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ABSTRACT

Introduction: Secukinumab has demonstrated
sustained long-term efficacy with a favourable
safety profile in various manifestations of pso-
riatic disease. We investigated effectiveness and
safety of secukinumab, other biologics and
conventional systemic therapies in patients
with chronic plaque psoriasis in a real-world
setting.

Methods: REALIA was a non-interventional,
multicentre, prospective, parallel group study.
Eligible patients were C 18 years old with
chronic plaque psoriasis commencing a new
treatment with a biologic agent or conventional
systemic therapies.
Results: At baseline, 541 patients were divided
into three cohorts based on treatment initiated:
conventional systemics (173), secukinumab
(184) and other biologics (184). A significantly
higher proportion of patients achieved almost
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clear to clear skin based on physician’s judge-
ment in secukinumab versus conventional sys-
temics at month 3 (64.7% versus 22.8%,
P\ 0.001) and month 6 (61.8% versus 20.8%,
P\ 0.001). At month 12, clear to almost clear
skin was achieved by 52.1% of the patients in
secukinumab versus 35.8% in conventional
systemics (P = 0.066). The proportion of
patients achieving Psoriasis Area Severity Index
(PASI) 90 on conventional systemics, secuk-
inumab and other biologics was 18.8%, 59.7%
and 40.0% at month 3 and 35.3%, 60.8% and
50.0% at month 12, respectively. Secukinumab
patients showed significantly higher change in
PASI total score from baseline versus conven-
tional systemics at month 3 {least squares [LS]
mean [standard error (SE)]: -14.49 [0.648] ver-
sus -8.48 [1.149], P\ 0.001} and numerically
higher [LS mean (SE): -13.60 (0.475) ver-
sus -10.84 (1.733), P = 0.122] at month 12. The
proportion of patients with Dermatology Life
Quality Index 0/1 score on conventional sys-
temics, secukinumab and other biologics was
22.6%, 65.0% and 41.6% at month 3 and
32.0%, 63.5% and 41.3% at month 12, respec-
tively. Safety profile was comparable across
cohorts.
Conclusions: Secukinumab is effective and well
tolerated in patients with chronic plaque pso-
riasis in a real-world setting in an Asia-Pacific
and Middle East population, and these results
are in agreement with clinical outcomes of
secukinumab reported in randomised clinical
trials.
Trial registration number: 170803-001645.

Keywords: Biologics; Psoriasis; Real-world;
Safety; Secukinumab

Key Summary Points

Why carry out this study?

Secukinumab has demonstrated sustained
long-term efficacy with a favourable safety
profile in various manifestations of
psoriatic disease in clinical trials.

In the real world, secukinumab is
prescribed for patients with chronic
plaque psoriasis who may have clinical
features that differ from those seen in
controlled clinical trials; therefore, the
collection of real-world data becomes
essential in the characterisation of the
patterns of secukinumab use in the
everyday clinical practice where other
treatment options are available.

Real-world data on the effectiveness of
secukinumab in the Asia-Pacific and
Middle East regions are sparse.

REALIA was a non-interventional,
multicentre, prospective, parallel group
study conducted to investigate
effectiveness and safety of secukinumab,
other biologics and conventional systemic
therapies in patients with chronic plaque
psoriasis in a real-world setting.

What has been learned from the study?

The findings from the REALIA study
conducted in a large geographical region
of Asia-Pacific and Middle East suggest
that secukinumab is prescribed in patients
with chronic plaque psoriasis with higher
prevalence of psoriatic arthritis, more
severe and longer duration of the disease,
compared with patients treated with
conventional systemics and other
biologics.

The results confirm that secukinumab is
effective and well tolerated in patients
with psoriasis in a real-world setting, and
these findings are in line with the clinical
outcomes of secukinumab reported in
clinical trials.
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INTRODUCTION

