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HES 5 MefeEra 7y Y G4E/ 7 a—
FUHETH B ZNETIZ2DDEPIL
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Geboes 2 2 7' (245 & Grade 31LLF, #
DNBLEEI L

(7) B BRI % P b 2 R o RLR 0 B
X OWHER Y (histologic-endoscopic
mucosal remission : HEMR) : Geboes 2 =1 7"
12350 % Grade 2BOLLT, HOWNHEINE,

(8) M & b)H &2 B9§ % numeric rating scale
(NRS) 2 a7 o HEYHKICHET 5
NRSA a7 BXR—=ZAF 4 »T3PE, 2D
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FUIE (R E 22 S ENEE D D EE) AR
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Y&z L) 22510 (B2 5N bk dEWE
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HDPOR=R T A Y HEOHARMMIA N =2 F 4
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4. fRETERMT

MERHEAT O RGO 720", AT
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treat (mITT) #£[& L7zo mITT £,
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FHO D BEFRNEGE F 72 3R SR ICE S
TAHANERI RGN E o 72 BBE D ED,

HRMET — 2 3 ER e EZ W TERH L
7o ZET—F TIIEIEB LT 5% EEX
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e iz, BT — 7 TIIN—-—274
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(LUCENT-3#UBERBAAA> 5 100 ) 125BIL
7B R e B Lo TEAEL, RERSER G-
WD TIIRF 7S EIE DAL L - E T
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(Medical Dictionary for Regulatory Activities)
Version 26.0 Z HlvwCTa— ML L 7z,

K MAE @ ffi 52 121X, non-responder
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HHiGEHETHHNRITIE, FHIE LT, 3
JEF AT hRAfIEL7-BHEZT TR, B
b oS T =5 IZRWDH - 728HED
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W F I EAN ORI IS IS L 877
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FF IV 2AFF—XHER (b773F=
7) AR LEIRAS T4, BRI, 734N
KON D - 7:BH % [Biologic Failed (4
WA BFI~ORHRPOCEAR) |, "= 74
YIRHICHIEREE R A T 0 A N EOHERD
HERCUGEARRTHo72b 00, WA 5
HINDEFPOCEA RO EFRE 72 E R o
7-H# % [Not Biologic Failed] & %EF L7z

HARANER O 7 — 7 13BN E T VT
L, HRAEFHE SHRER L OFRHES
L ORENRO—BEMOFHIE O 720 DT
OB TR L T2z,

I # 2% o
1. BERRS LCAOREHZRRHE
LUCENT-1#BA T3 ) F X< 7 AR &

ZUF72868% DD b, BRI & ER L2
#5544 %S LUCENT-2 RER CTH 5 ~ 7 21k
X, 3654DEMT I ) & A~ TR
Btz 3244408408 (R—AF A4 U
552R) DIV F A THREEETL, &
B ke s 5 2 ERBHEICESTRAT 4 >
3D B & IR BRI EERC X 0 IS 7z 316
% HSLUCENT-3 i BRI BAT L ARIEAT D x5
Loz (K1),

LUCENT-3#BRICBAT L 723164 (HARA
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BE) CERIRAYU S 28 L7z 132864 (H
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I E IS, 52 ICHRN S, RN
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T 48.1%/54.5%, i B % 66.3% /74.9%,
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854%, A EIR60.3%/70.1%, PIHEEHY
223%69.8%/72.0%, A7 a4 K71 — &t
59.2%/68.9%, E 5 1Y % 69.8%/81.4%,
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YR $ A NRS A 2 7 DU 63.9%/
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689%, WML 739%/739%, AT 1
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65.2%/65.2%, MEREYIEEIZE$ 5 NRS 2 2
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Abstract

Objectives : To report the efficacy and safety of mirikizumab in patients with
moderately-to-severely active ulcerative colitis who have continued mirikizumab
treatment for up to 152 weeks in a global Phase 3 study (interim analysis).

Methods : This analysis was conducted in patients who demonstrated clinical
response at the end of the induction study (for 12 weeks, LUCENT-1), completed
treatment with mirikizumab in the maintenance study (for 40 weeks, LUCENT-2),
and entered the open-label long-term extension study (LUCENT-3).

Results : Among patients who achieved clinical response at Week 52 from the start
of the induction study (286 patients in the overall population : 36 patients in the Japanese
subpopulation), the proportions of patients who achieved each evaluation criterion at
Week 152 (using modified non-responder imputation) were as follows : 81.6% for
clinical response, 56.1% for clinical remission, 61.0% for endoscopic remission, 53.3%
for histologic-endoscopic mucosal improvement, and 52.6% for histologic-endoscopic
mucosal remission in the overall population. In the Japanese subpopulation, the
corresponding proportions were 84.4%, 52.9%, 63.9%, 58.3%, and 58.3% . During the
LUCENT-3 study period (Weeks 52-152), the safety profile didn't differ substantially
between the overall population and the Japanese subpopulation, and no safety concerns
specific to Japanese patients were identified.

Conclusion : Mirikizumab’s efficacy and safety in patients with moderately-to-severely
active ulcerative colitis after 152 weeks of treatment were demonstrated.

Key words : anti-drug antibodies, interleukin-23 subunit p19, Japanese, mirikizumab,
ulcerative colitis, long-term extension
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