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Background: Atopic dermatitis (AD) is associated with immunologic and skin barrier dysfunction, 

predisposing patients to infections. Here, we report the incidence of infections in adults with moderate-

to-severe AD treated with dupilumab for up to 3 years in an OLE study.  

Methods: LIBERTY AD OLE (NCT01949311) is an ongoing trial assessing 300mg dupilumab weekly (higher 

than the approved adult dose [300mg every 2 weeks]) in adults with moderate-to-severe AD who 

participated in previous controlled dupilumab studies. Placebo+topical corticosteroids (TCS) and 

dupilumab 300mg weekly+TCS arms of the 52-week CHRONOS trial (NCT02260986) are provided for 

comparison because OLE lacks a control arm. CHRONOS was selected because it was the largest and 

longest controlled study where concomitant TCS was used. Infection data are based on the Medical 

Dictionary for Regulatory Activities search: Primary System Organ Class “Infections and Infestations;” 

incidence is reported as number of patients per 100 patient-years (nP/100PY). 

Results: 2,677 patients were treated in OLE; 315 with placebo+TCS and 315 with dupilumab+TCS in 

CHRONOS. The overall exposure-adjusted incidence rate (nP/100PY) of infections in OLE (74.1) was 

lower than in CHRONOS placebo+TCS (107.0) and dupilumab+TCS (93.7) groups. The incidence of 

infections (nP/100PY) leading to treatment discontinuation (0.4) and serious/severe infections (1.4) in 

OLE was lower than CHRONOS placebo+TCS (0.9 and 2.1, respectively). 

Conclusion: In comparison to the placebo arm of the 52-week CHRONOS trial, dupilumab 300mg weekly 

for up to 3 years in adults with moderate-to-severe AD was associated with a lower incidence of overall 

infections, serious/severe infections, and infections leading to treatment discontinuation. 

 


