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BACKGROUND and OBJECTIVE

Background

m Alopecia areata (AA) can have a waxing and waning course with relapses even while on treatment;*2
In its most severe presentations AA can be chronic and difficult to treats

m Baricitinib, an approved systemic therapy for severe AA, demonstrated a high level of sustained
efficacy (89.1%) through 152 weeks among patients who achieved a SALT score <20 at Week 52
following treatment with once-daily baricitinib 4-mg in the (BRAVE-AA1 and BRAVE-AA2) phase 3

trials?

Objective

m In this post-hoc analysis, we characterize patterns of loss of response during maintenance treatment
(Weeks 52—152) among the 10.9% (n=14) of patients who demonstrated loss of response (SALT
score >20) at Week 152 and explore differences between patients who lost versus maintained

response

AA=alopecia areata; SALT=Severity of Alopecia Tool.
Copyright ©2024 Eli Lilly and Company. All rights reserved.



BRAVE-AA1l and BRAVE-AA2 Study Designa

Characterization of Patterns in Loss of Response During Maintenance
Treatment With Continuous Baricitinib 4-mg (Weeks 52-152)°

Screening
& Washout

4 Y . o )
e Pooled Continuous Baricitinib 4-mg
Baricitinib 4-mg :
_ : Long-Term Extension®
N=515 Across Studies N=129
\_ N /

4 BRAVE-AA1 A

N=654
BRAVE-AA2 @ W152
N=546 L4

v

N

Baricitinib 4-mg responders (patients
who achieved SALT score <20 at
Week 52) (N=201)c

aFigure is not the full BRAVE-AA1 and BRAVE-AA2 program; PBaricitinib 2-mg dose is not included in this analysis because patients receiving continuous baricitinib 2-mg in BRAVE-AA2 who
experienced a 20-point worsening of SALT score post Week-52 were rescued to baricitinib 4-mg; °SALT <20 responders in BRAVE-AA1 were randomized 3:1 at Week 52 to remain on baricitinib
4-mg or transition to placebo; SALT <20 responders in BRAVE-AA2 were randomized 1:1 at Week 52 to remain on baricitinib 4-mg or down-titrate to 2-mg; 9Patients who achieved SALT score <
20 at Week 52 and who subsequently continued on the baricitinib 4-mg dose comprised the long-term extension group.

AA=alopecia areata; SALT=Severity of Alopecia Tool.
Copyright ©2024 Eli Lilly and Company. All rights reserved.



Key Eligibility Criteria: BRAVE-AA1 and BRAVE-AA2

Male (218 to <60 years) or female (=218 to <70 years)2

Hair loss involving 250% of the scalp, assessed with SALT score
Current episode of AA >6 months to <8 years®

No spontaneous improvement in the 6 months before screening
Not primarily a “diffuse” type of AA

No concomitant treatments for AA allowed®

aDifferent upper age limits were included for male and female patients based on differences in the prevalence of concomitant androgenetic alopecia; °Patients who had AA for =8 years could be
enrolled if episodes of regrowth, spontaneous or under treatment, had been observed on the affected areas over the past 8 years; Oral/topical minoxidil or finasteride was allowed if on stable
dose for 212 months and bimatoprost ophthalmic solution was allowed if on stable dose for 28 weeks.

AA=alopecia areata; SALT=Severity of Alopecia Tool.

Copyright ©2024 Eli Lilly and Company. All rights reserved.



SALT Score?

m The SALT score Is a weighted sum of the percentage of
hair loss In the 4 quadrants of the scalp (left side, right

side, top, and back), ranging from O (no hair loss) to 100
(complete hair loss)

m SALT scores with subscripts refer to percent
Improvement from baseline (eg, SALT,;,=230%
Improvement from baseline in total SALT score)

m SALT score interpretation
— SALT score 0=no hair loss
— SALT score 100=complete halir loss

— SALT score £20=20% or less hair loss
(80% scalp coverage)

9514 4195
HH ~ \* A S e
T 7

TOP: 40% BACK: 24% LEFT SIDE: 18% RIGHT SIDE: 18%

SALT=Severity of Alopecia Tool. | o |
Copyright ©2024 Eli Lilly and Company. All rights reserved.



