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GLADIATOR, a proof-of-concept trial of etrasimod 2 mg daily in mildly to
moderately active ulcerative colitis (MMS 4-6), did not meet its primary
endpoint of clinical remission at week 52 but demonstrated statistically
significant superiority over placebo at week 12 for clinical remission,
endoscopic improvement, and endoscopic improvement-histologic
remission.

KEY POINTS

- Atweek 52, 26.0% of etrasimod-treated patients versus 18.3% of placebo achieved clinical
remission (difference 7.4%, 95% CI -5.2 to 19.9, p=0.2524), failing to meet the primary
endpoint.

- Atweek 12, etrasimod achieved significantly higher rates of clinical remission (28.3% vs 11.7%,
p=0.0068), endoscopic improvement (44.1% vs 20.0%, p=0.0007), and endoscopic
improvement-histologic remission (29.1% vs 13.3%, p=0.0128) compared with placebo.

- Sustained clinical remission at both weeks 12 and 52 was achieved by 16.5% of etrasimod
versus 5.0% of placebo patients (difference 11.2%, 95% CI 2.6-19.8, p=0.0104).

- Etrasimod was generally well tolerated with no new safety signals; findings were consistent
with the known safety profile from the ELEVATE UC programme.

- The trial enrolled 187 patients (127 etrasimod, 60 placebo) with MMS 4-6, endoscopic
subscore >2, and rectal bleeding subscore >1; this is the first global randomised controlled
trial of an advanced therapy specifically in this mild-to-moderate UC population.
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