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Recently, an individualized, patient-centred app-
roach has been recognized and integrated into the
management of psoriatic disease. To objectively
assess outcomes of a given treatment, the use of
scores is recommended to compare the disease
severity at treatment initiation and while on treat-
ment with respect to primary efficacy and its
maintenance or loss. The most common psoriasis
severity scores are the Body Surface Area (BSA),”8
the Psoriasis Area and Severity Index (PASI),”-°
the Dermatology Life Quality Index (DLQI),!0:11
and the Physicians Global Assessment (PGA).”
The BSA determines the proportion of the body
surface area affected and ranges from 0% to
100%; psoriasis is considered mild for BSA <3%,
moderate for BSA 3-10% and severe for
BSA>10%. The PASI divides the body into four
sections (head, arms, trunk, and legs). Each of
these areas is scored individually and the four
scores combined into the final PASI, with a pos-
sible range of 0 to 72. A score of <5 is considered
mild disease, 5 to 10 is considered moderate dis-
ease and a score >10 considered severe. PASI is
widely used in clinical trials to measure response
to treatment and presented as a percentage
response rate, for example, PASI 50 or PASI 75,
representing the percentage of patients who have
achieved =50% or =75% reduction in their PASI
score from baseline. The DLQI is a 10-item
patient questionnaire to assess health-related
quality of life (HRQoL) with a resulting score
ranging from 0 to 30, with 0 to 1 = the psoriasis
has no effect on the patient’s HRQoL, 2 to
5 =small effect, 6 to 10 = moderate effect, 10 to
20 =very large effect, and 21 to 30 = extremely
large effect. The PGA is a 5-point scoring system
(some versions use a 6- or 7-point system) which
assesses psoriasis disease severity and ranges from
0 =clear (no signs of psoriasis, but post-inflam-
matory discoloration may be present) to 4 = very
severe (very marked plaque elevation, scaling, and
erythema). PGA 0/1 (clear/almost clear) is a fre-
quently used measure of treatment effectiveness
in clinical trials.

The Patient Benefit Index (PBI)!2 is a two-part
tool consisting of the Patient Needs Questionnaire
(PNQ) and the Patient Benefit Questionnaire
(PBQ). Patients rate the relevance of 25 prede-
fined treatment goals using the PNQ (0 =nor
important at all to 4 = very important) and can also
indicate, if a goal does or does not apply to them.
They then rate the extent to which the same set of
goals have been met under treatment using the

PBQ (0 = treatment did not help at all to 4 = treat-
ment helped a lot). A patient’s PBI total score is
calculated as the mean of all PBQ items, weighted
by the relative importance of each item in the
PNQ with a resulting score of 0 =mno benefir to
4 = maximal patient-defined benefit.

Apremilast, an oral nonbiologic (small molecule)
PDE4 inhibitor, is approved in the European
Union for the treatment of moderate-to-severe
chronic plaque psoriasis in adult patients who
failed to respond to or who have a contraindica-
tion to, or are intolerant of other systemic therapy
including cyclosporine, methotrexate or psoralen
and ultraviolet-A light (PUVA). Other indica-
tions include psoriatic arthritis and Behget’s dis-
ease.!3 In Austria, apremilast is reimbursed in the
psoriasis indication in accordance with the
European Medicines Agency label.l* The 2021
S3 guidelines!>!® recommend the initiation of a
conventional systemic therapy in patients with
moderate to severe psoriasis, defined as
(BSA>10% or PASI>10) and DLQI>10.
Among systemic therapies, the use of biologics or
nonbiologics, including apremilast, is recom-
mended second-line in patients not responding
to, contraindicated to or intolerant of conven-
tional therapy. First-line use of such agents is rec-
ommended, where conventional therapies are not
expected to induce sufficient response. These so-
called ‘upgrade criteria’ are high disease severity
[PASI=20]), rapid disease progression, or in
case of involvement of nails, genital area, or scalp,
or severely impaired HRQoL, for example,
DLQI=15.1617 In addition, the perception of
‘sufficient response’ is subject to individual
patient treatment goals. In patients with mild dis-
ease as determined using disease severity scores,
strongly impaired HRQoL may still be indicative
of moderate or severe disease, especially when
special areas are affected.18:19

The Apremilast Clinical Treatment Experience in
Psoriasis (APPRECIATE) study was a multina-
tional, observational, retrospective, cross-sec-
tional study in psoriasis patients treated with
apremilast in real-world clinical practice. The
study objectives were to describe the characteris-
tics of patients with psoriasis treated with apremi-
last in clinical practice, evaluate real-world
outcomes and patient and physician perspectives
on treatment outcomes. Overall results from a
European cohort of six countries (Austria,
Ireland, Germany, Sweden, Switzerland, and the
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United Kingdom) have been reported previ-
ously.20:21 We report data from the Austrian
cohort.

