DURABLE
CLINICAL REMISSION'?

64% of patients maintained clinical remission om\ Oh
through 1year of continuous treatment with Omvoh'? mirikizumab

Dear Doctor,

The efficacy and safety of Omvoh was evaluated in
patients with moderately to severely active uvlcerative
colitis (UC) in the LUCENT-1 and LUCENT-2 trials'-:

Phase 3, multicenter, randomized, double-blind, placebo
controlled clinical trials'?2

At baseline, all patients had inadequate response, loss of
response, or intolerance to at least one corticosteroid,
immunomodulator, biologic treatment, or tofacitinib for UC'2

Patients required a new treatment to manage their
disease

LUCENT-1

INDUCTION STUDY*

® Omvoh (300 mg) v Quw (Weeks 0, 4 and 8)
® Placebo v auw (Weeks 0, 4, and 8)

| WEEK12_ CLINICAL RESPONSE®*

2 - 3 (Secondary endpoint)
Nearly £In J | o
patients taking 0 & 647"
omVOh achieved _ Omvoh 300 mg IV Q4W (N=868) vs
42% in the placebo group (N=294)

a clinical response ' S
at Week 12°

AND
CLINICAL REMISSION?t
(Primary endpoint)
. . . y o/
64% of patients taking Omvoh achieved 2 4 ®

a clinical response after 12 weeks of

: : . . Omvoh 300 mg IV Q4W (N=868) vs
|ndu.ct|on d?s.mg, ond. m?arlyl in4 13% in the placebo group (N=294)
achieved clinical remission? (p<0.001)

~Clinical response at Week 12 was defined as 22-po nt and 230%
decrecse in the MMS from baseline; RB=C or 1, or a 2=1-point
decrecse from baseline. *Clinical remission at Week 12 was definec
as SF=0, or SF=1 with a 21-point decrease from base ine; RB=0; ES=0
or1(excluding friab iity)'

Responders
from LUCENT-1

RE-RANDOMIZED re-randomized 2:12

2:1
Clinical responders to induction Omvoh

therapy at Week 12 of LUCENT-1 were
re-randomized to receive maintenance
Omvaoh therapy or placebo for 40 weeks
in LUCENT-22

. g

LUCENT-2

MAINTENANCE STUDY?

® Omvoh (200 mg) sc quw
® Placebo sc quw

— PATIENTS ACHIEVING CLINICAL
Omvo_h pI'OVI_d_ed REMISSION* AT WEEK 5212*
sustained clinical

100% - P<0.001
] ]

remission at Week 52~ o
Among patients who achieved a clinical 80% - p<0.001
response in LUCENT-1, 50% of all patients and 0% — . ]
46% of bio-failed patients achieved clinical 60% - 50 /o 4 6%
remission at Week 521.24 50% —

40% — °

e
30% — 25 °

@ OF PATIENTS WHO ACHIEVED %

/o CLINICAL REMISSION AFTER 20% _ l 6
1YEAR OF TREATMENT WITH
OMVOH WERE 0% — -
STEROID-FREE 0%

Placebo (N-'79) OMVOH 200mg Placeba (N-64, OMVOL 200mg

FOR AT LEAST THE PREVIOUS SC QUW (N-365) SC Q4W (N-128)
12 WEEKS (n=178/182).* All patients Bio-failed patients?

*C inical remission was defined as SF=0, or SF=1w th a 21-point
decrease from baseline; RB=0; ES=0 or 1(excluding friakility).
Bio-failed includes biologic- failedand tofacitirib-failed pat ents
An additional 1 pat'ent on placebo and 8 patients on Omvoh were
previously exposed to but did not fail a biologic or JAKi. These
patients were excluded from the bio-naive/bio-fai ed sLbgroup
analysis.

*The data presented are from a post hoc analysis and were not
type | error controlled. Therefore treatment differences between
Omvoh and placebo cannot be regarded as statistically significant.!

64% OF PATIENTS WHO ACHIEVED CLINICAL
REMISSION ON OMVOH AT WEEK 12 MAINTAINED
CLINICAL REMISSION THROUGH 1 YEAR'?

