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Omvoh® (mirikizumab): an IL-23p19 INHIBITOR achieving both

777 EARLY AND LONG-TERM EFFICACY 777

in patients with Crohn’s disease'

Consider Omvoh for your patients with moderately to severely active
Crohn’s disease when you have decided it’s time for a different treatment?

Crohn’s disease continues to take control of Morgan’s everyday life

Meet Morgan':

{
djo

Experiences abdominal pain,
diarrhoeaq, and bowel urgency?

Continues to have an
impacted QoL despite being
on treatment*

The VIVID-1 trial

The efficacy and safety of Omvoh — an [L-23p19
inhibitor — vs either placebo or ustekinumab was
assessed in patients with moderately to severely
active Crohn’s disease in the VIVID-1 trial — a global
Phase 3, randomised, double-blind, double-dummy,

)

Considering the chronic nature of the disease,
additional therapeutic options that can
improve the management and outcomes for
patients with Crohn’s disease are needed.®

NOW
APPROVED
FOR CD

Hopes for symptomatic relief
and long-term control?*

*Hypothetical patient

placebo-controlled, and active controlled clinical
trial with a treat-through design.'* The treat-through
design of the trial helped capture both early response
and response over time!

Omvoh demonstrates early and sustained efficacy in patients like
Morgan with moderately to severely active Crohn’s disease

Patients achieved both early clinical response by PRO*
at Week 12 and key outcomes at Week 52!

In the VIVID-1 trial, Omvoh-treated patients achieved
both co-primary composite endpoints compared to
placebo-treated patients. A large proportion of patients who
achieved early clinical response by PRO at Week 12 went
on to achieve sustained outcomes as measured by clinical
remission by CDAI* and endoscopic response* at Week 52!
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Omvohis a
promising addition to
the armamentarium for
treating patients with
Crohn’s disease,

that has shown strong
efficacy vs placebo

in both co-primary
composite endpoints
as well as key
secondary endpoints.

Prof. Marc Ferrante
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Omvoh showed early and long-term efficacy in patients with moderately to severely active Crohn’s disease'

Patients treated with Omvoh also met all the major as well as clinical remission by CDAI and both endoscopic
secondary endpoints compared to patients treated with  response and remissiont at Week 52!
placebo, including clinical response by PRO at Week 12,

ENDOSCOPIC REMISSION at Week 52'¢

Clinical RESPONSE by PRO at Week 12'¢
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Omvoh demonstrated efficacy consistently across both bio-naive and bio-failed patients at Week 52¢

In the bio-naive and bio-failed subset of patient patients achieved clinical remission by CDAI at
population, a higher percentage of Omvoh-treated Week 52 when compared to placebo-treated patients.
CLINICAL REMISSION by CDAI in bio-naive and bio-failed patients at Week 5247
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Numerically more bio-failed patients achieved clinical
remission by CDAI with Omvoh vs ustekinumab®

Omvoh achieved the goal of showing non-inferiority to
ustekinumab on clinical remission by CDAI, with notably
higher percentage of bio-failed patients achieving
clinical remission by CDAI at Week 52.°

CLINICAL REMISSION by CDAI in bio-failed patients®"
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Omvoh
(N=281)

ustekinumab
(N=139)

PBO
(N=97)

Prespecified subgroup analysis not controlled for multiplicity.

Efficacy Bowel Urgency

Histology

Safety

In biologic-failed
patients, Omvoh
demonstrated a numerical
trend towards greater
response rates compared
with ustekinumab for CDAI
clinical remission.

Prof. Marc Ferrante

VIEW THE INFOGRAPHIC
TO LEARN MORE ABOUT

OMVOH EFFICACY
IN CROHN’S DISEASE

€@ VIEW INFOGRAPHIC

Omvoh offers continuous bowel urgency improvement through Week 52

Over 50% of Crohn’s disease patients report bowel
urgency to be in their top 3 disruptive symptoms and
HCPs might underestimate its burden.* Omvoh achieved

When | have a patient
with urgency and
Crohn’s disease, which

is more common than we
have previously thought,
| would definitely think
of Omvoh as a treatment
choice for that patient.

