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Background: Sleep disturbance reduces quality of life in patients with atopic dermatitis (AD). We analyze 

the effect of dupilumab treatment on sleep in children and adolescents with AD. 

Methods: In the phase 3 LIBERTY AD PEDS (NCT03345914) and LIBERTY AD ADOL (NCT03054428) trials, 

patients aged ≥6–<12 years with severe AD and ≥12–<18 years with moderate-to-severe AD, 

respectively, received subcutaneous dupilumab or placebo for 16 weeks. In PEDS, patients received 

concomitant topical corticosteroids (TCS). Here we report the effect on sleep disturbance of the FDA-

approved dupilumab doses (300mg every 4 weeks [q4w] if baseline weight <30kg; 200mg q2w if ≥30–

<60kg; 300mg q2w if ≥60kg). Sleep disturbance was assessed by mean and least squares mean change 

from baseline in SCORing AD (SCORAD) sleep loss score (visual analog scale, scored 0[no sleep loss]–

10[maximum sleep loss]) vs weight-matched placebo. 

Results: At baseline, sleep was suboptimal in PEDS 

(dupilumab+TCS<30kg/placebo+TCS<30kg/dupilumab+TCS≥30kg/placebo+TCS≥30kg [n=61/61/59/62]; 

mean SCORAD sleep loss score 6.8/6.4/5.2/5.7) and ADOL 

(dupilumab<60kg/placebo<60kg/dupilumab≥60kg/placebo≥60kg [n=43/43/39/42]; mean SCORAD sleep 

loss score 5.5/5.6/5.4/5.7). Treatment with dupilumab vs placebo for 16 weeks significantly improved 

sleep loss scores in PEDS (<30kg: –4.6 vs –2.0, P<0.0001; ≥30kg: –4.5 vs 

–2.1, P<0.0001) and ADOL (<60kg: –3.4 vs –0.3, P<0.0001; ≥60kg: –3.8 vs –2.0, P<0.01). Sleep 

improvement in dupilumab- vs placebo-treated groups was significant as early as Week 2 in PEDS 

(<30kg, P<0.01; ≥30kg, P<0.05) and Week 1 (<60kg, P<0.01)/Week 4 (≥60kg, P<0.01) in ADOL. Safety 

profile was consistent with the known dupilumab safety profile. 

Conclusion: Dupilumab provided early and sustained improvement of sleep disturbance in children and 

adolescents with AD. 


