Data Supplement

Supplementary Table 1. Treatment-emergent adverse events reported in >5% of participants in

either ozanimod HCI dose group

Core Period and Blinded Extension

Ozanimod HCI 0.5 mg Ozanimod HCI 1 mg

(n=126) (n=123)
Nasopharyngitis 24 (19.0) 21 (17.1)
Upper respiratory tract infection 21 (16.7) 14 (11.4)
Increased alanine aminotransferase 14 (11.1) 16 (13.0)
Increased gamma-glutamyl transferase 13 (10.3) 15 (12.2)
Headache 11 (8.7) 11 (8.9)
Hypertension 10 (7.9) 4 (3.3)
Urinary tract infection 10 (7.9) 5(4.1)
Back pain 9(7.1) 9(7.3)
Pharyngitis 9(7.1) 6 (4.9)
Depression 8 (6.3) 8 (6.5)
Pain in extremity 8 (6.3) 4 (3.3)

Data are n (%).




Supplementary Table 2. Summary of all reported serious treatment-emergent adverse events

Ozanimod HCI 0.5

Ozanimod HCI 1 mg?

mg? (n=123)
(n=126)
Acute myocardial infarction 1 0
Cauda equina syndrome 1 0
Clavicle fracture 0 1
Concussion 1 0
Depression 0 1
Headache 0 1
Hepatitis 1 0
Hypertension 1 0
Infectious proctitis 1 0
Injury 1 0
Intracranial aneurysm 1 0
Irritable bowel syndrome 0 1
Lower limb fracture 1 0
Menometrorrhagia 1 0
Pancytopenia 0 1
Optic neuritis 1P 0
Ovarian cyst 1 0
Rheumatoid arthritis 0 1
Somatoform disorder (cardiovascular) 1P 0




Stasis dermatitis 0 1
Urethral stenosis 0 1
Urticaria 1 0
Uterine cervical squamous metaplasia 1P 0
Uterine hemorrhage 0 1

TEAE: treatment-emergent adverse event.
40zanimod HCI 0.5 mg, 12 participants experienced a total of 16 serious TEAES; ozanimod HCI
1.0 mg, 9 participants experienced a total of 9 serious TEAEs.

bOccurred during the placebo-controlled phase (weeks 0-24).
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