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In treatment-refractory participants with inadequate
response to 22 ST mechanisms, JNJ-4804, the first co-
antibody therapy in development for IBD, delivered
substantial and clinically meaningful efficacy, with
benefits that exceeded those of GOL and GUS and the
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Background

Despite therapeutic advances, substantial unmet need remains in Crohn’s disease (CD), as
many patients develop disease refractory to systemic therapies (STs; biologics and novel oral
agents), with diminishing efficacy after each treatment

Ii:

We previously reported results from the DUET-CD study of JNJ-78934804 (JNJ-4804), the first
fixed-dose, co-antibody therapy with guselkumab (GUS) and golimumab (GOL) targeting the
complementary IL-23 and TNF pathways
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Objective
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In DUET-CD, JNJ-4804 high dose showed the most substantial and clinically meaningful benefit
vs GUS and GOL monotherapies in the subpopulation of participants with CD refractory to 22
ST mechanisms (anti-TNFs, anti-IL-12/23s, anti-IL-23p19s, anti-integrins, and JAK inhibitors)

Here, we present efficacy data from this treatment-refractory subpopulation as well as
additional fecal calprotectin and safety data

Methods

¢ |n this Phase 2b, randomized, double-blind, dose-ranging, active- and placebo (PBO)-controlled, parallel-group,
multicenter study, participants were randomized 1:2:2:2:2:2 to PBO, GOL, GUS, or JNJ-4804 (low dose, mid dose,
or high dose)

e Co-primary endpoints were clinical remission at Week 48 and endoscopic response at Week 48
— Clinical remission: CDAI score of <150
— Endoscopic response: >50% improvement from baseline in SES-CD or an SES-CD <2, per central endoscopy

¢ Key Week 48 endpoints included endoscopic remission, deep remission, and corticosteroid-free clinical remission
— Endoscopic remission: SES-CD <4, with a >2-point reduction from baseline and no subscore >1 on any
component
— Deep remission: both clinical remission and endoscopic remission
— Corticosteroid-free (60-day) clinical remission: clinical remission with no corticosteroids received for 260 days

¢ Fecal calprotectin concentrations over time were also evaluated
— Data are as-observed, log-transformed, and exclude inadequate responders after Week 24 treatment escalation

greatest improvements with the high dose

Clinical results were supported by parallel changes in
objective inflammatory and clinically relevant biomarkers

The JNJ-4804 safety profile in this subpopulation was
similar to those of the monotherapies

These results support advancement to Phase 3 in the
rapidly growing population of patients with disease
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bAll participants taking corticosteroids at Week 0 could begin tapering as early as Week 4 but no later than Week 12.
Patients who met inadequate response criteria, regardless of treatment assignment, received a JNJ-4804 regimen based on their initial study intervention group assignment.
CDAI=Crohn’s Disease Activity Index, E=endoscopy, LTE=long-term extension, R=randomization, SES-CD=Simple Endoscopic Score for Crohn’s Disease.
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refractory to multiple systemic therapy mechanisms

Results

Baseline demographics and disease characteristics show that DUET-CD evaluated one of the most treatment-refractory CD

populations studied to date

Among participants with CD refractory to 22 ST mechanisms, JNJ-4804 high dose led to clinically meaningful differences at Week 48 in rates of

clinical remission and endoscopic response vs GOL, GUS, and placebo

Co-primary endpoints: 22 systemic therapy mechanisms-IR
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Mean change from baseline in fecal calprotectin was greater with JNJ-4804 high dose vs the other groups in participants with CD
refractory to 22 ST mechanisms

Mean (SD) change from baseline in fecal calprotectin concentration
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Exposure-adjusted safety event rates with JNJ-4804 in the subpopulation were overall similar to or lower than those with
placebo, GOL, or GUS and were similar to those in the overall population®
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CDAI=Crohn’s Disease Activity Index, CRP=C-reactive protein, IR=inadequate response or intolerance, n=number, SD=standard deviation, SES-CD=Simple Endoscopic Score for Crohn’s Disease, ST=systemic therapy.

Cl=confidence interval, IR=inadequate response or intolerance.

AE=adverse event, Cl=confidence interval, IR=inadequate response or intolerance, SAE=serious adverse event, ST=systemic therapy. °Abreu, et al. DDW 2026.
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