Methods

The study involved multiple European countries.
We report data from patients treated at 13 sites
across Austria, and their physicians. The methods
of this multinational, observational, retrospective,
cross-sectional study have been described by
Augustin ez al.?% and Klein ez al.?! and are sum-
marized in brief below.

Eligibility criteria

The study included patients =18 years with phy-
sician-diagnosed chronic plaque psoriasis treated
with apremilast according to routine clinical prac-
tice, who could be contacted 6 (*1) months after
apremilast initiation.2%2! All consecutive patients
at each site were considered to minimize bias in
patient selection. Patients who provided written
informed consent were enrolled regardless of
whether they were continuing apremilast treat-
ment. Patients who were participating in another
clinical trial were excluded from the study.

Data collection
At 6 (=1) months after initiation of apremilast
treatment (study visit), data were retrospectively
collected from medical records, and patients and
physicians were asked to complete study-specific
questionnaires.

Outcome measures

Supplemental Figure S1.1 (part 1 of the supple-
mental materials) provides an overview of the
study outcomes. Patient demographics and char-
acteristics at apremilast treatment initiation, COmor-
bidities, prior psoriasis treatments, time since
psoriasis diagnosis, clinical manifestations of pso-
riasis, presence of psoriatic arthritis, other signifi-
cant disease history, and reasons for apremilast
initiation were retrospectively collected from
medical records.

The apremilast outcome assessment at 6 (£1) months
included apremilast status (ongoing or discontin-
ued; if discontinued, reasons for discontinuation

and subsequent treatment), disease severity [mean
(SD) change in scores for PASI, PGA, BSA; pro-
portion of patients achieving PASI 75, PASI 50,
PGA 0/1], impact on patient health-related qual-
ity of life [mean (SD) change in DLQI score], and
adverse events during apremilast therapy (includ-
ing, where possible, an assessment of severity and
relationship to apremilast).

Apremilast satsfaction at 6 (*1) months was
assessed using study-specific patient and physi-
cian questionnaires, which assessed treatment
effect on their psoriasis symptoms. Each patient
was also requested to complete the PBI, consist-
ing of the PNQ and the PBQ questionnaires.

Questionnaires were administered to patients in a
prospective manner to minimize recall bias. An
overview of all physician and patient-specific
questionnaires used can be found in the supple-
mental material (part 2).

Statistical methods

All analyses were descriptive in nature. Categorical
variables were summarized as number, percent-
age, and 95% confidence intervals (ClIs).
Continuous variables were summarized as mean,
standard deviation (SD), 95% CI, median, inter-
quartile range (IQR), and range. Data were ana-
lysed with no imputation for missing data. In an
exploratory analysis, results were summarized by
treatment setting, that is, hospital- versus office-
based setting; no formal comparisons were con-
ducted. Results by treatment setting are shown in
the supplementary materials.

Since the intent of this study was exploratory, the
sample size was based on what was considered a
meaningful cohort relative to the prescribing use
within the relevant country rather than statistical
grounds.

Results

Patient disposition

In total, 72 patients were enrolled in Austria
between May 2016 and July 2018; 38 were treated
in the hospital-based setting and 34 were treated
in the office-based setting. All patients were
included in the analysis reported herein.
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Apremilast treatment initiation

Patient demographics and disease characte-
ristics. Patients were predominantly male (63%)
and had a mean age of 54.2 (SD 15.3) years (Table
1, Supplemental Table S1.1). Most patients (97%,
70/72) were Caucasian, two patients (3%) were
Asian. Mean body mass index at baseline was
29.0 (SD 6.0) kg/m?2. Most patients had moderate
to severe psoriasis (Table 1). The most frequently
reported psoriasis manifestations were pruritus
(69%), scalp psoriasis (67%), and nail psoriasis
(49%) (Figure 1; Supplemental Figure S1.2). At
apremilast initiation, comorbidities were recorded
in 47% (34/72) of patients; the most common
(>5%) being psoriatic arthritis (35%, 25/72),
hypertension (17%, 12/72), metabolic syndrome
(15%, 11/72), obesity (7%, 5/72), and malignant
neoplasm (6%, 4/72).

