS= 0 or 1
*Co-Primary Endpoints for EMA    † Secondary endpoint for FDA testing procedure

EMA co-primary endpoints met for 25mg and 50mg
%
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Endoscopic Improvement*

17.7%

42.5% 41.2%

5.7%

37.5%
33.3%

3.2%

23.8% 23.0%
28.5%

65.6%
61.0%

Pbo
28/158

25mg
68/160

50mg
131/318

Pbo
9/158

25mg
60/160

50mg
106/318

Pbo
5/158

25mg
38/160

50mg
73/318

Pbo
45/158

25mg
105/160

50mg
194/318

Clinical ResponseHEMI

∆ 37.2%a

∆ 32.6%a

p<0.0001

p<0.0001

Symptomatic Remission*†

∆ 20.7%a

∆ 20.0%a

p<0.0001

∆ 32.0%a

∆ 27.8%a

p<0.0001

p<0.0001

p<0.0001

n/N =

FDA Key Secondary Endpoints – ABTECT 1 (105)

EMA – Co-Primary Endpoints

Additional Endpoint
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Clinical Remission – ABTECT 2 (106)

Obefazimod met the FDA primary endpoint with 50mg in ABTECT 2

Data on File ABX464-106
[a] % Difference is for ABX464 minus placebo and is based on estimated common risk difference using the Mantel-Haenszel weights adjusting for the randomization stratification factors: 
inadequate response to advanced therapies (yes/no), Baseline oral corticosteroids usage (yes/no). P-values are two sided. NRI is used for subjects with missing outcome at Week 8 and 
subjects reporting any IE prior to Week 8.

[b] Clinical remission is defined as SFS = 0 or 1, and RBS = 0 and MES = 0 or 1 (MES of 1 modified to exclude friability).

[c] 25mg did not show statistical significance at 8 weeks

Statistically significant and clinically meaningful improvement observed

6.3%

11.3%

19.8%

Pbo
10/159

25mg
18/159

50mg
63/318

∆ 5.1%a

∆ 13.4%a

p=0.1034 c
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FDA Key Secondary Endpoints – ABTECT 2 (106)

50mg achieved statistical significance on all key secondary endpoints in ABTECT 2

Data on File ABX464-106
[a] % Difference is for ABX464 minus placebo and is based on estimated common risk difference using the Mantel-Haenszel weights adjusting for the randomization stratification factors: inadequate response to 
advanced therapies (yes/no), Baseline oral corticosteroids usage (yes/no). P-values are two sided. NRI is used for subjects with missing outcome at Week 8 and subjects reporting any IE prior to Week 8.
Endoscopic improvement is defined as MES = 0 or 1 (MES of 1 modified to exclude friability).
Clinical response is defined as a reduction from Baseline in MMS >= 2 points and a relative reduction from Baseline in MMS >= 30%, and a reduction from Baseline in RBS >= 1 point and/or RBS = 0 or 1. 
HEMI is defined as MES = 0 or 1 and Geboes Index score <3.1 
Symptomatic remission is defined as RBS=0 and SFS= 0 or 1
[b] p values for 25mg are nominal on key FDA secondary endpoints of HEMI and Clinical Response
*Co-Primary Endpoints for EMA    † Secondary endpoint for FDA testing procedure
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Endoscopic Improvement*

22.0%

33.3%
40.3%

10.1%

22.0%

35.5%

7.5%
13.2%

23.9%

33.3%

53.5%

63.2%

Pbo
35/159

25mg
53/159

50mg
128/318

Pbo
16/159

25mg
35/159

50mg
113/318

Pbo
12/159

25mg
21/159

50mg
76/318

Pbo
53/159

25mg
85/159

50mg
201/318

Clinical ResponseHEMI

∆ 20.1%a

∆ 29.6%a

p=0.0002b

p<0.0001

Symptomatic Remission*†

∆ 5.7%a

∆ 16.4%a

p<0.0001

∆ 11.4%a

∆ 18.0%a

p=0.0227

p<0.0001

∆ 12.0%a

∆ 25.4%a

p=0.0029

p<0.0001

p=0.0932b

n/N =

Obefazimod achieved statistical significance on EMA co-primary endpoints for 25mg and 50mg

EMA – Co-Primary Endpoints

Additional Endpoint
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Obefazimod met the FDA primary endpoint with both doses in a pooled analysis

Data on File ABX464-105 & ABX464-106
[a] % Difference is for ABX464 minus placebo and is based on estimated common risk difference using the Mantel-Haenszel weights adjusting for the randomization stratification 
factors: inadequate response to advanced therapies (yes/no), Baseline oral corticosteroids usage (yes/no). P-values are two sided. NRI is used for subjects with missing outcome at 
Week 8 and subjects reporting any IE prior to Week 8.
[b] Clinical remission is defined as SFS = 0 or 1, and RBS = 0 and MES = 0 or 1 (MES of 1 modified to exclude friability).
*25mg showed a 13.7% delta vs placebo in Ph2b (26.2% vs 12.5%); 50mg dose showed a 5% delta vs placebo in Ph2B (17.5% vs 12.5%). However, clinical remission was not the 
primary endpoint in Ph2b and was not powered to show statistical significance. Both 25mg and 50mg met the primary endpoint in Ph2b (Change from Baseline in Modified 
Mayo Score at Week 8)

50mg exceeded previous Phase 2b results; 25mg results were comparable to Phase 2b*

