Lebrikizumab as monotherapy improves the BACKGROUND & OBJECTIVE
signs of moderate-to-severe atOpiC dermatitis m Some areas of the body, and some individual signs may be more resistant to

- - - . treatment in atopic dermatitis (AD).
across dlfferent bOdy reglOnS InCIUdlng head m The efficacy of lebrikizumab (LEB), a high-affinity monoclonal antibody targeting

and neCk over one year of treatment interleukin-13, in improving body signs, such as erythema, edema/papulation,

excoriation, and lichenification, by anatomical region at Week 16 has already been
Stefan Kozak'",Kilian Eyerich?, Marjolein de Bruin-Weller3, Eric L Simpson?, published for moderate-to-severe AD.’

Jonathan | Silverberg®, H Chih-Ho Hong®, Amber Reck Atwater’, Meritxell = The aim of this analysis was to determine the efficacy of LEB as monotherapy for AD
Falqués®, Laia Bardolet®, Delphine Staumont-Sallé? across four clinical signs by anatomical region in two phase 3 clinical trials
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Almirall, S.A. has licensed the rights to develop and commercialize lebrikizumab for the treatment of dermatology indications, m Lebrikizumab also reduced the Severity of all four clinical signs of AD, inCIuding

including atopic dermatitis, in Europe. Lilly has exclusive rights for the development and commercialization of lebrikizumab in the : L : : : :
Unted States ard the rest of the world outside of Europe. !{ICT\]/\e/nlflkcaS’[éOn, in all body regions, and the response was sustained from \Week 16 up
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KEY FINDINGS
EASI % Change From Baseline (CFB) by sign and body region up to Week 52 (MMRM)
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m In Week 16 LEB responders, improvement of moderate-to-severe AD across body regions -including head and neck-, and across signs, -including lichenification- was maintained through
Week 52.