Assessments and Statistical Analyses

m Patient records were reviewed to identify patients who demonstrated loss of
response at Week 152

— Loss of response was defined as SALT Score >20 at Week 152 (ie. loss of
SALT score <20)

m Descriptive statistics were used to summarize baseline characteristics and the
timing and extent of scalp hair loss for these patients

m Occurrence of COVID-19 infections, other serious Infections, and treatment

Interruptions were examined as potential antecedents to the loss of response;
baseline demographics and clinical characteristics were also considered

COVID-19=coronavirus disease 2019; SALT=Severity of Alopecia Tool.

Copyright ©2024 Eli Lilly and Company. All rights reserved.



RESULTS
Baseline Demographics and Patient Characteristics BARI 4-mg

Week 52 Responders (1/2)

BARI 4-mg Week 52 Responders?

Response maintained Response lost
(N=115) (N=14)

Age, years 37.0 (12.6) 34.1 (8.7)
Female, n (%) 71 (61.7) 9 (64.3)
Race, n (%)
White 60 (52.2) 11 (78.6)
Asian 45 (39.1) 3(21.4)
Black or African American 7(6.1) 0
Other 3 (2.6) 0
BMI, kg/m? 25.4 (4.9) 24.7 (3.1)
Duration of AA since onset, years 10.2 (10.3) 13.6 (10.5)
Duration of current AA episode 2.8 (2.5) 4.4 (3.7)
<4 years, n (%) 91 (79.1) 7 (50.0)
24 years, n (%) 24 (20.9) 7 (50.0)
Patients with atopic background® 46 (40.0) 4 (28.6)
SALT score 79.3 (18.9) 86.4 (20.9)
SALT score category, n (%)

Severe —non-AT (SALT score 50-94) 74 (64.3) 5(35.7)
Very severe — consistent with AT (SALT score 95-100) 41 (35.7) 9 (64.3)
ClinRO eyebrow score 22, n (%) 70 (60.9) 10 (71.4)

ClinRO eyelash score 22, n (%) 61 (53.0) 7 (50.0)

aBARI 4-mg—treated patients with SALT score <20 at Week 52; PAtopic background is defined as medical history or current atopic dermatitis, allergic rhinitis, allergic conjunctivitis or allergic asthma.
Note: Data are mean (SD) unless stated otherwise.

AA=alopecia areata; AT=alopecia totalis; BARI=baricitinib; BMI=body mass index; ClinRO=clinician-reported outcome; SALT=Severity of Alopecia Tool; SD=standard deviation.
Copyright ©2024 Eli Lilly and Company. All rights reserved.



Baseline Demographics and Patient Characteristics

BARI 4-mg Week 52 Responders (2/2)

Baseline Current Episode Baseline Very Severe AA (SALT Baseline ClinRO Eyebrow Baseline Atopy
Duration 2 4 Years Score 95-100) Score 22, % of Patients? % of Patients
% of Patients % of Patients o
, 71%
64% 61%
50%
360A) 400/0
~ - )
Response Response Response Response Response Response Response Response

Maintained Lost Maintained Lost Maintained Lost Maintained Lost

m  Sample size is small which is a limitation, but shows some numerical differences In baseline disease
characteristics between those losing (10.9%, n=14/129) and those maintaining (89.1%, n=115/129)
treatment response

2A ClinRO or PRO score of 2 indicates significant gaps in eyebrow(s)/eyelashes, and a score of 3 indicates no notable eyebrow(s)/eyelashes.
AA=alopecia areata; ClinRO=clinician-reported outcome; PRO=patient reported outcome; SALT=Severity of Alopecia Tool

Copyright ©2024 Eli Lilly and Company. All rights reserved.



COVID-19 Vaccinations, COVID-19 Infections, and Treatment

Interruptions During Maintenance Period Among Patients Who
Lost Response Between Week 52 and Week 152

One patient had interruption in treatment beginning at Week 1362 -
One patient was discontinued from treatment due to adverse event -

Seven patients had none of the prespecified details regarding loss of B
response

Six patients who lost response had received a COVID-19 vaccination

and/or experienced a COVID-19 infection during the maintenance
periodaPb

aPatient who had treatment interruption at Week 136 had also received a COVID-19 vaccine

bEour patients received a COVID-19 vaccine and no COVID-19 infection; One patient experienced a COVID-19 infection and no COVID-19 vaccine; One patient experienced a COVID-19
Infection and subsequently received a COVID-19 vaccine

Notes: Causation cannot be determined between these events and loss of response. Sample size was small. Analysis of the ITT population for COVID-19 infection or vaccine was not
performed. Patient narratives were not reviewed for other potential antecedent events.

