FIRENZE

62°concrrssog ER

NAZIONAI I ADOI &

17/19
SETTEMBRE
2026

62° CONGRESSO NAZIONALE ADOI

ABSTRACT N. 67

POSTERS

LEBRIKIZUMAB FOR PAEDIATRIC PATIENTS AGED =6 MONTHS WITH
MODERATE-TO-SEVERE AD: PHASE 3 ADORABLE-1 WEEK-16 RESULTS

L. Stingeni’, L. Eichenfield?, J. Ornelas’, V. Prajapati’, C. Yang’, A. Tanaka®, S. Weidinger’, C. Flohr’, E. Swanson’,
L. Martin'’, S. Daveiga'’, R. Gontijo Lima", H. Elmaraghy"’, E. Pierce'’, P. Sen', G. Gallo"', M. Piruzeli', A.
Larkin'', M. Grau", Y. Mihaylov'’, A. Paller"

'Dermatology Section, Department of Medicine and Surgery, University of Perugia, Italy; Departments of Dermatology and Pediatrics, University of
California San Diego School of Medicine, La Jolla, California, USA; *Department of Dermatology, Integrative Skin Science and Research, Sacramento,
California, USA; ‘Dermatology Research Institute, Skin Health & Wellness Centre, Probity Medical Research, and University of Calgary, Calgary, Cana-
da; °Chang Gung University College of Medicine, Taoyuan, Taiwan; *Department of Dermatology, Graduate School of Biomedical and Health Sciences,
Hiroshima University, Hiroshima, Japan; 'Department of Dermatology and Allergy, University Hospital Schleswig-Holstein, Kiel, Liibeck, Germany; *De-
partment of Dermatology and Population Health Sciences, King’s College London, UK; “Ada West Dermatology, St Luke’s Children’s Hospital Idaho,
USA; "School of Clinical Medicine, UNSW Sydney & Dermatology Department, Sydney Children’s Hospital, Sydney, Australia; "'Eli Lilly and Company,
Indianapolis, Indiana, USA; "*Almirall R&D, S.A., Barcelona, Spain; *Dermatology and Infectious Disease, Feinberg School of Medicine, Northwestern

University, Chicago, Illinois, USA

Background and Objectives. To evaluate the efficacy and
safety of lebrikizumab compared to placebo (PBO) in pa-
tients 6 months to <18 years of age with moderate-to-se-
vere atopic dermatitis (AD) in the randomised, double-blind,
PBO-controlled, Phase 3 ADorable-1 study (NCT05559359).
AD is the most prevalent systemic chronic inflammatory
skin condition in children, affecting 15-20% worldwidel.
There is a significant unmet need due to limited treatment
options: only one biologic option is approved for use in pa-
tients as young as 6 months of age with moderate-to-severe
AD. Lebrikizumab binds interleukin-13 with high binding
affinity and slow dissociation rate. Interleukin-13 is a key
driver of AD pathogenesis. Lebrikizumab is currently ap-
proved for adolescent patients aged =12 years, weighing
=40 kg with moderate-to-severe AD.

Methods. Key inclusion criteria. Age =6 months to <18
years. Weight minimum =6 kg for all patients, and <40 kg
for patients aged =12 to <18 years. EASI score =16. IGA
score =3 (on a 0-4 scale). =10% body surface area (BSA) in-
volvement. Diagnosis of AD per American Academy of Der-
matology criteria, with duration requirements tiered by age:
- 212 months if the participant was =6 years old - =6
months if 2 to <6 years old - =3 months if 6 months to <2
years old Key exclusion criteria. Prior treatments before
baseline: - Dupilumab within 8 weeks (enrollment of pa-
tients with prior dupilumab use was capped at <20% of the
study population) - Other biologics within 5 half-lives (if
known) or 16 weeks, whichever is longer TCS standardisa-
tion. Two weeks before the baseline visit, a standardised top-
ical corticosteroid (TCS) treatment was initiated for all pa-
tients and continued through the end of the study. TCS use
was tapered upon lesion clearance (IGA =2 - 3x/week; IGA
0 - stop), alongside daily non-medicated emollient use
throughout the study Rescue medication. Rescue medication
included high or ultra-high-potency TCS, and any systemic
AD treatment Analysis populations. Efficacy analyses used