Dr. Alissa Walsh
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bowel urgency improvement indicated by a decrease in
Urgency NRS score from baseline as early as Week 6, with
continued improvement through Week 527

Urgency NRS Score’#
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https://image.mc.lilly.com/lib/fe8c12747461017573/m/1/78acc1ed-b105-4528-9880-b76ecf1b7938.pdf
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Dosing that meets the unique needs of patients with Crohn’s disease

Omvoh dosing begins with intravenous infusion induction and transitions to patient self-injection for maintenance!

-
IV INFUSION at Week 0, 4, and 8’ MAINTENANCE with subcutaneous injections every 4 weeks'
INDUCTION Phase' MAINTENANCE Phase'
EVERY 4 WEEKS AFTER
wWo W4 ws W12

. . 300 mg per dose:
900 mg per infusion 1x 100 mg injection + 1x 200 mg injection (in any order)

Favourable safety profile

The safety of Omvoh was evaluated in the VIVID-1 Phase 3 ®
clinical triall The most common treatment-emergent HI]: VIEW FULL SAFETY TABLE
adverse events (occuring in >5% of patients) through

1year of treatment with Omvoh were mild to moderate!
In total, 10.3% of patients receiving Omvoh reported a
serious adverse event, and 5.1% discontinued treatment
due to an adverse event!

Mirikizumab clearly has a very good efficacy and
safety profile that many patients but also HCPs will like.

So, there is clearly a role for putting this
in our treatment armamentarium.

Prof. Marc Ferrante

omvoh-

mirikizumab
A Lilly Medicine




Target Patient VIVID-1 trial design Dosing Efficacy Bowel Urgency Histology Safety

v Omvoh SAFETY PROFILE

k Weeks 0 to 52 1
fi k
Adverse events® Omvoh ustekinumab PBO
C N=630 N=309 N=211 il
G
4 COVID-19 16.5% 15.2% 13.7%
1 Anaemia 6.7% 4.9% 6.6%
Arthralgia 6.5% 2.6% 5.2%
[ Headache 6.5% 4.9% 4.3%
g URTI 6.0% 71% 4.3%
| Nasopharyngitis 5.7% 6.1% 4.3% .
Diarrhoea 5.6% NA% 4.7%
Pyrexia 4,0% NA% 3.8%
Weeks 0 to 52'
Serious adverse events, Omvoh ustekinumab PBO
discontinuation, and death N=630 N=309 N=21
SAE 10.3% 10.7% 17.1%
Treatment discontinuations 5.1% 2.6% 9.5%
due to AE
Weeks 0 to 52'
I Adverse events of Omvoh ustekinumab PBO
| special interest N=630 N=309 N=21
C Serious infection 2.2% 2.9% 2.8%
a L .
! Opportunistic infection 11% 0.3% 0%
(narrow)
li
S Major adverse cardiac event 0% 0.6% 0.9%
( .
Malignancy
Non-Melanoma Skin Cancer
0.2% 0.0% 0.5%
(NMSC)
Malignancies excluding o o o
NMSC 0.2% 0.0% 0%
Infusion site reaction 0.2% 1.3% 0%
Injection site reaction 10.8% 5.8% 6.5%
Suicide/self-injury (narrow)® 0.3% 0% 0%
Hepatic event (narrow)° 6.2% 2.6% 4.3%
Footnotes
OEventﬁ that o?curred in at least 5% of the patients in any trial group. Events are listed according to decreasing frequency in the
Omvoh group.
PBoth events were suicidal ideation; one participant had prior history of suicide attempt, the other had a history of anxiety.
°One participant presented non-concomitant increases in ALT/AST and TB increase. The participant had a diagnosis of Gilbert's
Syndrome with fluctuating indirect hyperbilirubinemia through the study period and a one-time ALT increase (3.6-fold ULN) at
Week 48 when TB was normal!
Abbreviations I

AE, adverse events; ALT, alanine aminotransferase; AST, aspartate aminotransferase; NA, not available; PBO, placebo; SAE, serious
adverse events; TB, total bilirubin; ULN, upper limit of normal; URTI, upper respiratory tract infections.
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Indications

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.?