Prior medication and reasons for apremilast
initiation. Most patients had received one (42%)
or two (22%) previous therapies, mostly con-
ventional systemic therapy (49%; Supplemental
Figure S1.3). The mean time between psoriasis
diagnosis and apremilast initiation was 18.8 years
(SD=16.6). Most patients initiated apremilast
due to ineffectiveness of previous therapy (83%,
Table 2; Supplemental Table S1.2).

Apremilast outcome assessment

Apremilast treatment status at é (+1) months.
Almost three-quarters of patients (74%) were still
receiving apremilast after 6 (=1) months, 26%
had discontinued. Reasons for apremilast discon-
tinuation were safety or tolerability (14%), lack of
efficacy (10%), and other (1%) or unknown (1%:;
Table 2; Supplemental Table S1.2). The mean
duration of apremilast treatment at the study visit
was 186 (SD=25) days in patients with ongoing
treatment and 104 (SD =52) days in patients who
had discontinued treatment.

Disease severity and impact on patient well-
being. PASI, DLQI, PGA, and BSA scores at
treatment initiation and at 6 (*=1) months are
summarized in Supplemental Table S1.3. PASI
was the most commonly recorded score; approxi-
mately two-thirds (64%) of patients had a PASI
recorded at apremilast initiation, falling to 52%
at 6 (1) months. At apremilast initiation, 39%
of patients had a PGA recorded, falling to 31%
at 6 (£1) months. Less than 20% of patients had
DLQI or BSA scores recorded. When recorded,

Table 1. Patient demographics and disease
characteristics.

All patients (N=72)

Sex, n (%)
Male 45 (63)
Female 27 (38)
Age (years)
Mean (SD) 54.2 (15.3)
Age category, n (%)
<35years 9 (13)
35-65years 42 (58)
>65years 21 (29)

Psoriasis disease severity and HRQoL scores at
treatment initiation, mean (SD)

PASI (points), n=462 10.3 (5.9)
PGA (points), n=282 2.3(0.6)
BSA (%), n=92 9.1 (6.7)
DLAI (points), n=82 9.6 (7.4)

BSA, Body Surface Area; DLQI, Dermatology Life Quality
Score; HRQoL, health-related quality of life; PASI,
Psoriasis Area Severity Index; PGA, Physician Global
Assessment; SD, standard deviation.

aNumber of patients with scores recorded.

all scores improved between apremilast initiation
and 6 (*1) months. Mean PASI fell from 10.3
(SD=5.9) to 2.7 (SD=4.3) at 6 (=1) months.
In patients with a PASI score recorded at both
timepoints, 85% (28/33) achieved PASI 50%
and 70% (23/33) achieved PASI 75. In patients
with ongoing treatment at 6 (=1) months and
recorded PGA, PGA 0/1 was achieved by 91%
(20/22). Mean body mass index at 6 (=1) months
was 28.1 (SD 5.9) kg/m?2.

Safety. Of the 72 patients in the Austrian
cohort, 46% (33) patients experienced a total of
54 adverse events, the majority of events which
(41/54 [76%]) were mild. The most frequently
reported adverse events (occurring in >5% of
patients) were diarrhoea (21%), nausea (15%),
and weight loss (6%; Supplemental Table S1.4).
Withdrawals due to adverse events were reported

journals.sagepub.com/home/taj


https://journals.sagepub.com/home/taj

C Jonak, | Gottfried et al.

in 10 (14%) patients. One patient experienced a
serious adverse event of Guillain-Barré syndrome
which resolved. The relationship of this event to
apremilast was based on the timing of apremilast
initiation and onset of symptoms; however, prior
respiratory infection and other medications may
have been confounding factors.

Apremilast satisfaction assessment

Physician assessment of apremilast effective-
ness. Physician-perceived apremilast effective-
ness on psoriasis manifestations at 6 (*1) months
is summarized in Figure 2 (and Supplemental Fig-
ure S1.4). Three-quarters of physicians reported
clinical improvement (defined as ‘moderately’
or ‘much’ better) in overall skin clearance; 78%
reported clinical improvements in pruritis, 66%,
69%, 84%, and 83% reported clinical improve-
ments in nail, palmoplantar, scalp, and genital
psoriasis, respectively.