the overall Intent-to-Treat (ITT) population. Safety analyses
used the Overall Safety population Statistical analyses.
Treatment comparisons used the Cochran-Mantel-Haenszel
test stratified by geographic region, age group at first visit
and disease severity. Primary method of handling missing ef-
ficacy data (non-responder imputation/multiple imputation
[NRI/MI]): - Patients who received rescue medication were
analysed as non-responders - For patients who discontinued
treatment for any reason, observed data after treatment dis-
continuation were used; Markov chain Monte Carlo multiple
imputation was used to handle the remaining missing data.
The family-wise type 1 error is controlled at a 2-sided level
of 0.05 using the graphical multiple testing strategy. The
overall ITT population is defined as all randomised patients
from Cohort 1 and all randomised patients from Cohort 2
who either complete or have an opportunity to complete
treatment through Week 16 at the time of the data cut. The
Overall Safety population is defined as all randomised pa-
tients from Cohorts 1 and 2 who received =1 dose of study
treatment and who either complete or have an opportunity
to complete treatment through Week 16.

Conclusions. In the Phase 3 ADorable-1 study, lebrik-
izumab demonstrated statistically significant and clinically
meaningful efficacy versus PBO, meeting both co-primary
endpoints of Investigator’s Global Assessment (IGA) 0/1 with
=2-point improvement and Eczema Area And Severity Index
(EASI) 75 at Week 16 in patients aged 6 months to <18
years with moderate-to-severe AD. Treatment with lebrik-
izumab resulted in consistent improvements in key mea-
sures of disease severity and symptoms (skin clearance, itch
relief and quality of life). The safety profile of lebrikizumab
in ADorable-1 was consistent with prior studies in adult and
adolescent patients with moderate-to-severe AD, and no new
safety findings were identified over 16 weeks of treatment.
These results provide evidence supporting interleukin-13-tar-
geted therapy as a novel treatment for a broad paediatric
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KEY FINDINGS

Figure 1: Lebrikizumab was superior to PBO for both co-primary endpoints at

Week 16 (p<0.001)
Co-primary endpoints at Week 16

Table 1: Adverse events
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Figure 2: Study design

e LEB + TCS (N=245)
N-=363 LTE: ADorable-2
—>
TCS standardisation (14 days) Randomised, double-blind treatment Safety follow-up
[ T T T T T T T T T " 1
Screening (30 days) Week 0 Week 4 Week 8 Week 12 Week 16 18 weeks after

Weight tier  Loading dose Dosing frequency Cohort Age range ¢ the last dose

Week 0: 500 m: . -
240 kg e — mg From Week 4: 250 mg Q2W 12 years to <18 years Co-primary endpoints:
- Conort e years to <12 years IGA 0/1 with 22-point
15 to <40 kg | Week 0: 250 mg |From Week 2: 250 mg Q4W improvement, EASI 75

6to<15kg | Week 0: 125 mg |From Week 2: 125 mg Q4W Cohort 2 | 6 months to <6 years

All participants were instructed to use TCS (low- or mid-potency) starting 2 weeks before the baseline visit. Region-specific medical coding guidelines were not applied; WHODrug Version:
WHO Drug Global B3, Sep2025. Participants who complete the study through Week 16 will be eligible for enroliment in a long-term extension study (ADorable-2) to assess the long-term
safety and efficacy of lebrikizumab. Safety follow-up assessments will be conducted 18 weeks after the last dose for those participants who discontinue the study early or those who
complete the study through Week 16 but do not enroll in the long-term extension study.

