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A. 123BEFICPRO (C & 2 BRFRAVENE » D 52 BREFIC AR E 2R L - BFDEE (NRI)
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AR O 13 Ferrante M, et al. Lancet. 2024 & U 7E1,
75 : CDAI=Crohn's Disease Activity Index, CI=confidence interval, CMH = Cochran-Mantel-Haenszel,
N=number of participants in the analysis population, n=number of participants in the specified category,
NRI=non-responder imputation, PRO = patient reported outcome
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A. FACIT-Fatigue X 37 (AAAEHS & U2FER")
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L p<0.001, *F*: p<0.0001, *F**: p<0.000001 (vs. 7 T L REE)

A RMER O 13 Ferrante M, et al. Lancet. 2024 & 0 71,

W%~ 1 FACIT = Functional Assessment of Chronic Illness Therapy, LSM = least squares mean,
mBOCF =modified baseline observation carried forward, N =number of participants in the
analysis population, NRS =numeric rating scale, S.E.=standard error
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N =number of participants in the analysis population
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Abstract

* Department of Gastroenterology and Hepatology, Kyorin University School of Medicine, Tokyo, Japan
* Graduate School of Medicine, Juntendo University, Tokyo, Japan

Objective : We report the results of a global Phase 3 study (VIVID-1) evaluating

the efficacy and safety of mirikizumab (Miri) for moderately to severely active Crohn’s

disease (CD) in the Japanese subpopulation and overall study population.
Methods : Participants with CD aged >18 years were randomized 6 : 3 : 2 to Miri,

ustekinumab (UST) (active comparator), or placebo (PBO) and were administered

the study drug for 52 weeks.
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Results : Of the 1065 participants in the primary efficacy analysis set (Miri group,
n=>579 ; UST group, n=287 ; PBO group, n=199), 26 were Japanese (Miri group, n=
10 : UST group, n=12 : PBO group, n=4). The proportions of participants who achieved
the co-primary endpoints were as follows : clinical response by patient-reported
outcome (PRO) at Week 12 and endoscopic response at Week 52 were 38.0% in the
Miri group and 9.0% in the PBO group in the overall study population, 40.0% in the
Miri group and 0% in the PBO group in the Japanese subpopulation ; clinical response
by PRO at Week 12 and clinical remission by the Crohn’s Disease Activity Index at
Week 52 were 454% in the Miri group and 19.6% in the PBO group in the overall study
population, 70.0% in the Miri group and 25.0% in the PBO group in the Japanese
subpopulation. Adverse events during the 52-week period were observed in 495/630
participants in the Miri group, 239/309 in the UST group, and 154/211 in the PBO
group in the overall study population, in 9/11 participants in the Miri group, 13/13 in
the UST group, and 4/4 in the PBO group in the Japanese subpopulation.

Conclusion : Miri showed a clinically meaningful improvement in Japanese participants

with CD, similar to the overall study population, without any new safety concerns.

Key words : Crohn’s disease, Interleukin-23 Subunit p19, Japanese, mirikizumab, phase 3 trial
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&5 : CD=Crohn's disease, CDAI=CD Activity Index, FACIT = Functional Assessment of Chronic Illness
Therapy, NRS=numeric rating scale, PRO=patient reported outcome, SES-CD = Simple Endoscopic Score for CD
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