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Background

Health-related quality of life (HRQol) is severely impaired in children aged 6 months to 5 years with
moderate-to-severe atopic dermatitis (AD) with a lack of approved systemic treatments available for this
population. Previous studies showed that dupilumab substantially improved AD-associated signs,
symptoms, and HRQoL with an acceptable safety profile in adults, adolescents, and children aged over 6

years.

Methods

In LIBERTY AD INFANT/PRE-SCHOOL (NCT03346434), a double-blind, placebo-controlled trial, children
aged 6 months to 5 years with moderate-to-severe AD (Investigator’s Global Assessment score > 3)
inadequately controlled with topical therapies were randomized 1:1 to subcutaneous dupilumab every 4
weeks (200 mg if baseline weight > 5 to < 15 kg, 300 mg if > 15 to < 30 kg) or placebo for 16 weeks with
concomitant low-potency TCS. 162 patients were randomized to dupilumab (n = 83) or placebo (n = 79).
Reported HRQoL measures include patient-reported Children's Dermatology Life Quality Index validated
in patients aged >4 years (CDLQI; score range: 0 [no effect on child’s life] — 30 [maximum effect on
child’s life], recall period: one week), caregiver-reported Infants' Dermatology Quality of Life Index
validated in patients aged <4 years (IDQoL; score range: 0 [no effect on infant’s life] — 30 [maximum
effect on infant’s life], recall period: one week) and Dermatitis Family Impact (DFI; score range: 0 [no

impact on life of family] — 30 [maximum impact on life of family], recall period: one week). CDLQIl and



IDQoL measures aim to assess how much AD has affected the patients QoL while DFI assesses the

impact of AD on the QoL of parents and family members of affected children.

Results

Baseline QoL measures demonstrated moderate to large impact of AD on the quality of life of patients
and their families. Baseline CDLQI scores (+ standard deviation [SD]) in pediatric patients aged > 4 years
were similar in both dupilumab (17.5 [5.5]) and placebo (17.7 [6.3]) treatment arms. Baseline IDQolL
scores (xSD) in patients aged < 4 years were similar in both dupilumab and placebo treatment arms
(17.4 [5.4] vs 17.1 [5.4]). Baseline DFI scores (+SD) in dupilumab and placebo treatment arms were 17.2
(6.0) and 17.6 (7.2) respectively. Dupilumab vs placebo treatment improved CDLQI scores: least squares
(LS) mean change (+ standard error [SE]) from baseline starting from Week 2 (5.0 [1.5] vs —2.3 [1.6];

P < 0.05), with this improvement continuing to Week 16 (-10.0 [1.6] vs —2.5 [1.7]; P < 0.0001).
Dupilumab vs placebo treatment also improved IDQoL scores: LS mean change (+ SE) from baseline
beginning at Week 2 (6.6 [1.0] vs —2.2 [1.0]; P = 0.0005), with this improvement continuing to Week 16
(-10.9[1.2] vs—2.0 [1.1]; P < 0.0001). Caregivers of patients treated with dupilumab reported rapid and
significant improvement in DFl scores: LS mean change (+ SE) from baseline vs placebo beginning at
Week 2 (-5.5[0.7] vs =2.2 [0.7]; P = 0.0002), which continued to improve to Week 16 (—10.5 [0.8] vs —2.7

[0.8]; P <0.0001). Dupilumab was well tolerated with an acceptable safety profile.

Conclusions
Dupilumab treatment with concomitant low-potency TCS for 16 weeks provided rapid and significant
improvement to HRQoL measures, including CDLQI, IDQoL, and DFl in patients with AD aged 6 months to

5 years and their caregivers.
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