Table 2: Baseline demographics Table 4: Baseline disease

Data are mean (SD), LEB +TCS characteristics
unless otherwise indicated N=245
Female, n (%) 64 (54.2) 116 (47.3) Dat (sD) LEB + TCS
A 3 7.6 (3.07 7.7 (3.32 el L)
ge (years) { ) | { ) unless otherwise indicated N=245
Age category, n (%)
Gl S T e8] R Age atAD onset (ears)® | 1.4(2.19) | 1.8 (255)
2 to <6 years 22 (18.6) 48 (19.6)
IGA, n (%
6to <12 years 82 (69.5) 165 (67.3) Physician- e
12 to <18 years 10(85) 19(7.8) reported 2 S076:3)K8| 1 82(14:6)
BMI (kg/m?) 18.3 (3.8) 18.0 (3.3) outcomes 4 28 (23.7) 62 (25.4)
Weight category®, n (%) EASI 28.9 (10.61) | 28.3 (9.94)
6to <15kg 9 (7.6) 24(9.8) BSA 47.0 (19.93) | 45.1 (18.35)
15to <40 kg 87 (73.7) 181 (73.9) Pruritus NRS (patients
240 kg 22 (18.6) 40(16.3) 26 years) i 5.8(249) | 64(2.19)
IEaceNnl{po) Score 24, n (%) 61(73.5) | 135(854)
White 71 (60.2) 144 (58.8) -
Asian 32(27.1) 63(25.7) !‘;S' e":}; (fpetitainis 69(1.78) | 6.9(2.08)
Black/African American 6(5.1) 17 (6.9) Patient- y -
Native Hawaiian or Other 1(08) 1(0.4) reported Score 4, n (%) 19 (90.5) 47(92.2)
Pacific Islander ; ) outcomes LD A 10.6 (6.83) | 10.9 (6.41)
American Indian or Alaska Native 3(2.5) 12 (4.9) <17 years)
Multiple 4(34) 4(1.6) Score 26, n (%) 71(68.9) 167 (78.8)
Unreported 1(0.8) 4 (1.6) PROMIS Sleep disturbance| 66 (10.8) 66.2 (9.7)
Geographic region, n (%) PROMIS Sleep-related
United States 18 (15.3) 42 (17.1) impairment 59.3(11.8) | 56.8(11.5)
E‘"‘t"’i = 3; (ég-g) 14553(1 ;—‘2 TCS 114 (96.6) | 236 (96.3)
e ol wor (65:3) (64.5) TCl 57 (48.3) | 113 (46.1)
Data from overall ITT population. *Age calculated at date of first visit (screening). : ;
"Weight category was based on the patient's weight at Visit 3 (baseline). *Rest of world jlopical _PDE4I_ — 7 (56) iB(I5)
for pooled study population includes Latin America (n=135 [37.2%]), followed by Asia Janus Kkinase inhibitors® 7(5.9) 15 (6.1)
(n=79 [21.8%]), Australia (n=13 [3.6%]), and Canada (n=8 [2.2%l]). N -
Prior synstemlc treatment 70(59.3) | 132 (63.9)
Table 3: Rescue medication use uee.n (%)
Systemic CS 41(34.7) | 75(306)
All data are n (%) LEB + TCS C Dupilumab 13 (11.0) | 30(12.2)
N=245 treatment Cyclosporine 14 (11.9) 23 (9.4)
Patients with 21 rescue medication* 14 (11.9) 8(3.3) for AD T e 0 0
High-potency TCS 9(7.6) 7(2.9) management PNy P 0
Systemic therapy 5(4.2) 1(0.4) Azathionr 0 0
Systemic CS 5(4.2) 1(0.4) ANEPINS
Immunosupressant 0 0 Methotrexate 14 (11.9) 15 (6.1)
Biologics 0 0 Tralokinumab 0 0
Phototherapy or Photochemotherapy 0 0 Phototherapy 11(9.3) 21(8.6)
Data from overall ITT population. RRescue medication for AD in the treatment period is Gilitay Lfslivges {8 52
defined as the use of any high or ultra-high-potency TCS or any systemic medication. Other non-biologic 20 (16.9 29 (15.9
Note: Rescue treatment with high-potency TCS was permitted for patients with an medication/treatment (16.9) (15.9)
IGA score of 4 or intolerable symptoms, per the investigator’s judgment. Systemic
corticosteroids or systemic immunosuppressants used as rescue medication required Data from overall ITT population. *Calculated as the difference between date of onset of
permanent discontinuation of study intervention. AD and date of birth. *Includes both topical and systemic Janus kinase inhibitors
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