Maintained Improvement in Patient Rated Outcomes With Baricitinib 4-mg P15

In Adults With Moderate-to-Severe Atopic Dermatitis
Who Were Treated for up to 104 Weeks in a Randomised Trial

Jacob P. Thyssent!, Thomas Werfel?, Sebastien Barbarot3, Hamish J. A. Hunter4, Evangeline Pierce>, Luna Sun®, Andrew S. Buchanan®, Na Lu®,
Andreas Wollenberg’, Liesbet Ghys (Non-Author Presenter)?

Department of Dermatology and Venerology, Bispebjerg Hospital, Copenhagen, Denmark; ?Division of Immunodermatology and Allergy Research, Department of Dermatology and Allergy, Hannover Medical School,
Hannover, Germany; 3Department of Dermatology, Nantes Université, Centre Hospitalier Universitaire de Nantes, Nantes, France; “Department of Dermatology, Salford Care Organisation, part of the Northern Care Alliance
NHS Foundation Trust, Salford, UK; °Eli Lilly and Company, Indianapolis, IN, USA; °Precision Statistics Consulting, Woodbury, MN, USA;

‘Department of Dermatology and Allergy, University Hospital, Ludwig Maximillian University, Munich, Germany; 8Eli Lilly and company, Brussels, Belgium

Patient Demographics and Baseline Characteristics?

BACKG ROUND BARI 4-mg BARI 4-mg
= Atopic dermatitis (AD) is a common, chronic, relapsing and remitting highly symptomatic 0 B(ﬁ'féf)'mg {0 B(Q'fgj)'mg
inflammatory skin disease!3 that causes intractable pruritus, sleep disturbance, and pain,*° Age, years 38.8 (15.3) 38.1 (14.3)
resulting in poor quality of life (QoL) for many patients® Male, n (%) 54 (64.3) 53 (63.1)
m Baricitinib, an oral selective Janus kinase (JAK)1/JAK2 inhibitor, is approved in many countries Race, n (%)
for moderate-to-severe AD in adults who are candidates for systemic therapy e P g;g; > Egigg
= BREEZE-AD3 (NCT03334435) Is an qngoing, dogb_lg-_bli_nd, Phase 3 _extension study designed BREEZE-AD3 substudy baseline (W52)
to assess the long-term safety and efficacy of baricitinib in patients with moderate-to-severe AD’ VIGA-AD, n (%)
m Maintenance of efficacy was demonstrated in BREEZE-AD3 through 52 weeks in patients 0 8 (9.5) 7(8.3)
who achieved clear, almost clear, or mild skin response at Week 16 in the originating studies? ; - Ejé'g - 8&23'2;
EASI 4.4 (5.1) 4.2 (3.9)
OBJ ECTIVE _ _ BSA % involvement 8.7 (10.8) 8.7 (9.7)
= This analysis evaluated maintenance of patient-reported outcomes, from Week 52 to Week Data are presented as mean (standard deviation) unless otherwise indicated
104, in patients initially assigned to baricitinib 4-mg upon entry into BREEZE-AD3, who * Modified Intent-to-Treat population who entered the substudy
achieved response or partial response at Week 52, and were subsequently re-randomized to : : : : :
continue treatment with baricitinib 4-mg or down-titrate to baricitinib 2-mg Patients Who C:_O”tlnued BARI 4-mg or Down-titrated to BARI 2-mg Maintained
Improvements in DLQI, POEM, and HADS Scores
DLQI (0,1) POEM 24-Point Improvement
SUMMARY OF KEY FINDINGS 100 100
Improvements in PROs were maintained from 52 weeks through 104 weeks of treatment in patients with AD - - 8331
who continued BARI-4 mg or down-titrated to BARI 2-mg, with background TCS as needed 5 807 5 807 77.4
Little or No Effect on QoL: DLQI (0,1) Little or No Effect on QoL: DLQI (0,1) § 50 - § 50 - 702
Y VIR ARASAGA <3 <3
Week 52 0 Week 52 0 SO 3817 X0
HEE 387 T 327 i~ 40 " 5= 40-
Week 104 359, Week 104 31% 5 20 = s 20 -
Continued ﬂ ﬂ ﬂ ﬂ ﬂ ﬂ Down-titrated JL Jl Jl ﬂ ﬂ ﬂ ﬂ
BAE'_;I"Q Improvement in Eczema: POEM 24 Points to Bﬁﬁé :-mg Improvement in Eczema: POEM 24 Points 0 I I — I I I I 0 I I — I I I I
(N=54) (N=54) 52 56 60 64 68 76 84 92 104 52 56 60 64 68 76 84 92 104
Week 52 ﬂ 8 3% Week 52 ﬂ 8 3% Weeks Weeks
Week 104 77% Week 104 70% - BARI 4-mg to 4-mg (N=84) ¢ BARI 4-mg to 2-mg (N=84) - BARI 4-mg to 4-mg (N=84) - BARI 4-mg to 2-mg (N=84)
HADS-A <82 HADS-D <82
METHODS 00 06
Study Design, BREEZE-AD3 Substudy S o ) | ] . )
— = 804 = 80+ il Il il
: : 70.0 o/ ! T : et t— 9.9
a BARI 4-mg (continuous dose) 5  eod Ot Lot T | > 0 61.5
Treatment 2 u o ././l—/"\i\./l 55.9 eu 1 i
in thi X0 . X0 T T T T T
BARI 4-mg [}z " analysis 5= 40 : g7 40-
cohort LE BARI 2-mg (down-titration)® S . s .
© — ] -
(N=252) e & Substudy eligibility was assessed and o o
re-randomization occurred at Week 52.
. Patients were stratified _by VIGA-AD™ 0 1T T 1 | | | | 0 I L [ | | [
— PBO (treatment withdrawal)® (0/1) vs. (2) when entering the substudy 52 56 60 64 68 76 84 92 104 52 56 60 64 68 76 84 92 104
atients were re-administered their
- original BARI dose if their vViIGA-AD Weeks Weeks
score became =3
Re-randomization? B BARI 4-mg to 4-mg (N=34) —— BARI 4-mg to 2-mg (N=30) 8 BARI 4-mg to 4-mg (N=26) ¢ BARI 4-mg to 2-mg (N=20)