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.?

Safety information

Crohn’s disease
The safety of Omvoh was evaluated in a Phase 3 clinical trial! The most common adverse events (occurring in 25% of patients)
were COVID-19, anaemia, arthralgia, headache, upper respiratory tract infection, nasopharyngitis, and diarrhoea.?

Ulcerative colitis
The safety of Omvoh was evaluated in three Phase 3 trials.?? The common reported adverse reactions were upper respiratory
tract infections, arthralgia, headache, rash, and injection site reactions.?

Footnotes

Treat-through design: Week 52 parameter was assessed regardless of Week 12 PROs. Clinical response by PRO: >30% decrease
in stool frequency and/or abdominal pain, and neither score worse than baseline. Clinical remission by CDAI: CDAI score

of <150. Endoscopic response: Endoscopic response was defined as >50% reduction from baseline in SES-CD Total Score.
Endoscopic remission: SES-CD Total Score <4 and at least a 2-point reduction vs baseline and no subscore >1in any individual
variable!

SAll categorical endpoints of superiority comparison were analysed with the Cochran-Mantel-Haenszel test adjusted by
stratification factors. Non-responder imputation was used for categorical endpoints!

"Response rates were compared between treatment arms using the Fisher's exact test in subgroups, with missing data
imputed as non-response.®

“Data are LSM, and comparisons were performed using ANCOVA with mBOCF. For participants in the PBO group who switched
to mirikizumab at W12, baseline values were carried forward to derive the change from baseline at W52.°

Abbreviations

ANCOVA, analysis of covariance; €D, Crohn’s disease; CDAI, Crohn’s Disease Activity Index; HCP, healthcare professional;
IL-23p19i, interleukin-23 subunit P19 inhibitor; LSM, least squares mean; mBOCF, modified baseline observation carried forward;
NRS, numeric rating scale; PBO, placebo; PRO, patient-reported outcome; QoL, quality of life; SES-CD, Simple Endoscopic Score
for Crohn’s Disease; SmPC, Summary of Product Characteristics; W, Week.

References

1. Ferrante M, et al. Lancet. 2024;404(10470):2423-2436. 2. Omvoh Local Label. 3. Rubin DT, et al. Inflamm Bowel Dis. 2021;27(12):1942—
1953. 4. Schreiber S, et al. Dig Dis Sci. 2024;69(7):2333-2344. 5. Gordon JP, et al. Eur J Gastroenterol Hepatol. 2015;27(7):804-812. 6.
Jairath V, et al. Oral presentation at ECCO 2024:0P35. 7. Data on file, Eli Lilly and Company.8. D’'Haens G, et al. N Engl J Med.

2023;388(26):2444-2455. 9. Sands BE, et al. Inflamm Bowel Dis. 2024:izae235. doi: 10.1093/ibd/izae253. 10. Jairath V, et al. Poster
presented at UEGW 2024:P0550.

PP-MR-AE-0218 | Privacy Policy

Prescribing Information °
You are receiving this email because you have previously registered to receive information from Lilly. The
content and web links contained in this email may be promotional in nature. If you wish to stop receiving A MEDICINE COMPANY

emails from Lilly, Please Unsubscribe Here.

This email message (including all attachments) is for the sole use of the intended recipient(s) and may
contain confidential information. Any unauthorised review, use, disclosure, copying or distribution is strictly
prohibited. If you are not the intended recipient, please approach Lilly contact via email and destroy all
copies of the original message.

For adverse events and safety reporting, please send an email: PYV-MEA®@Iilly.com
For product complaints, please send an email: lomail_pc_mena@lilly.com

For further information about Lilly and Lilly products please contact us at the below address:
UAE: The Offices, One Za'abeel, Za’abeel Palace St, Za’abeel 1, Offices 701-705, Tower A,
P.O. Box 2039, Dubai, UAE, Tel.: (+971 4) 4537800, Fax: (+971 4) 436 2399

Lilly and Omvoh™ are registered trademarks of Eli Lilly and Company.
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