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Rationale and Background

Atopic dermatitis (AD) is a common, chronic, systemic, inflammatory disease that
manifests as a highly pruritic and painful skin eruption with significant physical,
psychological, and economic burden. The burden of AD increases with disease severity
and includes persistent itch, skin pain, sleep and mental health disturbance, and reduced
quality of life.

There remain substantial gaps in the understanding with regards to the impact of AD on
the lives of adolescents and adults, especially those with moderate to severe disease.

To address these gaps, this global cross-sectional study in adolescent and adult patients
with moderate to severe AD describes the disease burden, treatment patterns, and health
care resource utilization (HCRU) in dermatologic clinics and offices, across multiple
domains, in a large well-characterized sample in multiple geographies.

Research Question and Objectives

Research Questions: What is the burden of disease in adolescent and adult patients with
moderate to severe atopic AD? What are the treatment patterns and health care resource
utilization in adolescent and adult patients with moderate to severe AD?

The study objectives were the following:

Primary Objective:

To characterize the multidimensional burden of disease in adolescent and adult
patients with moderate to severe AD.
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Secondary objectives:

To describe the patient characteristics, current local treatment patterns and the
treatment history of moderate to severe AD patients in dermatology offices and
clinics.
To characterize disease burden related to pain, sleep and mental health in
patients with moderate to severe AD.
To evaluate work productivity and out of pocket costs for AD patients.
To characterize health care resource utilization.
To assess the impact of chronic comorbidities on disease burden.
To evaluate the frequency and characteristics of patients with inadequately
controlled disease receiving different treatments.
To evaluate the frequency and characteristics of patients who experience AD
flare.

Study Design

This observational study was performed in a multi-country, multi-center, cross-
sectional cohort setting in 28 countries across different geographical regions. Data
collection consisted of one single cross-sectional visit. In addition, retrospective data
was reported previously collected from healthcare professionals for other purposes.

The study population consists of patients of 12 years or older, with confirmed moderate
to severe AD, and who were current candidates for systemic therapy for AD according
to the health care professional, or currently receiving systemic therapy for AD.

Results and Discussion

Patient disposition

Overall, 1558 patients with a mean age of 37.2 were included in the full analysis set, of
which 124 were adolescents (12 – 17 years).

At the time of the study visit, patients had already a long disease history with AD, with
an average disease duration of more than two decades (22.8 years).

Disease history and medication

Mean onset of AD symptoms was in puberty at 14.4 years, and diagnosis of AD was on
average 2.5 years after onset of symptoms. This time gap suggests that patients may
have experienced a period with a reduced disease-related quality of life caused by the
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absence of medical care. The time lapse between AD diagnosis until first administration
of systemic treatment was particularly long, on average 17.4 years.

Patients reported an average number of 5.9 AD flares in the previous 6 months (range:
0 to 200), which lasted on average 15.3 days. The vast majority (90.5%) had taken any
medication (systemic, topical, antihistamines, phototherapy; analyzed separately) for
AD in the past. Most patients used topical medications as a monotherapy (80.1%),
which, however, was in most cases not sufficient, as three thirds (75.7%) reported a
suboptimal response to monotherapy alone. In adolescents, the rate of suboptimal
response was similar (76.6%). Obviously, these high numbers were influenced by the
inclusion criterion, according to which all participants had to be at least candidates for
systemic treatments. Systemic medications, however, had been taken by just more than
half of the patients (53.6%), and only 30.6% of adolescents.

At the time of study participation, almost all patients (98.4%) were taking any AD
medication, and also just more than half (55.9%) was on any systemic medication.  All
other participants, i.e. those not currently taking systemic medications, were candidates
for systemic treatments. Notably, only 15.1% were on systemic medication alone, which
points to the role of systemic AD drugs as an adjunct treatment to insufficient topical
treatment.

Disease severity

Disease severity was assessed by the physicians using several scales, including Eczema
Area and Severity Index (EASI), Scoring Atopic Dermatitis (SCORAD), Validated
Investigator Global Assessment for Atopic Dermatitis (vIGA-AD) and Body Surface
Area (BSA). The study patients had, on average, a mild (BSA) or moderate disease
severity. However, a considerable number of patients suffered also from severe AD:
based on EASI and vIGA-AD, 25.5%, and 20.2%, respectively, suffered from severe
AD. Based on SCORAD, an even considerably higher number of patients (41.2%) were
assessed as having severe AD. Based on BSA, 41.3% of the patients were mildly
affected, yet also a considerable number of patients, 25.4%, suffered from severe AD.

Patient reported outcomes

One of the primary endpoints was “worst itch”, measured by a numeric rating scale
(NRS). Mean score was 5.3 (NRS ranging from 0-10), signifying a moderate severity.
Still, a substantial number of patients suffered from severe itch (42.2%, as defined by
the score of NRS; 32.7% as assessed by 5-D pruritus scale). 45.1% reported to suffer
from severe eczema, as indicated by the Patient Oriented Eczema Measurement
(POEM) score.
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The second primary endpoint was quality of life, measured for adults by the
Dermatology Life Quality Index (DLQI). For most adult patients, at best a moderate
effect of AD on the quality of life was reported. However, almost half of the patients
45.6% reported a very large or extremely large effect. Thus, many patients suffered
considerably under the disease.

For more than a quarter of the patients (26.4%) AD was rated as inadequately controlled.
Here, adults were significantly less satisfied with their treatments than adolescents
(adolescents: 12.9%; adults: 27.6%). Possibly, the very long disease duration
contributed to the patients’ dissatisfaction with the treatment of this chronic disease.

With respect to anxiety and depression, evaluated by Hospital Anxiety and Depression
Scale (HADS), more than half of the patients had non-pathologic outcomes for anxiety
and depression. However, 21.4% had abnormal outcomes for anxiety, and 12.8% for
depression.

In most categories, there were no statistically significant differences between adults and
adolescents.
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