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Introduction
Moderate-to-severe atopic dermatitis (AD) is often poorly controlled by topical therapies, and long-term use of
systemic immunosuppressants can be limited due to safety concerns, or side-effects. Dupilumab is a fully human
monoclonal antibody that blocks the shared receptor component for interleukin (IL)-4 and IL-13, key and central
drivers of type 2 inflammation in multiple diseases. Data from an open-label extension (OLE) study
(NCT01949311) demonstrated acceptable safety and sustained efficacy in adult patients for up to 148 weeks.
Here, we present long-term efficacy and safety of dupilumab in adult patients with moderate-to-severe AD up to
172 weeks.
Material and Methods
Adult patients with moderate-to-severe AD who had previously participated in any dupilumab parent study (phase
1 to 3) were enrolled in this long-term, multicenter, open-label extension (OLE) study (LIBERTY AD OLE,
NCT01949311), with an initial duration of 3 years. Protocol amendments in June 2017 and January 2018 allowed
for patient re-entry and treatment extension for up to 5 years in certain countries. Participants entering this OLE
study were treated with 300 mg dupilumab every week for up to 172 weeks. Concomitant treatments for AD,
including topical corticosteroid (TCSs) and topical calcineurin inhibitors (TCIs), were permitted. Data shown are for
the overall study population.
Results
2,677 patients were enrolled in this OLE study. 2,207 (82%) patients completed up to Week 52, 1,064 (40%) to
Week 100, 534 (20%) to Week 148, 253 (10%) to Week 172, and 215 (8%) had treatment duration longer than
172 weeks. Following protocol amendments in June 2017 and January 2018, 113 and 272 patients re-entered the
trial with 102 and 207 patients having a treatment interruption of > 8 weeks between study weeks 148 and 164.
Most patient withdrawals (60%) were due to the regulatory approval and commercialization of dupilumab. At
Week 172, 98.7%/94.6%/82.6% of patients achieved 50%/75%/90% reductions from parent study baseline in
Eczema Area and Severity Index (EASI) score, respectively. Mean (standard deviation [SD]) EASI at Week 172 was
1.82 (3.21), with an absolute change from parent study baseline of −30.97 (14.18). In the Peak Pruritus Numerical
Rating Scale (PP-NRS) score, 80.5%/64.5% of patients achieved a ≥ 3/≥ 4-point reduction from parent study
baseline to Week 172. Mean (SD) PP-NRS score at Week 172 was 2.20 (1.70), with an absolute change from

parent study baseline of −4.60 (2.23). Treatment-emergent adverse events (TEAEs) were reported in 2,268 (84.7%)
patients, with 96 (3.6%) having TEAEs resulting in permanent study drug discontinuation.
Discussion
In this long-term, 172-week, open-label study, dupilumab given on a weekly basis, showed robust and sustained
efficacy substantiated by incremental improvement of AD signs and symptoms in patients with moderate-tosevere AD. Safety data were consistent with the known dupilumab safety profile.
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