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A Study to Evaluate the Efficacy and Safety of Subcutaneous Amlite-
limab on Background Topical Corticosteroids Therapy in Participants 
Aged 12 Years and Older With Moderate-to-severe AD Who Have Had 
an Inadequate Response to Prior Biologic Therapy or an Oral JAK 
Inhibitor
NCT06241118

Status RECRUITING
Phase Phase 3
Sponsor Sanofi
Enrollment 390 participants

Key Eligibility Criteria

Inclusion (9)

• Participants must be 12 years of age (when signing informed consent form)

• Diagnosis of AD for at least 1 year (defined by the American Academy of Dermatology Consensus Criteria)

• Documented history prior to screening visit of inadequate response to a biologic AD medication or an oral JAKi therapy.

• v-IGA-AD of 3 or 4 at baseline visit

• EASI score of 16 or higher at baseline

... and 4 more (see full listing online)

Exclusion (12)

• Participants are excluded from the study if any of the following criteria apply:

• Skin co-morbidity that would adversely affect the ability to undertake AD assessments

• Known history of or suspected significant current immunosuppression

• Any malignancies or history of malignancies prior to baseline (with the exception of non-melanoma skin cancer excised and 
cured \>5 years prior to baseline)

• History of solid organ or stem cell transplant

... and 7 more (see full listing online)

Locations (146 total)

University of Alabama at Birmingham- Site Number : 8401267, Birmingham, Alabama, United States
Center for Dermatology and Plastic Surgery- Site Number : 8401119, Scottsdale, Arizona, United States
Arkansas Dermatology - North Little Rock- Site Number : 8401244, North Little Rock, Arkansas, United States
... and 143 more locations

https://clinicaltrials.gov/study/NCT06241118
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