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Introduction: Topical corticosteroids (TCS) are the current mainstay of treatment for patients with atopic dermatitis (AD). However, they are often insufficient in achieving disease control in patients with moderate-to-severe AD, and their use is limited by safety concerns and poor adherence. Tralokinumab is a fully human monoclonal antibody that specifically neutralizes interleukin-13, a key type-2 cytokine involved in AD. This study evaluated the efficacy and safety of combination treatment with tralokinumab plus TCS in patients with moderate-to-severe AD.
Methods: In this double-blind, randomized, 32-week trial (NCT03363854), patients with moderate-to-severe AD were randomized 2:1 to subcutaneous tralokinumab 300 mg or placebo every 2 weeks (Q2W) plus TCS (mometasone furoate 0.1% cream) applied once daily to lesional skin, as needed, from randomization to the end of treatment. Lower-potency TCS or topical calcineurin inhibitors (TCI) were allowed on areas where use of the supplied TCS was not advisable. Rescue treatment in the form of topical and systemic medications was permitted to control intolerable AD symptoms. The primary endpoints were Investigator’s Global Assessment (IGA)-0/1 and Eczema Area and Severity Index (EASI)-75 at week 16. Secondary endpoints included the amount of TCS used. At week 16, tralokinumab responders (IGA-0/1 and/or EASI-75) were re-randomized 1:1 to tralokinumab Q2W or Q4W plus TCS for an additional 16 weeks. Placebo responders continued placebo Q2W + TCS; all nonresponders received tralokinumab Q2W + TCS. 
Results: At week 16, IGA-0/1 (38.9% versus 26.2%; p=0.015) and EASI-75 (56.0% versus 35.7%; p<0.001) were achieved by significantly more patients treated with tralokinumab than those who received placebo. A smaller proportion of patients treated with tralokinumab than those who received placebo received rescue treatment through week 16 (2.8% versus 10.2%), and the cumulative amount of TCS through week 16 was lower in patients treated with tralokinumab than those who received placebo (134.9 g versus 193.5 g; Δ –58.6). Most week-16 tralokinumab responders maintained responses at week 32 with tralokinumab, irrespective of dosing frequency. The overall incidence of adverse events was similar across treatment groups and did not increase with prolonged treatment.
Conclusions: Tralokinumab 300 mg Q2W + TCS was significantly more efficacious in treating moderate-to-severe AD than placebo Q2W + TCS. TCS use was lower with tralokinumab than placebo, demonstrating the potential steroid-sparing effect of tralokinumab.
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