Ozanimod demonstrates efficacy and safety in a phase 3 trial of relapsing multiple sclerosis
(SUNBEAM)

Short Title: Safety and efficacy of ozanimod (SUNBEAM)
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Background: Ozanimodisan oral, once daily immunomodulator selectively targeting sphingosine 1-
phosphate 1 and 5 receptors. SUNBEAM, the first of two phase 3 studies, evaluated efficacy and safety
of ozanimod vs interferon B-1a (IFN) in relapsing multiple sclerosis (RMS).

Methods: This multicenter, randomized, double-blind, double-dummy, parallel-group, active-controlled
study evaluated daily oral ozanimod 1 or 0.5 mg (initiated with 7-day dose escalation) for >1 year vs
weekly intramuscular IFN 30 pg. Primary endpoint was annualized relapse rate (ARR). Key secondary
endpoints included new/enlarging T2 lesions through month 12 and gadolinium enhancing (GdE) T1
lesions at month 12. Disability progression was pre-specified to be pooled and evaluated with a second
phase 3 study.

Results: 1346 RMS patients were enrolled; baseline characteristics were similar across treatment groups
(mean age 36 years, 66% female, mean EDSS 2.6, mean relapses in the prior year 1.3, 47% with GdE
lesions, 31% previously treated with disease-modifying therapy). Meantreatment duration was 13.6
months. Ozanimod 1 and 0.5 mg reduced ARR (0.181 [p<0.0001] and 0.241 [p=0.0013]) vs IFN (0.350).
Adjusted mean new/enlarging T2 lesions per scan over 12 months was reduced 48% and 25%,
respectively, for ozanimod 1 mg (1.465; p<0.0001) and 0.5 mg (2.139; p=0.0032) vs IFN (2.836). Adjusted
mean GdE lesions at 12 months was reduced 63% and 34% for ozanimod 1 mg (0.160; p<0.0001) and 0.5
mg (0.287; p=0.0182) vs IFN (0.433). Most treatment-emergent adverse events (AEs) were mild, with



low incidence of serious AEs, and similar across groups. Rate of discontinuation due to AEs waslow and
similar across groups. No first-dose, clinically relevant bradycardia or 2nd degree or higher
atrioventricular block were reported.

Conclusion: Both ozanimod doses demonstrated superiority to IFN on relapse and MRI endpoints. This,
coupled with the safetyand tolerability results, demonstrates a favorable benefit-risk profile for

ozanimod in RMS.



