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Omvoh 100 mg/ml 2"n/a"n 100 1anIx

Mirikizumab 100 mg/ml :'7'vo Wnin
Solution for injection 11 nIx

Omvoh 300 mg a"n 300 ianix

Mirikizumab 20 mg/ml 7'y Inin
Concentrate for solution for infusion:jia'm nIix
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Ulcerative colitis

Omvoh is indicated for the treatment of adult patients with moderately to severely
active ulcerative colitis who have had an inadequate response with, lost response to,
or were intolerant to either conventional therapy or a biologic treatment.

Crohn's disease

Omvoh is indicated for the treatment of adult patients with moderately to severely
active Crohn's disease who have had an inadequate response with, lost response to,
or were intolerant to either conventional therapy or a biologic treatment.
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5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

[...]

Clinical efficacy and safety

Ulcerative colitis

[...]

Study extension
Patients who responded to mirikizumab induction treatment in LUCENT-1. who were then re-

randomized to mirikizumab maintenance therapy during LUCENT-2 and completed 52 weeks of
continuous mirikizumab treatment entered the long-term extension study LUCENT-3 (n = 316). Of
the patients in clinical remission at week 52 (n=179), 62.2 % maintained clinical remission, 65.5%
achieved endoscopic improvement (i.e. endoscopic remission) and 52.8 % achieved histo-endoscopic
mucosal remission (HEMR) at week 212.
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Crohn's disease
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Study extension
Patients who completed VIVID-1 through week 52 were eligible to continue treatment in the long-

term extension study VIVID-2. Among VIVID-1 endoscopic responders who also achieved clinical
remission by CDAI at week 52 and entered VIVID-2 (n=191), 78.1 % maintained combined
endoscopic response and clinical remission by CDAI at week 104 with continued mirikizumab

treatment.
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