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The UK-Irish Atopic eczema Systemic TherApy Register (A*STAR): baseline
characteristics of the cohort.

Running head: Baseline characteristics of A-STAR patient cohort.
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Dear Editor, Atopic eczema (AE) is a common chronic inflammatory cutaneous disease with a
prevalence of up to 20% in paediatric populations® and 10% in adult populations.? The National
Institute for Health and Clinical Care Excellence (NICE) recommendations and the European
guidelines for the management of AE in children and for adults, respectively, recommend a
stepped care approach when prescribing AE treatments.®* Milder cases of AE are usually managed
with topical anti-inflammatory agents and phototherapy, while systemic immunomodulatory
agents are recommended for achieving control of AE where other treatment modalities have
failed.®

In recentyears, real-world studies have become an increasingly important source of data to derive
evidence on treatment outcomes in routine clinical care, complementing randomised controlled
trial data. The UK-Irish Atopic eczema Systemic TherApy Register (A-STAR) was establishedin2018.
A-STAR is a prospective, longitudinal study focused on short- and long-term treatment
effectiveness, safety, and cost effectiveness of systemic treatments. A-STAR has expanded to over
46 sites around the United Kingdom (UK) and 4 sites in Ireland, with paediatric and adult patients
on 11 systemic agents recruited. All adult and paediatric patients either starting or switching to
another systemic treatment for their AE are eligible to take part. The schedule of events
recommends following patients up at week 4 (+ 2 weeks) and every 3-monthly (+ 4 weeks) in the
first year on treatment, and every 6-monthly thereafter alongside standard of care dermatology
appointments. A-STAR is aligned with the international TREatment of ATopic eczema Registry
Taskforce (TREAT) core dataset® and includes information on demographics, co-morbidities, prior
topical and systemic therapies, effectiveness and safety outcomes, health resource utilisation, as
well as AE clinical phenotypes (see further information on the study protocol, Clinical Reporting
Forms, and centres involved here: https://figshare.com/articles/journal_contribution/A-
STAR_files/27110530).

As of 10 Sep 2024, 763 patients have been enrolled inthe A-STAR UK register, with a median follow
up of 12.2 months (interquartile range (IQR 3.6-23.5). The mean (+standard deviation, SD) age of
adults and children in the A-STAR cohort is 37.0+13.9 and 12.4 + 3.7 years, respectively. 42.8% of
paediatric and 45.7% of adult cohort are female, with 54.1% and 79.8% of patients being of white
ethnicity (Table 1). Asthma (paediatric patients: 54.0%, adults: 63.0%), food allergies (62.0%,
41.0%), and allergic rhino-conjunctivitis (49.0%, 44.0%) are the most prevalent atopic co-
morbidities in the cohort. 67.3% of patients have previously been exposed to systemic treatment
for AE, withan average of 2.2 (SD 1.6) prior systemic medications at baseline. The most commonly
started systemic medications after enrolment into ASTAR were dupilumab, methotrexate, and
ciclosporin, followed by upadacitinib, abrocitinib, baricitinib, and tralokinumab.

At baseline, patients had a mean (+SD) Eczema Area and Severity Index of 19.2 (12.7), a mean
Patient Oriented Eczema Measure of 19.0+7.3, a mean (Children’s) Dermatology Life Quality Index
of 14.7 (8.1), and a mean Peak Pruritis Numerical Rating Scale of 6.6 (2.3). 43.5% of patients
reported losing a median of 10 (IQR 4-30) days of usual activities due to AE in the three months
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prior to enrolment. Within three months before enrolment, 30.2% of patients had been treatedina
Day Care Unit, while 5.6% of all patients had been hospitalised for their AE during the same period.

When assessing a generic health-related quality of life (measured by the EQ-5D) at baseline,
patients indicated that pain and anxiety/depression (score 22) made a negative impact on their
general health, with 85.4% and 70.4% of adults and 84.3% and 68.1% of children experiencing pain
and anxiety/depression, respectively. 59.5% of adults and 59.2% of children reported AE impacting
usual daily activities (score 22) (Table 1).

One of the important future developments for A-STAR will be its linkage with routinely collected
data maintained by NHS providers (e.g. Health Episode Statistics, Office for National Statistics).
This will allow for a more comprehensive collection of safety data and healthcare resource use
information, as well as the evaluation of risks of cancer and other causes of mortality.

