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Key Takeaways

In QUASAR, achievement of
endoscopic, histologic, and
composite outcomes following
induction and 1 year of maintenance
therapy was associated with
achievement of CS-free clinical
remission at LTE week 92

Background
efficacious in participants (pts) with moderately to severely active ulcerative colitis (UC)"
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and binds to CD64, a receptor on cells that produce [L-23°

The QUASAR (NCT04033445) phase 2b/3 program demonstrated that guselkumab (GUS) is

GUS is a selective, dual-acting interleukin (IL)-23p19 subunit inhibitor that potently neutralises [L.-23

Reliable, clinically meaningful efficacy outcomes are needed to guide treat-to-target decisions in UC

We explored whether achievement of select efficacy outcomes at QUASAR maintenance baseline
(week M-0) or at maintenance week 44 (week M-44) was associated with achievement of
corticosteroid (CS)-free clinical remission at week 92 in the QUASAR long-term extension (LTE)

Composite outcomes did not appear
to be more strongly associated

with CS-free clinical remission than
endoscopic or histologic outcomes
alone

These findings support endoscopic
and histologic outcomes as sensible
shorter-term targets associated
with longer-term clinical outcomes
in moderately to severely active UC

Phase 3 QUASAR Maintenance Study Design

Target Population: Adults with moderately to severely active UC* who were in clinical response 12 weeks following GUS IV induction

QUASAR Induction QUASAR Maintenance QUASARLTE

GUS 200 mg SC q4w > GUS 200 mg SC q4w

GUS IV induction
week-12 responders
and

PBO- GUS crossover
week-24 responders

Randomised
Population

PBO (GUS Withdrawal) > PBO (GUS Withdrawal)®

44 weeks of maintenance

12 weeks of induction with guselkumab

At induction baseline: <20 mg/day prednisone or equivalent is permitted. Blinded GUS Dose Adjustment®
I Ll
Induction Study: Stable dose of oral CS is maintained through end of induction study. | ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; IIII

Maintenance Study: Mandatory CS tapering starts at maintenance week 0. 0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 2':’»6
Maintenance Week

CS Tapering

“Defined as induction baseline modified Mayo score of 6 to 9 with a Mayo rectal bleeding subscore = 1 and a Mayo endoscopic subscore = 2 based on central review. "Between weeks M-8 and M-32, randomised pts meeting loss of clinical response criteria (based on the
modified Mayo score and required an endoscopic assessment) were eligible for a blinded dose adjustment as follows: PBO SC - GUS 200 mg SC q4w; GUS 100 mg SC q8w — GUS 200 mg SC q4w; GUS 200 mg SC q4w — GUS 200 mg SC g4w (sham adjustment). “The
study blind was maintained during the LTE until the last pt in the Maintenance Study completed the week M-44 visit. After the Maintenance Study was unblinded to the investigative sites, pts receiving PBO were terminated from study participation. LTE week 236 is the
final efficacy visit. The final safety visit was 12 weeks from the last GUS dose (approximately LTE week 244). IV=Intravenous, PBO=Placebo, q4w=Every 4 weeks, q8w=Every 8 weeks, R=Randomisation, SC=Subcutaneous.

Demographic and disease characteristics at week M-0

GUS
200 mg SC g4w (N=190)

Combined (N=378)

Demographics

Age, yrs, median (IQR)? 39.0 (32.0, 47.0) 39.0 (28.0, 53.0) 39.0 (30.0, 50.0)

Male 54% 53% 53%
Disease Characteristics

Modified Mayo score (0-9) 2.6 (1.5) 2.5 (1.5) 2.5 (1.5)
Clinical remission 35% 36% 36%
Endoscopic improvement 40% 42% A1%
6:@ Endoscopic remission 22% 25% 23%
¢j Histologic improvement 61% 60% 60%
Histo-endoscopic mucosal improvement 35% 35% 35%
Faecal calprotectin >250 mg/kg 55%"° 52%° 53%°
IBDQ remission 71% 68%° 69%'

Data are mean (SD) unless noted otherwise. Includes only pts with modified Mayo score 6-9 at induction baseline in clinical response to GUS IV induction and randomised to receive GUS maintenance treatment. IBDQ remission is defined as a total IBDQ score 2170. °At induction
baseline. °N=185. °N=187. °“N=372. °N=189. 'N=377. IBDQ=Inflammatory Bowel Disease Questionnaire, IQR=Interquartile range, SD=Standard deviation.