STUDY DESIGN

Analysis Population and Analysis Baseline demographics and disease characteristics
Induction Period? Maintenance Treatment Period® | Population ' - '
- Analysis population Bl A e ol
ol | 5 i Rl _ES2oama R MBS m This analysis includes the N=291 patients initially LEBQ4W LEB Q2W | LEB Withdrawal
ik g5 LEB 250 mg Q4W, N=118 randomized to LEB who were responders at the end of (N=118) (N=113) (N=60)
Q| [ 2 & ’ . .
3| |8 e Lk : : ' the Induction Period. Age, years 35.8 (17.3) | 36.1(17.0) | 33.8(16.6)
& : ¢ PBO (LEB Withdrawal), N=60 m Responders were defined as patients who achieved Adolescent (212 to <18 years), n
. . 17 (14.4) 13 (11.5) 8 (13.3)
IGA 0/1 with =2-point | t or EASI 75, with (%) | | |
MR : : 5 : 2Z-point Improvement or , WItN NO
LU dicati Adult (218 years), n (%) 101 (85.6) | 100 (88.5) 52 (86.7)
SZVZZZ(ZS- : resy::(;ers EASiI 50 Non-respon;ersfto Escape er: LEB 250 m;QZWQ iifﬁtzyﬂgx rescue me |Ca |On use Female, n (OA)) 69 (585) 53 (469) 36 (600)
Age 212 years | ) . g
wegniz40i o weresioze @ Analyses were conducted on the pooled modified Region, n (%)
repi ey | R s— ———— maintenance primary population (mMPP) from USA 51(43.2) | 44(38.9) 22 (36.7)
or inadvisable : FGOAP(;;;T:LYOEE?;%S"; | EASI 50 Non-responders Discontinued | ADVOcate1 and ADvocatez Europe 38 (322) 40 (354) 18 (300)
—@ ® ® ® ® ® ® : Rest of the world 29 (24.6) 29 (25.7) 20 (33.3)
Week -4 Week 0 Week 16  Week24  Week32  Week40  Week 48Veek 52 —ADvocate2 efficacy analyses were performed on a Race, n (%)
U L modified population, excluding 18 patients (from a White 86 (72.9) 80 (70.8) 33 (55.0)
a Use of topical/systemic treatments for rohibited; ? Use of intermittent topical rescue medications for . . LY e | .
permitted.pRespo);ders who received PBO dpuring induction who were re-ranch))mized to LEB received an LD of either Slngle StUdy Slte) WhOse e“glblllty COUId nOt be Asian 17 (14'4) 19 (1 68) 15 (25'0)
500 mg given at Week 16 or 500 mg given at Week 16 and Week 18; 424 patients (ADvocate1) and 445 patients cO nﬁrmed Black 12 (1 ()_2) 9 (8_()) 8 (1 3_3)
(AD te2) with moderate-to- AD; 9500 LD at Week 0 and Week 2; ¢R d hieving EASI 75 '
IGA 01 with ;VZI-pg:rgt |renr§r§v§r:eer\1/te 2t Wook 16, without resoue mezincatioieuse; (Patints who did not maintain SEAS BMI, kg/m? 26.2 (2.9) 26.3 (6.9) 25.3 (4.8)
50 igned to the E Arm; 9 Maint f d by EASI 50 at Week 24, Week 32, Week H H i i o
4O,V;?1rdsva:/3eselﬁn468, rZspgcti?/Z?y?ePa:irgnts w?:g reencaeri]\(/::dos;:feprﬁ;Sfeiizisriidic}elztion were&:equiereed to wasegout for 5er?alf- AnaIySIS pe rIOd PTIOI' SyStemlc_: trea_tment’ n (/o) 66 (55'9) Sl (45'1) 30 (50'0)
Iives_prior tp initiating treatment in the Escape Arm; " Participant§ who were eligib_le for the_Escgpe Arm at Week 16 Disease duration since AD onset, 22 6 (14 8) 217 (14 2) 20.4 (14 9)
ADuooate /2 wers offered reatment n ADJoin. othenviss, pationts paricipated i & safety followp 12 weeks afer m Maintenance Period, Week 16 to Week 52 years
their last dose; | <30-day screening period; K IGA 0/1 with 22-point improvement from baseline; ' FDA primary endpoint; |GA, n (%))
m EMA co-primary endpoint. . -
Efficacy endpoints 3 (Moderate) 78 (66.1) | 70 (61.9) 37 (61.7)
Key eligibility criteria 4 (Severe) 40 (33.9) | 43(38.1) 23 (38.3)

m % change from baseline (CFB) in EASI obtained by

_ S | _ EASI 28.8 (12.6) | 29.5(10.8) 28.9 (11.2)

= Adults and adolescents (212 to <18 years weighting dividing LS mean CFB by total baseline mean in BSA % involvement 439(232) | 453 (206) | 42.9 (22.4)

240 kg) each clinical sign for each anatomical region. Pruritus NRS, median (range)  |7.2 (1.0-10.0)| 7.3 (2.1-10.0) | 7.6 (3.0-10.0)
m Diagnosis of AD, as defined by the American Academy Statisti <4, n (%) 9(7.8) 3(2.7) 2 (3.4)

! atistical model -

of Dermatology Consensus Criteria, for 21 year before 24, n (%) 107 (92.2) | 108 (97.3) 57 (96.6)

screening = The mixed-effects model of repeated measures Sleep-Loss s)ca'e (interference ofl  » 1 1.0y | 2.3(0.9) 2.3 (1.1)
= Moderate-to-severe AD, defined as having at the (MMRM) was used to evaluate CFB at Week 52 in DLQF 146 (75) | 14.9(6.9) 15.2 (7.5)

basellne VlSlt C|InICa| SlgnS Of AD by anatOmICa| regIOnS Data after a DLQI was completed only for patients 216 years at baseline; patients <16 years used the Children’s DLQI.

Note: Data are mean (SD) unless stated otherwise.

rescue therapy usage or discontinuation of treatment

— Eczema Area and Severity Index (EASI) 216 : .. .
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