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Introduction: Most current systemic treatments for moderate-to-severe atopic dermatitis (AD) require 
serial laboratory assessments to ensure patient safety. Dupilumab has demonstrated significant clinical 
improvement with a favorable risk–benefit profile in adults and adolescents with moderate-to-severe 
AD inadequately controlled with topical medications and in children aged ≥6 to <12 years with severe 
AD. Moreover, no clinically important changes in hematology, serum chemistry, and urinalysis 
parameters have been reported for dupilumab-treated adults and adolescents. The impact of dupilumab 
treatment on laboratory values in children aged ≥6 to <12 years with severe AD is not known.  
 
Methods: In LIBERTY AD PEDS (NCT03345914), a multicenter, phase 3 trial, 367 patients aged ≥6 to <12 
years were randomized 1:1:1 to subcutaneous dupilumab every 2 weeks (q2w; 100 mg if baseline weight 
<30 kg, 200 mg if ≥30 kg) or every 4 weeks (q4w; 300 mg), or placebo for 16 weeks. All patients received 
concomitant medium-potency topical corticosteroids. Laboratory values for hematology parameters and 
serum chemistry were assessed at baseline and Weeks 4, 8, and 16. 
 
Results: Safety was assessed in 362 patients (q2w/q4w/placebo: n=122/n=120/n=120). At baseline, 
treatment groups had similar demographic, clinical, and laboratory characteristics. Baseline mean 
eosinophil counts were 0.82/0.83/0.85 (x109/L) for q2w/q4w/placebo. Increases from baseline in mean 
eosinophil counts (x109/L) were observed in all groups, with the highest mean increase at Week 8 for 
placebo (+0.10) and dupilumab q4w (+0.17), and at Week 16 for dupilumab q2w (+0.25). No clinically 
treatment-related relevant events were associated with eosinophilia. There were no meaningful trends 
in mean changes from baseline in leukocyte counts (x109/L; q2w −0.10; q4w −0.19; placebo −0.14) or 
hemoglobin levels (g/L; q2w −1.5; q4w −1.6; placebo +0.4) at Week 16. Mean platelet values were lower 
in both dupilumab groups compared to baseline at Weeks 4/8/16 (x109/L, q2w −19.3; q4w −18.8; 
placebo +5.0 at Week 16), but remained within normal range. There were no clinically meaningful trends 
in mean changes from baseline in chemistry parameters in any group. Mean decreases from baseline in 
lactate dehydrogenase (LDH) were observed in both dupilumab groups up to Week 16 (U/L, q2w −42.2; 
q4w −39.4; placebo −0.4 at Week 16).  
 
Conclusions: There were no clinically important changes in laboratory parameters attributable to 
dupilumab treatment in children aged ≥6 to <12 years with severe AD in LIBERTY AD PEDS. Consistent 
with a reduction in systemic inflammation, decreases in platelet counts and LDH levels – both 
considered acute-phase reactants – were observed in both the dupilumab q2w and q4w groups. 