Treatment needs and satisfaction. The treat-
ment goals patients most frequently reported were
applicable to their needs were healing of affected
skin [71/72 (99%) ‘get better skin quickly’, 68/72
(94%) ‘be healed of all skin defects’], confidence
in therapy [71/72 (99%)], less time needed for
daily treatment [67/72 (93%)], be less depend-
ent on doctor and clinic visits [67/72 (93%)],
find a clear diagnosis and therapy [67/72 (93%)],
and not fearing the disease would become worse
[66/72 (92%)] (Supplemental Figure S1.5A). At
6 (*1) months, among patients reporting these
treatment goals were applicable to them, three-
quarters strongly agreed (responding ‘quite’ or
‘very’) that apremilast therapy helped reduce the
time needed for daily treatment [46/62 (74%)],
alleviate their fear that psoriasis would worsen
[48/64 (75%)], and find a clear diagnosis and
treatment [51/89 [(79%)]. Approximately two-
thirds strongly agreed that apremilast helped them
achieve healing of affected skin [46/69 (67%) ‘get
better skin quickly’, 45/68 (66%) ‘be healed of
all skin defects’] and be less dependent on doc-
tor and clinic visits [40/64 (63%)]. Approximately
70% strongly agreed apremilast helped them have
confidence in treatment (n=47/67), (Supplemen-
tal Figure S1.5B).

As measured by the global PBI score, 60% of all
patients reported a high benefit (score of 3 to <4)

W Manifestation present ~ m Manifestation absent ~ m Unknown

100%

80%

60%

Patients (%)

40%

20%

0%
Scalp Nail Palmoplantar Pruritus Genital Nongenital, Palmoplantar
‘ highly visible locations \ inverse pustulosis

Figure 1. Specific manifestation of psoriasis.
Percentages are calculated from the overall cohort (N=72).

Table 2. Apremilast use.

All patients (N=72)

Time between psoriasis diagnosis and apremilast initiation, years

Mean (SD) 18.8 (16.6)
Reason for apremilast initiation, n (%)

Previous therapy ineffective 60 (83)

Intolerant to previous therapy 5(7)

Contraindications to conventional therapies 4 (6)

Patient choice 2(3)

Other 1(1)

Apremilast treatment status at 6 (=1) months, n (%)
Ongoing 53 (74)
Discontinued 19 (26)

Reason for apremilast discontinuation, n (%)

Safety/tolerability 10 (14)
Lack of efficacy 7 (10)
Other 1(1)
Unknown 1(1)

SD, standard deviation.

journals.sagepub.com/home/taj


https://journals.sagepub.com/home/taj

THERAPEUTIC ADVANCES in

Chronic Disease Volume 14
Overall clearance, N=72 Pruritus, N=50
1% 15% 8% IS4 60% 14% 8% IP¥X4 56%
n= 1 11 6 11 43 n= 7 4 11 28
0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
Nail psoriasis, N=35 Palmoplantar psoriasis, N=16
20%  14% FEA 46% 13% 19% 25% 44%
n= 7 5 10 19 n= 2 3 4 7
0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
Scalp psoriasis, N=48 Genital psoriasis, N=18
13% AYPEE 63% 6% 11% [EEEZ 72%
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Patients (%) as assessed by their treating physicians

= Much worse
= Moderately worse

Slightly worse
No change

Slightly better = Much better

= Moderately better

Figure 2. Physician perceived effectiveness of apremilast at 6 (+1) months.

after apremilast treatment for 6 (*=1) months;
70% of patients continuing apremilast treatment
at 6 (1) months and 32% of patients who had
discontinued apremilast at 6 (*1) months
reported a high benefit, respectively (Figure 3).
The mean global PBI score was 2.8 (SD=1.31;
95% CI=2.5-3.1) for all patients and was higher
for patients continuing apremilast treatment at 6
(=1) months [3.2 (SD=0.98; 95% CI=2.9-3.5)]
compared with patients who had discontinued
apremilast [1.6 (SD=1.37; 95% CI=1.0-2.3)].

Overall, patients’ and physicians’ satisfaction
with apremilast treatment, expressed as ‘agree’ or
‘strongly agree’ on a given statement, was high
(Figure 4; Supplemental Figure S1.6).

Discussion

The APPRECIATE study assessed the use of
apremilast in routine clinical practice across sev-
eral countries and its clinical value to physicians
and patients.?% Apremilast effectiveness and toler-
ability in the Austrian cohort was consistent with
that observed in the overall study population, and
in clinical trials and prior real-world studies, with
improvement in skin involvement and special
locations and symptoms of psoriasis. Patients in
this cohort showed a high burden of disease,
though, with the majority meeting their treatment

goals and being satisfied with the apremilast treat-
ment. Physicians’ and patients’ evaluations were
largely aligned.

