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Background and Objective: Atopic dermatitis (AD) is a chronic inflammatory skin disease
whose signs and symptoms can negatively affect patients’ lives. Results from three phase 3
studies demonstrated that treatment with once-daily upadacitinib, an oral Janus kinase (JAK)
inhibitor, is associated with improvement in lesional severity and extent in patients with
moderate-to-severe AD. The AD Symptom Scale (ADerm-SS), Patient-Oriented Eczema
Measure (POEM), and AD Impact Scale (ADerm-1S) are patient-reported outcome (PRO)
measures that assess the severity of AD signs and symptoms and the impact of AD on patients’
lives. We compared the effect of upadacitinib versus placebo in achieving a deep response on

these PROs based on absolute threshold values.

Methods: This post hoc analysis included three phase 3, randomized, double-blind, trials of
adolescents (age 12-17 years) and adults (age 218 years) with moderate to severe AD
randomized to once-daily upadacitinib 15 mg, upadacitinib 30 mg, or placebo with concomitant
topical corticosteroids (AD Up [NCT03568318; N=901]) or as monotherapy (Measure Up 1
[NCT03569293; N=847] and Measure Up 2 [NCT03607422; N=836]) over 16 weeks. The
proportion of patients who reported scores corresponding to no/minimal skin pain (ADerm-SS
Skin Pain <1 on a scale of 0 to 10), no/minimal symptom severity (ADerm-SS 7-ltem Total
Symptom Score [TSS-7] <11 on a scale of 0 to 70), no/minimal impact of AD on sleep (ADerm-
IS Sleep <3 on a scale of 0 to 30), no/minimal impact of AD on daily activities (ADerm-IS Daily
Activities <2 on a scale of 0 to 40), and no/minimal impact of AD on emotional state (ADerm-1S
Emotional State <2 on a scale of 0 to 30) were evaluated. The proportion of patients whose
patient-reported disease was “clear or almost clear” (POEM <2 on a scale of 0 to 28) was also

evaluated.
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Results: At week 2, greater proportions of patients treated with upadacitinib 15 mg/30 mg vs
placebo achieved scores corresponding to no/minimal skin pain (Measure Up 1: 30.2%/39.1%
vs 4.5%; Measure Up 2: 23.2%/30.9% vs 3.7%; AD Up: 28.8%/40.6% vs 9.2%), no/minimal
impact of AD on sleep (29.7%/38.5% vs 3.4%; 21.0%/32.4% vs 3.0%; 27.0%/35.8% vs 9.0%),
and clear/almost clear patient-reported disease (10.4%/16.8% vs 0.7%; 10.8%/15.2% vs 0.4%;
8.1%/15.0% vs 0.7%) (Figure). Differences between upadacitinib 15 mg /30 mg vs placebo were
larger at week 16 with greater proportions achieving no/minimal skin pain (48.3%/59.4% vs
11.3%; 35.6%/56.6% vs 10.4%; 46.7%/55.9% vs 15.9%), no/minimal impact of AD on sleep
(47.6%/59.6% vs 9.3%; 36.6%/51.8% vs 9.4%; 46.5%/54.7% vs 13.9%), and clear/almost clear
patient-reported disease (24.8%/38.0% vs 2.9%; 19.8%/34.7% vs 2.6%; 18.3%/32.5% vs 1.7%).
Similar patterns in the proportion of patients achieving no/minimal symptom severity, no/minimal
impact of AD on daily activities, and no/minimal impact of AD on emotional state were observed

at week 2 and week 16.

Conclusion: Patients receiving upadacitinib reported deep, clinically meaningful improvements
after 16 weeks of treatment across multiple PRO measures assessing AD symptoms and
impact, including skin pain, sleep, physical and emotional function, and severity of disease.
Overall, the consistency and reproducibility of the results across PROs support the benefits of
upadacitinib treatment in reducing the symptoms of AD and improving the lives of affected

patients.
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No/Minimal Skin Pain (ADerm-SS Skin Pain = 1)
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No/Minimal Impact of AD on Sleep (ADerm-IS Sleep = 3)
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Clear/Almost Clear Patient-Reported AD Severity (POEM = 2)
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Figure. Proportions of Patients Achieving “No/Minimal” Skin Pain, “No/Minimal” Impact
of AD on Sleep, and “Clear/Almost Clear” Patient-Reported AD Severity at Week 2 and
Week 16 During Upadacitinib Treatment (ITT Population, NRI-C)

*Compared with placebo.

Abbreviations: ADerm-SS, Atopic Dermatitis Symptom Scale; ADerm-IS, Atopic Dermatitis Impact Scale;
ITT, intent to treat; NRI-C, nonresponder imputation incorporating multiple imputation to handle missing
data due to COVID-19; PBO, placebo; POEM, Patient-Oriented Eczema Measure; TCS, topical
corticosteroids; UPA, upadacitinib.
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