Statistical
Considerations

e Data are based on nonresponder imputation (NRI) or
as observed analyses as noted

Methods

e We evaluated achievement of CS-free clinical
remission at LTE week 92 by achievement
of endoscopic, histologic, and composite
outcomes at week M-0 or at week M-44

e The week M-0 population included pts who
were randomised to GUS regardless of
whether they entered the LTE

e The week M-44 population included
randomised pts who were treated with GUS
and entered the LTE, including pts who
were randomised to PBO at maintenance
baseline but lost response and received a
dose adjustment to GUS 200 mg g4w in the
maintenance study

e For NRI, pts with ostomy/colectomy or study
agent discontinuation due to a lack of therapeutic
effect/AE of worsening UC were considered
nonresponders; observed values were used if study
agent discontinuation was due to COVID-19-related
reasons (excluding infection)/regional crises/
reasons other than those mentioned

— After accounting for these rules, pts missing
>1 outcome component were considered
nonresponders

Outcomes Evaluated

e CS-free Clinical Remission: Mayo stool frequency subscore of O or 1and not increased from induction
baseline, Mayo rectal bleeding subscore of O, and Mayo endoscopic subscore of O or 1 without the use of
corticosteroids for =8 weeks prior to week 92 of the LTE

e Endoscopic Improvement: Mayo endoscopic subscore of O or 1
e Endoscopic Remission: Mayo endoscopic subscore of O

¢ Histologic Improvement: Neutrophil infiltration in <56% of crypts, no crypt destruction and no erosions,
ulcerations, or granulation tissue according to the Geboes grading system

e Histologic Remission: Absence of neutrophils from the mucosa (both lamina propria and epithelium), no
crypt destruction, and no erosions, ulcerations, or granulation tissue according to the Geboes grading system

e Histologic-Endoscopic Mucosal Improvement: Combination of histologic improvement and endoscopic
improvement

e Histologic-Endoscopic Mucosal Remission: Combination of histologic remission and endoscopic remission

e No Residual Disease Detected: Combination of symptomatic remission (stool frequency subscore of
O or 1and not increased from induction baseline and a rectal bleeding score of 0), histologic remission,
endoscopic remission, and faecal calprotectin <250 mg/kg

Results

Achievement of endoscopic, histologic, and composite outcomes at LTE week 92 among pts randomised to GUS
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Includes pts with modified Mayo score 56-9 at induction baseline who were in clinical response to GUS 1V induction and randomised to receive GUS 100 mg SC q8w or GUS 200 mg SC q4w at maintenance study entry. CI=Confidence interval.

For NRI analyses, pts who had an ostomy or colectomy or discontinued study agent before LTE week 92 due to lack of therapeutic effect or due to an adverse event (AE) of worsening UC were considered not to have achieved the outcome. For pts who discontinued study agent due to COVID-19-related reasons (excluding COVID-19 infection), regional crises, or reasons other than those mentioned, observed values were used, if available. After accounting for the above

rules, pts missing =1 component pertaining to an outcome were considered nonresponders. Pts with a nonevaluable biopsy were considered not to have achieved histology outcomes. As observed analyses were based on data available at LTE week 92.

Among GUS-randomised pts regardless of whether they entered the LTE,
achievement of efficacy outcomes at week M-0 was associated with greater

achievement of CS-free clinical remission at LTE week 92 LTE week 92

e Across outcomes, 67-77% of pts who achieved an outcome at week M-0 achieved CS-free clinical remission at LTE week 92 versus
49-58% of pts who did not (15-22% difference; all nominal p<0.05)
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m Achieved at week M-0 ® Not achieved at week M-0

Based on NRI analyses. All p-values are nominal. Includes pts with modified Mayo score 6-9 at induction baseline who were in clinical response to GUS 1V induction and randomised to receive GUS 100 mg SC g8w or GUS 200 mg SC
g4w at maintenance study entry regardless of whether they entered the LTE. Pts who did not enter the LTE were considered CS-free clinical remission nonresponders at LTE week 92.

Among GUS-treated pts who entered the LTE, achievement of efficacy outcomes at
week M-44 was associated with greater achievement of CS-free clinical remission at

e Across outcomes, 12-81% of pts who achieved an outcome at week M-44 achieved CS-free clinical remission at LTE week 92 versus
44-59% of pts who did not (22-28% difference; all nominal p<0.001)

Based on NRI analyses. All p-values are nominal. Includes pts with modified Mayo score 5-9 at induction baseline who 1) were in clinical response to GUS IV induction and randomised to receive GUS 100 mg SC q8w or GUS 200 mg
SC g4w at maintenance study entry who entered the LTE; and 2) pts in clinical response to GUS IV induction randomised to PBO at maintenance study entry who experienced a dose adjustment to GUS 200 mg SC q4w during the
maintenance study and who entered the LTE.

