Efficacy and Safety of Mirikizumab After 52-Weeks Maintenance Treatment in Patients with Moderate-to-Severe Crohn’s Disease
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BACKGROUND

m The interleukin (IL)-23/Th17
pathway has a significant role in
the pathogenesis of Crohn’s

disease (CD) with various .
anti-IL-23 antibodies having g ®
shown efficacy in treating CD a -y 55
m Mirikizumab (miri) is a humanized g .
immunoglobulin G4 (IgG4)- £ w
variant monoclonal antibody that 2°
binds to the p19 subunit of IL-23 h
w12 w52
m Phase 2 studies of miri have -G Cohort

shown efficacy in treating
ulcerative colitis', psoriasis?, and
Crohn’s disease? leading to
further development in ongoing
Phase 3 studies in CD
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CONCLUSIONS

m Miri treatment demonstrated durable endoscopic and symptomatic efficacy after 52 weeks
in patients with Crohn’s disease

m The proportion of patients who had response/remission at Week 12 was maintained
or improved at Week 52 across multiple parameters (endoscopic, PRO, CDAI)

= Among patients who did not have endoscopic improvement after 12 weeks of miri
treatment, continued treatment with miri led to additional patients achieving
endoscopic response/remission at week 52.

m The safety profile of miri treatment was consistent with the anti-IL23 p19 class, with few
discontinuations in the re-randomized maintenance group due to adverse events

m These Phase 2 data support continued characterization of miri efficacy and safety in the
ongoing VIVID-1 Phase 3 program (NCT03926130)
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Note: Total height of each bar represents the percentage of patients achieving each endpoint, error bars show upper limit 95% confidence interval. Bar partitions symbolize relative contributions by each dose. N in each partition represent the number of patients who were randomized to each
treatment group. *40 Weeks of active drug administration.

RESULTS

Baseline Demographics and Disease Characteristics
At screening (W-4 to 0)

METHODS

m Patients who entered maintenance (Period 2) are included in
these analyses
m Due to small sample size, no formal statistical comparisons

Durability of Efficacy
Randomized Maintenance Group
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. . ; : , : ili i i CDAI Total Score
were made between treatment groups in the maintenance ] ] ] Randomized Maintenance Group Non-Randomized Maintenance Group Durability of Efficacy Endpoints at Week 52 .
, group : m Diagnosis of CD for 23 months before baseline (Week 0, o P———v— 00 Maintenance, Weeks 12-52
period, and summary data were presented for endoscopic randomization) Mean (SD) unless otherwise specified IV-C Cohort N Conort ™9 Placebol1000 mg IV = 300
improvers for all IV-C and IV-SC dosage groups combined Active CD defined 100 f o4 and/ (N=41) (N=30) Cohort (N=59) % It:ll‘éll
m Patients who discontinued study treatment prior to Week 52 m AClive ) e _'ni as stoo .requency =4 and/or Age, years 40 (13.2) 37.8 (11.9) 36.9 (12.9) 39.2 (13.0) % £
or failed to have an adequate efficacy assessment were abdominal pain 22 at baseline Male, n (%) 21 (51.2) 23 (50.0) 17 (56.7) 26 (44.1) " E
. . . . _ > i ith i _ H S 60 ~ I
considered as not having met the respective endpoints at m SES-CD 27 (.Centrallly rlead) for.subjegts with ileal-colonic Disease Duration, years 8.7 (6.4) 8.8 (8.0) 1041 (8.7) 10.0 (9.9) B 2 o4
Week 52 or 24 for subjects with isolated ileal disease Disease Location, 1 (%) @ 8
m Prior treatment for CD: failure/intolerance to conventional lleal 4(10) 5(11) 11 (37) 10 (17) g® 5
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RS [ ) . _
[Sereening | nduction perioa ) | | - e |:> X Exclusion CRP, median mg/dL (range) 6.0 (0-57) 6.3 (0-108) 4.9 (1-86) 6.6 (0-92) 10 8 0 | T | | .
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AR oT e ‘\‘: Miriki 600 mg IV Q4W (N=9) 1 mlght require surgery Stool Frequency 6.3 (3.5) 7.3 (5.8) 6.0 (2.9) 6.2 (3.1) response remission
191 patients IV Q4W (N=32) Mirikizumab 300 mg SC QAW (N=11) : m Bowel resection, diversion’ or placement of a stoma Abdominal Pain 1.9 (0.5) 1.9 (0.6) 1.8 (0.7) 1.8 (0.6) =miri - ALV = mir - All SC & miri IV (N=41) ~B- miri SC (N=46)
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Endoscopic Response  50% reduction from baseline in SES-CD score N=# N=46 N=30 N=50 0 13 (32) 15 (33) 11 (37) 15 (25) Abdominal pain 3(7.3) 3(6.5) 0 3(5.1)
. L. . L . 1 8 (20) 8 (17) 8 (27) 19 (32) Crohn's disease 1(2.4) 3 (6.9) 1(3.3) 2(3.4)
Endoscopic Remission SES-CD score <4 for ileal-colonic disease or <2 for isolated N7, A2 2 Weight increased 2(4.9) 2 (4.3) 1(3.3) 2(3.4)
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Note: Primary endpoint at week 12 has been reported previously — only secondary and exploratory endpoints
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