Our results are an improvement on data previ-
ously reported for clinical practice in Austria. For
example, in an Austrian national survey of 1,184
psoriasis patients primarily treated in tertiary care
centres conducted in 2014/2015, the majority of
individual treatment goals were not achieved to a
sufficient degree.??2 Within the 4 weeks preceding
the survey, 88% of patients had received topical
therapy, 33% had received systemic therapies,
and 22% had received UV phototherapy. In gen-
eral, this discrepancy between patients’ treatment
goals and their achievement was smaller in the
Austrian APPRECIATE cohort. Among patients
considering the disappearance of all skin lesions
very much or quite important (i.e. 94% in the
Austrian APPRECIATE cohort and 93% in the
Austrian national survey), two-thirds of patients
in the Austrian APPRECIATE cohort achieved
that goal to a large extent (quite or very much),
compared with fewer than half (47%) in the
Austrian national survey.

In the Austrian cohort of APPRECIATE, physi-
cians reported overall skin clearance to have
improved in 83% of patients. This is similar to
the overall APPRECIATE study population, in
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100%
90%
80%
70%
60%

50%

Patients (%)

40%

30%

20%

6%

% 15%

0%
All patients
N=72
Oto<1

l1to<2 mM2to<3 m3to<4

6%

70%

11%

42%
15%

1%
6%

Ongoing Discontinued
N=53 N=19

Missing

Figure 3. Distribution of global Patient Benefit Index (PBI) scores.

Percentages are calculated from the overall cohort (N=72).

which physicians reported overall skin clearance
improved in 76% of patients.?? Observed effec-
tiveness of apremilast was not limited to plaque
skin psoriasis and extended to special areas such
as scalp, palmoplantar, nail, and genital psoriasis.
This is in line with reports on apremilast effective-
ness in difficult-to-treat areas in real-life from
other countries.?3-27

Amid the physicians’ subjective perception, treat-
ment effectiveness was also confirmed using objec-
tive clinical assessment scores such as PASI, PGA,
DLQI, and BSA. Our data highlight that these
scores were infrequently used in clinical practice
and suggest they are more applicable for clinical tri-
als. The PASI score was used in 64% of patients at
treatment initiation and 51% at 6 (*1) months, the
PGA score was used in 39% and 31%, respectively.
DLQI and BSA were used in <20% of patients.
Mean PASI and DLQI scores at treatment initia-
tion were lower in Austria compared with the over-
all population [10.3 (SD=5.9) versus 13.1 (8.7) for
PASI, and 9.6 (7.4) versus 12.8 (7.3) for DLQI],
suggesting apremilast is used in more moderate dis-
ease in Austria compared with other participating
countries. Given the infrequent use of these clinical
assessment scores, the results should be interpreted
with caution. An analysis of 367 patients from the
Austrian Psoriasis Registry who were treated with
apremilast also observed a reduction in PASI from a
mean of 6.5 (SD=6.4) at baseline to 3.2 (5.0) after
6 months of apremilast treatment.?8 The Austrian

Psoriasis Registry analysis also found that PASI was
infrequently assessed, with 44% and 28% of patients
having a PASI score documented at treatment start
and follow-up, respectively.?® DLQI was also
assessed in the above-mentioned Austrian nation-
wide survey.2? Across all treatments, 29% of patients
had a DLQI of 2 to 5, indicating mild impact of
disease, and 19% a DLQI of 6 to 10, indicating
moderate impact of disease on the patients’ health-
related quality of life. In the Austrian cohort of
APPRECIATE, mean DLQI fell from 9.6
(SD=7.4) at apremilast initiation to 1.6 (1.5) at 6
(=1) months, indicating an improvement from
moderate to mild impairment of health-related
quality of life.

Inconsistent use of these clinical assessment scores
in clinical practice was noted across other coun-
tries participating in the APPRECIATE study.?0
However, assessment scores such as DLQI may
underestimate the disease-specific burden as indi-
vidual items of the questionnaire may be of lower
importance in patients with an overall higher dis-
ease burden.2930 Thus, physicians may feel that
their use inadequately captures patients’ needs in
routine practice. Efforts have been undertaken to
avoid miscategorization of patients’ disease sever-
ity. Salgado-Boquete ez al.3! propose a combined
use of PASI, BSA and static physician global
assessment (sPGA) for classification of mild,
moderate, and severe psoriasis, capturing the der-
matologists’ and the patients’ perspectives.
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Rapid response

60%

40%
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0%

Patients/physicians (%) responding agree/strongly
agree to each statement

Sustained response

N=

Figure 4.