Omvoh demonstrated
durable clinical remission

at Week 52'2

L

BIO-FAILED PATIENTS" CLINICAL REMISSION AT WEEK 52
Maintained clinical IN ALL PATIENTS WHO ACHIEVED
remission from Week 12 CLINICAL REMISSION AT WEEK 12
through Week 52'* IN LUCENT-1"2t
CLINICAL
O/ REMISSION
A P 6 l. ° MAINTAINED
67 ‘ THROUGH 1YEAR
| OF CONTINUOUS
OMVOH Omvoh 200 mg SC B e
200 MG SC [} Q4W (N=143) WITH OMVOH"
Q4W (N=36)
VS - : \"
Lk 5 37%
(o
PLACEBO _
(N=18) Placebo (N=65)

(p<0..001)

*Prespecified subgroup analysis is not controlled for multiplicity. Bio-failed includes tofacitinib-failed patients.
An additional 1 patient on p acebo and 8 patients on Omvoh were previously exposed to but did not fail a
biologic or JAKI. These patients were excluded from the bic-naive/bio-failed subgroup analysis!

'Clinical remission at Week 52 was defined as SF=C, or SF=1 with a 21-point decrease from baseline; RB=0C; ES=C
or 1 (excluding friability). The placebo arm is Omvoh induction responders randomized to placebo.?

ES, endoscopic subscore; IL-23p19, interleukin 23, subunit p19; IV, intravenous; MMS, Modified Mayo Score;
Q4W, every 4 weeks; RB, rectal bleeding; SC, subcutaneous; SF, stool frequency; UC, ulcerative colit s
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Omvoh INDICATION

Omvoh™ (mirikizumab) is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis."

The safety of Omvoh was evaluated in two randomized, double-blind, placebo-controlled Phase 3 trials.?® In LUCENT-1 (induction), adverse drug reactions in more
than 1% of Omvoh-treoted patients and higher than placebo included: upper respiratory tract infections (7.9%), headache (3.3%) and rash (U%), In LUCENT-2
(maintenance), adverse drug reactions in more than 1% of Omvoh-treated patients and higher than placebo included: upper respiratory tract infections (11.8%},
injection site reactions (8.7%), headache (4.1%) and rash (3.6%). Serious adverse events occur'ed in 2.8% of LUCENT-10mvoh-treated patients vs 5.3% of
placebo-treated patients. Discontinuations due to adverse events occurred in 1.6% of Omvoh-treoted patients vs 7.2% of placebo-treated patients, In LUCENT-2,
serious adverse events occurred in 3,3% of Omvoh-treated patients vs 7.8% of placebo-treated patients. Discontinuations due to adverse events occurred in 1.5%
of Omvoh-treoted patients vs 8.3% of placebo-treated patients. In LUCENT-1, adverse events of special interest included serious infection (0,7% vs placebo 0.6%).
opportunistic infection (narrow. excluding oral candidiasis and oral fungal infection) (0,5% vs placebo 0.3%), hepatic events (1.6% vs placebo 1.6%), malignancy
(0.2% vs placebo 0%), major adverse cardiac event (0% vs placebo 0%). In LUCENT-2. adverse events of special interest included serious infection (0.8% vs
placebo 1.6%), opportunistic infection (narrow, excluding oral candidiasis ond oral fungal infection) (1.3% vs placebo 0%), hepatic events (3.1% vs placebo 2J%),

malignancy (0,3% vsplacebo 0.5%), major adverse cardiac event (0% vs placebo 0.5%)"-3.In the maintenance study (LUCENT-2), injection-site reactions were
reported by 8.7% of patients toking Omvoh compared to 4,2% of patients taking placebo.’
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Privacy Policy Prescribing Information

© 2024 Eli Lilly and Company. All Rights Reserved.

For adverse events and safety reporting, please send an email: PV-MEA@lilly.com
For product complaints, please send an email: Ibmail_pc_mena@lilly.com

For further information about Lilly and Lilly products please contact us at the below address:

UAE: Bldg. 25 - 6th Floor, Dubai Health CareCity, Dubai, UAE, P.O. Box #25319, Tel.: (+971 4)453 7800, Fax: (+971 4) 436 2399





