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Multiple sclerosis

Zeposia is indicated for the treatment of adult patients with relapsing remitting multiple sclerosis (RRMS) with active
disease as defined by clinical or imaging features.

Ulcerative colitis

Zeposia is indicated for the treatment of moderately to severely active ulcerative colitis (UC) in adults.
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4.2 Posology and method of administration

[...]

Hepatic lmpalrment

Patients w1th mild or moderate chromc hepat1c impairment ( Ch1ld Pugh class A or B) are recommended to complete the
7-day dose escalation regimen, and then take 0.92 mg once every other day (see section 5.2).

Ozanimod was not evaluated in patients with severe hepatic impairment. Therefore, patients with severe hepatic
impairment (Child-Pugh class C) must not be treated with ozanimod (see sections 4.3 and 5.2).

[...]

5.1 Pharmacodynamic properties

[...]

Hepatic impairment

In single dose and multiple dose studies in subjects with chronic liver disease, there was no meaningful impact of mild or
moderate chronic hepatic impairment (Child-Pugh class A or B) on the pharmacokinetics of ozanimod or the major
metabolite CC112273 on Day 1, Day 5, or Day 8 of dosing. After dose escalation in the second trial, administration of
0.92 mg ozanimod resulted in increased CC112273 and CC1084037 mean unbound AUCo-1ast (measured up to 64 days
post-dose) in subjects with mild or moderate chronic hepatic impairment of 99.64% to 129.74% relative to healthy control
subjects. Patients with mild or moderate chronic hepatic impairment (Child-Pugh class A or B) are recommended to
complete the 7-day dose escalation regimen, and then take 0.92 mg once every other day (see section 4.2).
The pharmacok1net1cs of ozammod were not evaluated n pat1ents w1th severe hepat1c impairment. Ne-dese-adjustmentis
: - Use in patients with severe

hepat1c 1mpa1rment is contra1nd1cated (Ch1ld Pugh class C) (see sect10n 4 3)
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