>

Background TCS at Investigator’s discretion

2 |n patients with borderline or abnormal severity scores at baseline (HADS-A 28 or HADS-D =8)

Patients Who Continued BARI 4-mg or Down-titrated to BARI 2-mg
Maintained Improvements in Work Productivity

WPAI: Overall Work Impairment Score? WPAI: Daily Activity Impairment
Weeks from
entry into 0 N nnnnnmnmImmmmImImmmmImmImInmhhh 0 NI
BREEZE-AD3 Eligible for 2 g
T WL 104 = 10 -
substudy ;,: S 10 % L8- 10
(N=526) a3 @ 2
sw 204 T s — Y 4-20.83 ow -20-4 o
. : - _ : L 4 + . b / -21.76
Statistical Analys €S w = 22167 ¢ - 5t — E 2196 L2 st % e -24.53
Q= 5669 _ » L e o = I %
C e 2 9 : - B D0 -27.82 4
m Substudy eligibility was assessed at Week 52: s— -3079 s 307
O
— VIGA-AD score <2 (clear, almost clear, ©
or mild skin) -40 T | | | | | -40 1 | | | | |
— Had been assigned to baricitinib 4-mg (included in this analysis) or 2-mg (not included in this 52 36 °6 76 84 % 104 52 36 °6 76 84 92 104
analysis) at the start of BREEZE-AD3 Weeks Weeks
— Not on a study treatment interruption & BARI 4-mg to 4-mg (N=48) —4- BARI 4-mg to 2-mg (N=52) & BARI 4-mg to 4-mg (N=84) - BARI 4-mg to 2-mg (N=83)
— No use of high-potency topical corticosteroids in the prior 14 days
Assessments and Statistical Analyses
& Population R . ]
o WPAI: Presenteeism? WPAI: Absenteeism?
m Patients originally assigned to BARI 4-mg in BREEZE-AD3 who achieved response or partial response at Week 52 and were re-randomized to ‘
continue BARI 4-mg or down-titrate to 2-mg in the substudy 0 T 5 —
\_ J ) <
‘ % " 0 £ _ 703_-- ............. R Y P ereees
wn© TV 5 L B 2.10
/ Patient-Reported Outcomes \ a 9 EE O 4.850 b 1 !\, + I i
Maintenance of improvements in PROs from Week 52 through Week 104 £ = 4 £ = i N % |
ow o094 * ¢ - ______-—I -19.13 5 m |
. m Percentage of patients with: m Change from baseline L) 2277 + 4 | i ~__M-22.51 o 2 10 -
V= - DLQI(0,1): Little or no effect on QoL (Week 0) in WPAI (higher scores=greater impairment) Q = o6 84 I_ S — - o=
= — POEM total score: — Overall work impairment c - '30_ B 1 N g’ﬂ
>4-point improvement ~ Presenteeism P | - 8 15 -
- HADS <8 (anxiety and depression) — Absenteeism o ()
— Daily activity impairment
\ / -40 1 | | | | | -20 1 | | | | |
‘ 52 56 68 76 84 92 104 52 56 68 76 84 92 104
4 Analysis ) Weeks Weeks
_ _ —- BARI 4-mg to 4-mg (N=48) —¢— BARI 4-mg to 2-mg (N=52) — BARI 4-mg to 4-mg (N=49) —¢— BARI 4-mg to 2-mg (N=54)
m For categorical variables, response rate and Cls
ﬂ) m For continuous variables, ANCOVA model with region, baseline
disease severity (VIGA-AD) at Week 52, treatment group, and baseline value at Week 52 as covariates
m Data are presented descriptively; missing data were imputed using LOCF 2 Employed patients only
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