COVID-19=coronavirus disease 2019:; ITT=intent to treat
Copyright ©2024 Eli Lilly and Company. All rights reserved.



Time to Loss of Response Among BARI 4-mg Week

52 Responders

Initial and Maximum SALT Score in Patients
With Loss of Response (N=14)

Time to loss of response? (N=14)

8 ) —
Patients were 1 O
/ observed to 2 o
lose response
2 6 - either early or 3 o
S late during 4 O O
= maintenance 5 ® O
(©
Q treatment 6 o
“ The majority of
. / O O L patients had
é 8 QO maximal
worsening to a
E ) 310 /9100 SALT score of
) 10 / © 21-40
Maximal worsening
11 SALT score at O of SALT score
y I f .
2 e ion ot @ ollowng response
13 response loss o O
52 56 60 64 68 78 88 104 120 136 152 4 . | O | Q
0 20 40 60 80 100
Week SALT Score

2Loss of response defined as SALT score >20

Note: Time to loss of response may not reflect actual time at which SALT score <20 was lost because most patients waited until their next clinic visit to be reassessed. Time intervals between
clinic visits were extended from every 4 weeks through Week 68 to every 16 weeks after Week 88. Data for patients who discontinued the study treatment were set as missing for all subsequent
visits. LOCF was used to impute missing data.

LOCF=last observation carried forward; SALT=Severity of Alopecia Tool. ., iiht ©2024 Eli Lilly and Company. Al rights reserved.



Individual Patient Trajectories from Week 52

Through Week 152 (N=14)

— Loss of Response

20

50

22\/\/ \_N\/—_\ \ \/\

50

100

0 TN /\/\\/——4\\_/\/\/

100
0 52606876 88 104 120 136 152 52606876 88 104 120 136 152

i ' aPatient’s treat t
{ ] - atient’s treatment was
) \f\t COVID-19 Vaccine e o
O COVID-19 Infection rough Week 152,

SALT Score
o

bPatient’s treatment was

withdrawn after 58 weeks

8 Treatment due to adverse event.
52606876 88 104 120 136 152 52606876 88 104 120 136 152 Interruptlon °Patient trajectory shows

Week LOCF data.

Note: Time to loss of response may not reflect actual time at which SALT score <20 was lost because most patients waited until their next clinic visit to be reassessed. Time intervals between
clinic visits were extended from every 4 weeks through Week 68 to every 16 weeks after Week 88.
LOCF=last observation carried forward; SALT=Severity of Alopecia Tool Copyright ©2024 Eli Lilly and Company. All rights reserved.
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CONCLUSIONS

m A small number of patients (12 patients) experienced true loss of response during long-term
maintenance therapy with baricitinib 4-mg

— Two additional patients experienced loss of response due to treatment interruption
m Time to loss of response was variable and showed no obvious patterns

Half of those who lost response (unrelated to treatment interruption) experienced maximal
worsening to no greater than SALT score <40

m Definitive identification of risk factors for loss of response Is not possible due to small
sample size; however, the following were observed:

— Higher disease severity and chronicity among those who lost response
— Antecedent COVID-19 infection or vaccine among some patients who lost response

A full review of patient narratives to identify other potential antecedent factors was not
performed

m Future research Is needed to confirm what factors potentially trigger loss of response on
baricitinio monotherapy and to determine the potential role of adjunctive therapies In

mitigating this risk

AA=alopecia areata; SALT=Severity of Alopecia Tool
Copyright ©2024 Eli Lilly and Company. All rights reserved.



KEY RESULTS

* Most patients maintained efficacy on Baricitinib 4-mg at Week 152

- Half of those who lost response while on treatment* (6 out of 12) at Week 152 remained In
the moderate SALT score range <40

Maximum SALT score loss of response
during Weeks 52-152

" SALT Score >20 to <40 6
SALT Score >40 to <60 2
Bari 4-mg
= SALT Score >60 to <80 1
N=129 11% (n=14) of Week 52
responders? lost
response at Week 152 g 1 score >80 to 100 3

Loss of response due to
treatment interrupted*
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aResponders are patients who have achieved a SALT score <20
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Abbreviations

AA=alopecia areata; AT=alopecia totalis; BARI=baricitinib; BMI=body mass index;
ClinRO=clinician-reported outcome; IT T=Intent-to-treat; JAK=Janus kinase;
LOCF=last observation carried forward; SALT=Severity of Alopecia Tool;
SD=standard deviation; W=Week
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