4.4%

17.6%

20.8%

Pbo
14/317

25mg
56/319

50mg
132/636

∆ 13.2%a

∆ 16.4%a

p<0.0001

p<0.0001
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25mg met EMA co-primary endpoint in both trials and other endpoints

25 mg met the EMA co-primary 
endpoints (endoscopic improvement 
and symptomatic remission) in both 

ABTECT 1 and ABTECT 2

Pooled clinical remission induction 
results across ABTECT 1 and 

ABTECT 2 for 25mg were nominally 
statistically significant and were 
consistent across Ph2b and Ph3 
results (13.7% to 13.2% placebo 
adjusted clinical remission rate) 

Patient population randomized to 
25mg in ABTECT 2 comprised one of 

the more difficult to treat study 
arms across both ABTECT 1 & 2 
(based on MES and fCal); these 
patients may need more than 8 

weeks to achieve clinical remission

Key secondary endpoints were met in 
ABTECT 1, with clinical response and 
endoscopic improvement nominally 

significant* in ABTECT 2 

EMA Co-Primary 
Endpoint Achieved

1
Pooled Clinical Remission 

Statistically Significant
25mg Arm of ABTECT 2 Had 
Hardest to Treat Population

3
Key Secondary Endpoints 

Demonstrate Efficacy
42

Data on File ABX464-105 & ABX464-106; *Has p-value <0.05, but test is not performed due to missing primary endpoint in hierarchical testing
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Generally well tolerated with no new safety signals observed

Data on File ABX464-105 & ABX464-106
1. The final safety database lock will not occur until August, but is more than 95% complete; n= number of subjects 
experiencing event; #=number of events; *prostate cancer, stage 1; †Covid-19, pneumonia
¥ Bronchopulmonary aspergillosis; ‡ Appendicitis; δ Anal abscess, pneumonia 

Summary of Adverse Events1

ABTECT 1 (105) ABTECT 2 (106)

TEAE, n (%) #
Placebo 

(N=158)

Obe 25 mg

(N=160)

Obe 50 mg

(N=318)

Placebo 

(N=159)

Obe 25 mg

(N=159)

Obe 50 mg

(N=318)

Any TEAE 84 (53.2) 180 75 (46.9) 165 189 (59.4) 483 77 (48.4) 166 81 (50.9) 167 194 (61.0) 505

TEAE leading to study drug 

discontinuation
6 (3.8) 8 0 17 (5.3) 22 9 (5.7) 11 8 (5.0) 11 15 (4.7) 18

Serious TEAE 3 (1.9) 3 1 (0.6) 1 14 (4.4) 14 7 (4.4) 8 6 (3.8) 6 6 (1.9) 6

Malignancy 0 0 1 (0.3) 1* 0 0 0

Serious/severe (grade ≥3) infections

and opportunistic infections
1 (0.6) 1¥ 1 (0.6) 1‡ 2 (0.6) 2† 0 0 2 (0.6) 2δ
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Headaches were not a barrier to treatment, as evidenced by the low discontinuation rate

Data on File ABX464-105 & ABX464-106. n= number of subjects experiencing event. #=number of events 

Treatment-emergent Headaches – Onset, Discontinuation, Duration

ABTECT 1 (105) ABTECT 2 (106)

Placebo 

(N=158)

Obe 25 mg

(N=160)

Obe 50 mg

(N=318)

Placebo 

(N=159)

Obe 25 mg

(N=159)

Obe 50 mg

(N=318)

Any treatment-emergent (TE) headache, 

n (%) #
9 (5.7) 9 25 (15.6) 37 69 (21.7) 100 10 (6.3) 15 26 (16.4) 35 84 (26.4) 136

Headache leading to study 

discontinuation (per subject), n (%)
0 0 2 (0.6) 0 1 (0.6) 5 (1.6)

Duration of headache for all TE 

headaches, days, median
2.0 3.0 2.0 4.0 3.0 2.0

Headaches was not a barrier to treatment, as evidenced by the low discontinuation rate
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ABTECT Topline Results Summary

Data on File ABX464-105 & ABX464-106
*25mg not statistically significant in ABTECT 2 for FDA primary endpoint; statistically significant for EMA co-primary endpoints (Study 106)

Obefazimod Achieved Statistically Significant Results in Both ABTECT 1 (105) and ABTECT 2 (106) 

 Number of patients achieving clinical remission on obefazimod statistically significant for 50mg in both trials
 Pooled (ABTECT-1 + ABTECT-2): 50mg = 20.8% (Δ16.4%), 25mg 17.6% (Δ13.2%), placebo = 4.4%
 ABTECT 1 (Study 105): 50mg = 21.7% (Δ19.3%), 25mg = 23.8% (Δ21.4%) , placebo = 2.5%
 ABTECT 2 (Study 106): 50mg = 19.8% (Δ13.4%), 25mg = 11.3% (Δ5.1%)*, placebo = 6.3%

 Favorable safety and tolerability results – no new safety signals observed in Phase 3 induction trials
 Met all key secondary endpoints with 50mg in both trials

 Additional data to be presented at a future medical congress

 44-week maintenance data expected in Q2 2026

 Enrolled 1,275 patients across 36 countries – one of the largest and fastest enrolling UC programs ever conducted

 Trials reflect a ‘real-world’ patient population including both naïve (52.7%) and refractory patients (47.3%) who have 
failed multiple therapies (no limit on number of prior treatment failures)

Strong Clinical 
Trial Execution

Differentiated 
Clinical Profile

Looking Ahead
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