Strober er al.3? reverted to a simpler classification
based on treatment needs — topical or systemic —
where candidates for systemic therapy are those
with a BSA >10%, involvement of special areas,
or failure of topical therapy.

Apremilast use was maintained over time, with
74% of patients in the APPRECIATE Austria
cohort continuing apremilast at 6 (£1) months,
similar to the overall study population (72%) and
findings from the Austrian Psoriasis Registry
(74.1%). The Austrian Psoriasis Registry analysis
found that apremilast discontinuation was higher
in patients younger than 40 years. These had a sig-
nificantly higher rate of inverse and scalp involve-
ment compared with older patients. The authors
suggest that younger patients place more impor-
tance on quick symptom resolution to feel com-
fortable in partnerships and in public life, a goal
possibly hampered by the higher incidence of dif-
ficult-to-treat psoriasis manifestations in that age
group.2® This study did not estimate drug survival
in the long-term. In the published literature of
apremilast drug survival in the real-world setting,
the 6-months drug survival rate was 69.5% in one
study,?? the 1-year drug survival rate ranged from
34.7% to 57.3%.2833:34 Median drug survival var-
ied between studies and ranged from 3.1 to
15.7 months.25:28:33-36 Tt was found that drug sur-
vival correlated with primary efficacy, loss of effi-
cacy, safety, age, the burden of comorbidities, and
previous exposure to biologics.25:28:36

® Physicians

83%

78%

74%

72%

53%

51%

Clearance in Reduced itch Reduced plague

specific areas psoriasis
(physicians)/

72 overall skin

clearance (patient)

Patient and physician satisfaction with apremilast treatment.

The adverse events reported in the Austrian cohort
of APPRECIATE were consistent with the overall
study population and the known safety profile of
apremilast. The most frequently reported events
(>5% of patients) were diarrhoea, nausea and
headache overall, and diarrhoea, nausea, and
weight loss in the Austrian cohort. Withdrawals
due to adverse events (14%) or lack of efficacy
(10%) were comparable with the overall popula-
tion (12% and 14%, respectively).?® Weight loss
was observed in a substantially lower proportion of
patients in Austria (6%) compared with the overall
APPRECIATE population (23%). The summary
of product characteristics states that in the pivotal
trials, a total of 14.3% of patients receiving apremi-
last had observed weight loss between 5% and
10% while 5.7% had observed weight loss greater
than 10%.13 A potential explanation for this find-
ing may be that weight data are not collected rou-
tinely in clinical practice in Austria and weight
change may be presumed to originate from lifestyle
changes rather than association with apremilast
therapy and therefore not identified or reported as
an unexpected/adverse event.

In exploratory analyses, we summarized the data
for patients treated in office- and hospital-based
settings. These data are presented in the supple-
mentary materials; patient profiles, patient and
physician satisfaction, outcome measures, and
adverse events were comparable between
settings.
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The APPRECIATE study has some limitations,
which are described in more detail by Augustin
et al.?? In brief, documentation of routine clinical
practice was incomplete, and the study lacked a
control group. The retrospective study design is
prone to some degree of recall bias, especially with
regards to the patients’ questionnaires. Patient
selection bias cannot be excluded and may have
led to more frequent inclusion of patients with
good treatment response who may also have been
more inclined to participate in such a study. In
addition, the subjective judgement of treatment
satisfaction may be subject to cultural differences.
The sample size, especially in the subgroups of the
hospital- and office-based settings, was small, ren-
dering interpretation difficult.

Conclusions

In this study of real-world clinical practice in Austria,
the effectiveness and safety profile of apremilast treat-
ment was consistent with the overall study popula-
tion, and prior clinical trials and real-world studies.
Patients had a high burden of disease and reported
substantial improvement in skin involvement includ-
ing special locations and specific symptoms of psoria-
sis under apremilast treatment. Three-quarters of
patients remained on apremilast at 6 (=1) months,
and physicians and patients reported a treatment
benefit across all psoriasis manifestations and treat-
ment needs, with physicians’ and patients’ evalua-
tions largely aligned. Safety and tolerability of
apremilast were in line with the known safety profile.
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