65/147 65/133 114/146 106/131 104/146 97/131 101/145 98/130 56/145 55/130 50/129 45/122

Endoscopic Histologic Histologic Histologic-Endoscopic  Histologic-Endoscopic No Residual
Remission Improvement Remission Mucosal Improvement Mucosal Remission Disease Detected
GUS 100 mg q8w m GUS 200 mg g4w

A 25% A 28% A 28% A 25% A 22% A 22%
(15.8, 33.7) (16.7, 39.6) (17.8, 38.8) (15.6, 34.3) (12.9, 31.2) (12.6, 31.3)
<0.001 < 0.001 <0.001 <0.001 <0.001 <0.001
1 1 1 1 1 1
7%

4%

72%

18/146  134/239 212/294 40/91 199/269  53/116 160/208 92177 107/134  145/251 87/107  165/278
Endoscopic Histologic Histologic Histologic-Endoscopic Histologic-Endoscopic No Residual
Remission Improvement Remission Mucosal Improvement =~ Mucosal Remission Disease Detected

m Achieved at week M-44 B Not achieved at week M-44

PRESENTED AT: 21st Congress of the European Crohn’s and Colitis Organisation (ECCO); February 18-21, 2026; Stockholm, Sweden. REFERENCES: 1. Peyrin-Biroulet L. Gastroenterology. 2023;1651443—-1457. 2. Rubin DT. Lancet. 2025;405:33-49. 3. Sachen KL. Front Immunol. 2025;16:15632852. ACKNOWLEDGEMENTS: Medical writing support was provided by Holly Capasso-Harris
of Certara under the direction of the authors in accordance with Good Publication Practice guidelines (Ann Intern Med. 2022;175:1298-1304) and was funded by Johnson & Johnson. DISCLOSURES: FM reports speaker fees from AbbVie, Arena, Celltrion, Ferring, Fresenius, Galapagos, GlaxoSmithKline, Johnson & Johnson, Lilly, Merck, Pfizer, Prometheus Biosciences, Roche, Sandoz,
Tillots, Takeda, and Teva. DTR reports grant support from Takeda; consultant fees from AbbVie, Abivax SA, Altrubio, Athos Therapeutics, Inc., Bristol Myers Squibb, Celltrion, Connect BioPharma, Genentech, Inc., (Roche), Iterative Health, Johnson & Johnson, Lilly, Merck, Mirador, Odyssey Therapeutics, Pfizer, Sanofi, Spyre, Takeda, Vedanta, and Ventyx; Altrubio, Datos Health, and Iterative
Health stock options; grants from Takeda; and membership on the Board of Directors of Cornerstones Health (nonprofit) and iUSCAN (nonprofit). GRL reports grants from Johnson & Johnson (IBD Fellowship Program at University of Pennsylvania); consulting for AbbVie, Apex Medical Communications, Bausch Health—Westfield Strategic Consultants, Inc., Bristol Myers Squibb/Celgene,

Celltrion (Haymarket), Johnson & Johnson, Lilly, Med Ed Consultants (IBD Education Group), Merck, Pharmacosmos Therapeutics, Inc., and Pfizer; data safety monitoring board participation with Lilly; honoraria from Columbia University Medical Center, Gastro-Hep Communications (Editor), Healio, Professional Communications, SLACK, Inc., Springer Publishers, Up-To-Date (Wolters

Kluwer Publishing; Editor), and Wolters Kluwer Health; honoraria for continuing medical education activities from AbbVie, American College of Gastroenterology, Boston University Medical Center, CME Outfitters—American Regent: A Daiichi Sankyo Group Company, Focus Medical Communications (Gl Health Foundation), IBD Horizons, Lilly, Mayo Clinic Jacksonville, Mayo Foundation for
Medical Education and Research, Orlando Health Foundation, and Vindico Medical Education (sponsored by AbbVie); and royalties from SLACK, Inc. YA, TB, and YM are employees of Johnson & Johnson, and may own stock in Johnson & Johnson. LPB consulting fees from AbbVie, Abivax, Adacyte, Alfasigma, Alimentiv, Amgen, Apini, Banook, Bristol Myers Squibb, Celltrion, Enthera, Ferring,
Fresenius Kabi, Galapagos, Genentech, Gilead, Iterative Health, Johnson & Johnson, Lilly, Medac, Morphic, MSD, Nordic Pharma, Novartis, Oncodesign Precision Medicine, ONO Pharma, OSE Immunotherapeutics, Par' Immune, Pfizer, Prometheus, Roche, Roivant, Samsung, Sandoz, Sanofi, Sorriso, Spyre, Takeda, Teva, ThirtyfiveBio, Tillots, and Vectivbio, and lecture fees from AbbVie,
Alfasigma, Amgen, Biogen, Celltrion, Ferring, Galapagos, Genentech, Gilead, Iterative Health, Johnson & Johnson, Lilly, Medac, MSD, Nordic Pharma, Pfizer, Sandoz, Takeda, and Tillots.