Psoriasis is a chronic inflammatory condition
characterised by well-defined erythematous
plaques with silver or white scales that can be
itchy and vary in severity [1]. Psoriasis affects
2–4% of the adult population in Western
countries, with a worldwide prevalence ranging
from 0.91% to 8.5% [1–3]. Estimated prevalence
of psoriasis is 2.3–6.6% in Australia, 0.24% in
Taiwan and 0.45% in South Korea [4]. In Middle
East countries such as Egypt, Lebanon, Saudi
Arabia and United Arab Emirates, the estimated
prevalence of psoriasis in the overall population
ranges from 0.40% to 0.58% [5]. An estimated
20–30% of patients with psoriasis have moder-
ate to severe forms of the disease, which repre-
sent serious and disabling conditions for
patients [6]. Comorbidities frequently associ-
ated with psoriasis include obesity, metabolic
syndrome, cardiovascular disease and psoriatic
arthritis (PsA) [7]. Patients with psoriasis have
an increased risk of depression and suicidality as
well as impaired quality of life (QoL) and work
productivity [8]. Different options available for
the management of chronic plaque psoriasis
include topical agents (mainly for mild forms),
phototherapy, conventional systemic treat-
ments (e.g. methotrexate, ciclosporin, retinoids;
in patients suffering from moderate to severe
disease) and biologic agents, which act by
inhibiting the actions of proinflammatory
cytokines [9–13]. Biologic agents approved for
the treatment of moderate to severe psoriasis
can be grouped into the following classes:
tumour necrosis factor alpha (TNFa) inhibitors,
interleukin (IL)-12/23 and IL-23 inhibitors, and
IL-17A cytokine inhibitors [10, 11, 13].

Secukinumab is a fully human monoclonal
antibody that selectively neutralises IL-17A, a
cornerstone cytokine involved in the patho-
genesis of psoriatic disease. Secukinumab has
demonstrated sustained long-term efficacy with
a favourable safety profile in various psoriatic
disease manifestations [7, 14–19]. Almost clear
to clear skin, corresponding to at least 90%
reduction in the Psoriasis Area and Severity
Index response (PASI 90), was achieved in
patients with moderate to severe chronic plaque

psoriasis treated with secukinumab in clinical
studies of time period ranging from 12 weeks to
5 years [16, 20–26]. The development program
showed that almost clear to clear skin correlates
with a significant improvement in the patients’
QoL when compared with a PASI 75 response
[27]. An about 50% increase in the proportion
achieving Dermatology Life Quality Index
(DLQI) response of 0/1 was observed in patients
who achieved PASI 90 versus patients achieving
PASI 75 [27].

In real-life settings, secukinumab is pre-
scribed to patients with chronic plaque psoriasis
who may exhibit clinical characteristics differ-
ent from clinical trial population. Clinicians’
judgement on the benefit–risk of secukinumab
for individual patients, and the characteristics
of their local health systems, may lead to
treatment regimens that differ from the label or
the current treatment recommendations. The
collection of real-world data becomes therefore
essential in the characterisation of the patterns
of secukinumab use in the everyday clinical
practice. The REALIA study investigated the
effectiveness, safety and treatment patterns of
secukinumab, other biologics and conventional
systemic therapies in patients with chronic
plaque psoriasis eligible for systemic treatment
in a real-world setting.

METHODS

Study Design

REALIA was a 12-month non-interventional,
multicentre, prospective, parallel group study
conducted at 59 sites in 11 countries in the Asia-
Pacific and Middle East region including Aus-
tralia, Egypt, Lebanon, Malaysia, Philippines,
Saudi Arabia, Singapore, South Korea, Taiwan,
the United Arab Emirates and Vietnam. Data
collection spanned from 26 December 2016 to
31 July 2019.

At baseline, patients were enrolled in three
treatment cohorts, as shown in Fig. 1.

• Cohort 1: conventional systemic drugs
(non-biologic), such as methotrexate, ciclos-
porin or retinoids.
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• Cohort 2: secukinumab.
• Cohort 3: other biologic agents (proprietary

or biosimilars), such as TNFa inhibitors
(etanercept, adalimumab and infliximab),
IL-12/23 inhibitors (ustekinumab) or IL-17A
inhibitors (ixekizumab only).

Treatment at baseline was used to assign
patients to the baseline treatment cohort [e.g., a
patient who entered the study in cohort 3
(other biologics) remained in this baseline
treatment cohort even if during the study the
patient switched treatment to conventional
systemics or secukinumab]. The baseline treat-
ment cohort may differ from the actual treat-
ment cohort, which refers to the treatment
cohort the patient was on at any time during
the study; each patient could be in more than
one actual treatment cohort over the course of
the study. Recording changes as add-on ther-
apy, switch in therapy, treatment withdrawal
and treatment regimen adjustment accounted
for treatment change. All types of changes,
including treatment adjustment, were recorded
for each patient.

