
KEY RESULTS
Baricitinib Exposure After Treatment With BARI 4-mg
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METHODS

Study was sponsored by Eli Lilly and Company, under license from Incyte Corporation

BACKGROUND
■ Baricitinib, an oral, selective 

Janus kinase (JAK)1/JAK2 
inhibitor,1 is indicated in Europe 
and Japan for the treatment of 
moderate-to-severe atopic 
dermatitis (AD) in adult patients 
who are candidates for systemic 
therapy

– Has improved disease 
severity in adults with 
moderate-to-severe AD in the 
Phase 3 BREEZE-AD1, 
-AD2, -AD5, and -AD7 trials2-4 

■ BREEZE-AD-PEDS 
(NCT03952559) is a Phase 3 trial 
of children and adolescents with 
moderate-to-severe AD and an 
inadequate response/intolerance 
to topical therapy

OBJECTIVE
■ To evaluate the pharmacokinetics 

(PK), symptom response, and 
tolerability of baricitinib in a 
subset of pediatric patients (10 to 
<18 years) with moderate-to-
severe AD in BREEZE-AD-PEDS

a Patients were required to stop use of all topical treatments (eg, TCS and TCI) at least 7 days before starting baricitinib; 
b Use of TCS and TCI were permitted as background treatment after the Week 2
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CONCLUSIONS
■ PK, response, and safety profiles 

were similar between adults with 
moderate-to-severe AD and this 
subset of 10 to <18-year-old 
patients with moderate-to-severe 
AD treated with baricitinib 4-mg

Limitations
■ Results are from a subset 

of patients treated with 
open-label baricitinib in 
an ongoing study

■ Results from the ongoing 
randomized, double-blind, 
placebo-controlled study are 
needed to confirm the efficacy 
and safety of baricitinib in 
pediatric patients
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ABBREVIATIONS
AD=atopic dermatitis; AE=adverse event; BARI=baricitinib; 
EASI=Eczema Area and Severity Index; EASI75=75% 
improvement in EASI; NRS=numeric rating scale; 
PK=pharmacokinetics; QD=once daily; SD=standard 
deviation; TCI=topical calcineurin inhibitor; TCS=topical 
corticosteroid; TEAE=treatment-emergent adverse event; 
vIGA-AD=validated Investigator Global Assessment for AD; 
W=Week

Scan or click the QR code or use this URL 
(https://lillyscience.lilly.com/congress/aad2021)

for a list of all Lilly content presented at the congress.

Key Inclusion Criteria
■ AD for ≥12 months
■ Moderate-to-severe based on 

the following criteria: 
– vIGA-AD score of 

3 (moderate) or 4 (severe) 
at screening and baseline 
visits

– EASI score ≥16 at screening 
and baseline visits

– Body surface area 
involvement ≥10% at 
screening and baseline 
visits

■ History of inadequate response 
or intolerance to at least 
moderate-potency TCS and 
topical calcineurin inhibitors 
(TCI) or intolerance to TCS 
and/or TCI

RESULTS

■ The exposure of baricitinib was similar in patients aged 10 to <18 years old and in adults with AD when treated with 
baricitinib 4-mg

PK subset 
N=20

Topical treatments
permittedb

Topical treatments 
not permitteda

W12

BARI 4-mg QD

W2 W4W1W0W-1

10 to <18 
years

PK samples collected

Analysis Populations, Assessment, and Statistical Analysis

a All patients kept daily electronic diaries, reporting itch severity in the last 24 hours 

PK subset (N=20) of pediatric patients aged 10 to <18 years

Patients Included in Analyses

■ EASI75 
■ vIGA-AD response of:

– 0,1: Indicating clear or almost clear skin
– 0, 1, or 2: Indicating clear to mildly affected skin

Skin Inflammation Outcomes Over Time

Statistical Analyses
■ Observed case results are presented
■ PK results are presented as observed and mean concentrations-over-time for BARI 4-mg in 

pediatric AD patients overlaid on the concentration-over-time range (90% prediction interval) and 
model-predicted mean concentration-over-time for adult AD patients treated with BARI 4-mg

BARI 4-mg
(N=20)

Age, years (SD) 14.2 (2.4)
Female, n (%) 12 (60)

Country, n (%)
Taiwan
Spain
UK

11 (55)
7 (35)
2 (10)

Duration since AD diagnosis, years (SD) 11.6 (4.5)
vIGA-AD, n (%)

3
4 

5 (25)
15 (75)

EASI, mean (SD) 35.1 (11.4)
Prior systemic treatment for AD, n (%)a 17 (85.0)

■ 75% of patients had severe disease at baseline

a Prior systemic treatments included prednisone, prednisolone, methylprednisolone, dexamethasone, cyclosporin, azathioprine, deflazacort, 
methotrexate, triamcinolone (intramuscular), omalizumab, and dupilumab

Safety and Disposition
BARI 4-mg

(N=20)
Discontinuation for any reasona 3
TEAE 15
Serious AE 0
Discontinuation due to AE 0
Death 0

Most commonly reported TEAEs
Headache
Nasopharyngitis
Dizziness
Folliculitisb

Acne

5
4
4
3
3

Data are number of patients with AEs
a 2 patients discontinued due to lack of efficacy and 1 due to patient decision in order to treat another condition (psoriasiform spongiotic dermatitis); 
b All cases of folliculitis were reported from the same clinical site with location on thighs (2 patients) and face (1 patient)
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Data from pediatric AD patients (10 to <18 years old) are shown by individual colored lines. The grey band represents the 90% prediction interval of exposure for adult patients with AD. The black line is the model-predicted mean 
concentration-over-time curve for adult patients with AD following BARI 4-mg. The red line is the observed mean concentration-over-time curve for pediatric AD patients (10 to <18 years old) following BARI 4-mg

EASI75 Response
■ At Week 12, 9 patients (45%) achieved Eczema Area and 

Severity Index 75% response (EASI75)
– 6 of these 9 patients did not use any topical treatments
– 3 of these 9 patients used low- or medium-potency 

topical corticosteroids (TCS)

Note: 1 patient required high- or ultra high–potency TCS during the 12-week treatment period and did not achieve EASI75 at anytime

vIGA-AD Improvement and Response

Note: 1 patient required high- or ultra high–potency TCS during the 12-week treatment period and did not achieve vIGA-AD of 0, 1, or 2 at Week 12

Itch NRS Improvement

a 2 patients had missing data at baseline

■ At Week 12:
– 3 patients (15%) achieved a vIGA-AD score of 0 or 1
– 9 patients (45%) achieved a vIGA-AD score of 0, 1, or 2

• 5 of these 9 patients did not use any topical treatments 
• 4 of these 9 patients used low- or medium-potency TCS

■ Of the 16 patients with data at Week 12, 15 patients had 
a baseline Itch NRS of ≥4

– 7 of these 15 patients achieved an improvement of 
≥4 points on Itch NRS at Week 12

■ Itch numeric rating score (NRS) score (worst severity in 
the last 24 hours) improved over time

■ Validated Investigator Global Assessment for Atopic 
Dermatitis (vIGA-AD) score improved over time

Baseline Characteristics and Disease Activity, PK Subset

■ Mean Itch NRSa

– 11-point horizontal scale anchored at 
0 and 10, with 0 representing “no itch” 
and 10 representing “worst itch 
imaginable” in the last 24 hours

BREEZE-AD-PEDS Study Design, 
Open-Label, PK Subset
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