In summary, A-STAR is an expanding register of adults and paediatric AE patients on systemic
therapies, collecting high quality data that will facilitate a real-world comparative assessment of
the effectiveness, safety, and costs of systemic therapies available to manage AE in the UK and
Irish patients. This includes important comparisons between conventional and novel systemics,’
their optimisation (e.g. determining the most appropriate treatments for specific patients),
treatment pathways and other questions relevant to patients, clinicians and policymakers.
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All patients | Paediatric cohort| Adult cohort (218] Distribution of EQ-5D-5L scores at baseline in adult AE patients, n=602
(<18 years old) years old)
N=759 N=226 N=533 Level, n (%) Mobility Self-care Usual Pain Anxiety/
activities depression
White 550 (72.5%) | 124 (54.9%) 426 (79.9%) 1 (no problems) 439 427 (70.9%) 242 86 177
(72.9%) (40.2%) (14.3%) (29.4%)
Asian 88 (11.6%) | 38 (16.8%) 50 (9.4%) 2 (slight problems) | 91 79 153 188 170 (28.2%)
(15.1%) (13.1%) (25.4%) (31.2%)
Black 36 (4.7%) 22 (9.7%) 14 (2.6%) 3 (moderate 53 69 127 204 161 (26.7%)
problems) (8.8%) (11.5%) (21.1%) (33.9%)
Mixed 13 (1.7%) 7 (3.1%) 6 (1.1%) 4 (severe problems)| 15 23 55 93 60
(2.5%) (3.8%) (9.1%) (15.4%) (10.0%)
Other 72(9.5%) | 35(15.5%) 37 (6.9%) 5 (extreme 3 3 23 29 33
problems) (0.5%) (0.5%) (3.8%) (4.8%) (5.5%)
Missing 1(0.2%) 1(0.2%) 2 (0.3%) 2 (0.3%) 1(0.2%)
Systemic treatments N=763 N=229 N=534 Distribution of EQ-5D-Y scores at baseline in paediatric AE patients, n=179
started at baseline, n
(%)
Dupilumab 392 (51.4%)| 123 (53.7%) 269 (50.4%) Level, n (%) Mobility Self-care Usual Pain/ Anxiety/
activities discomfort depression
Methotrexate 175(22.9%)| 72 (31.4%) 103 (19.3%) 1 (no problems) 119 106 72 28 57
(66.5%) (59.2%) (40.2%) (15.6%) (31.8%)
Ciclosporin 56 (7.3%) 14 (6.1%) 42 (7.9%) 2 (some problems) | 49 48 79 89 87
(27.4%) (26.8%) (44.1%) (49.7%) (48.6%)
Upadacitinib 37 (4.8%) 3(1.3%) 34 (6.4%) 3 (alot of 11 25 27 61 35
problems) (6.1%) (14.0%) (15.1%) (34.1%) (19.6%)
Abrocitinib 27 (3.5%) 8 (3.5%) 19 (3.6%) Missing 0 (0%) 0 (0%) 1 (0.6%) 1 (0.6%) 0 (0%)
Oral prednisolone 24 (3.1%) 7 (3.1%) 17 (3.2%) Hospitalisations and day care attendance * Total Paediatric Adult
N=759 N=226 N=533
Baricitinib 23 (3.0%) 0 (0%) 23 (4.3%) Patients with a history of hospitalisation for AE*, n, (%) 43 (5.6%) 22 (8.7%) 21 (3.9%)
Tralokinumab 17 (2.2%) 0 (0%) 17 (3.2%) Median duration of inpatient hospital stay*, days (IQR) 4 (2-7.25) 3(1.5-6) 5(2-8.5)
Other (AZA, MMF, 12 (1.6%) 2 (0.9%) 10 (1.9%) Patients with a history of day care unit attendance for 193 29 (12.8%) 161
investigational drug, AE*, n, (%) (25.4%) (30.2%)
other)
Median duration of day care unit attendance*, days 2(1-2) 2 (1-3) 2(1-2)
(IQR)

Table 1. Baseline characteristics of the ASTAR cohort. * Measured within 3 months prior to enrolment. AE atopic eczema, AZA azathioprine, IQR interquartile range, MMF

mycophenolate mofetil.
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