All patients provided written informed con-
sent before enrolling in the study. The study
protocol was approved by the institutional
review board/ethics committee of each partici-
pating centre. The trial was conducted in
accordance with the Declaration of Helsinki and
Good Clinical Practice (GCP) and in compliance
with all federal, local or regional requirements.

Patients

Patients enrolled in the study were
aged C 18 years with chronic plaque psoriasis
and active skin lesions diagnosed by a derma-
tologist, commencing a new treatment with a
biologic agent or conventional systemic therapy
for psoriasis in compliance with the local pre-
scribing information (either treatment-naı̈ve or
switching to a different agent) due primarily to
their active skin lesions in the case of concur-
rent joint involvement. Inclusion and exclusion
criteria are detailed in the supplementary
appendix.

Objectives

The primary objective was to determine the
real-world effectiveness of secukinumab, other
biologics and conventional systemic therapies
by assessing the achievement of almost clear to
clear skin based on the physician’s judgement at
month 3. The secondary objectives were to
describe: patients’ clinical characteristics; real-
world effectiveness of therapies by the achieve-
ment of almost clear to clear skin at months 6
and 12; the association/correlation of almost
clear to clear skin with the psoriasis assessment
tool(s) used in clinical practice over the obser-
vation period [i.e. PASI, Physician’s Global
Assessment (PGA)/Investigator’s Global Assess-
ment (IGA), body surface area (BSA)]; treatment
patterns of therapies; the impact on health-re-
lated quality of life (HR-QoL) measured with the

Fig. 1 Study design
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Dermatology Life Quality Index (DLQI); and
safety and tolerability.

Statistical Analysis

The following analysis sets were used for data
analysis:

The enrolled set (ENS) included all patients
who provided informed consent.

The exposed set (EXS) included all patients
in the ENS who fulfilled the inclusion and
exclusion criteria and received at least one dose
of any of the medications of interest during the
treatment period after enrolment into the
study. Patients who switched to a compound
associated with a different cohort at some point
in the study who would then be allocated to all
relevant treatment cohorts (i.e. a patient could
be counted under multiple treatment cohorts)
were also part of the EXS.

The full analysis set (FAS) was subdivided
into FAS3, FAS6 and FAS12 analysis sets to
account for the timing of treatment changes.
FAS3, FAS6 and FAS12 included all patients in
the ENS who fulfilled the inclusion and exclu-
sion criteria and received at least one dose of

baseline treatment of the medication of interest
without a treatment change prior to their
month 3, 6 or 12 visit, respectively. Further
details about statistical analysis are included in
the supplementary appendix.

RESULTS

Patient Disposition

Overall, 554 patients were enrolled in the study,
of whom 541 were divided into conventional
systemics (n = 173), secukinumab (n = 184) and
other biologics (n = 184) cohorts. A total of 383
patients (70.8%) of EXS completed the
12-month study; 60.1%, 76.6% and 75.0% in
the conventional systemic, secukinumab and
other biologics groups, respectively. The most
common (C 1%) reasons for discontinuation
were lost to follow-up (24.4%) and sub-
ject/guardian decision (2.7%) (Fig. 2). Of the 13
ineligible patients (2.3%), 9 patients did not
meet inclusion criteria and 4 patients met
exclusion criteria (Supplementary Table S1).

In total, 405 patients were included in the
FAS3 (conventional systemics, 133 patients;

Fig. 2 Patient disposition (baseline treatment cohort). Percentages are based on the number of patients in the enrolled set
in the respective baseline treatment cohort
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secukinumab, 118 patients; other biologics, 154
patients), 338 patients were included in the
FAS6 (conventional systemics, 98 patients;
secukinumab, 108 patients; other biologics, 132
patients) and 266 patients were included in the
FAS12 (conventional systemics, 72 patients;
secukinumab, 89 patients; other biologics, 105
patients; Table 1). All 541 eligible patients were
included in the EXS.

Baseline Demographics and Disease
Characteristics

Patients were predominantly male (68.6%),
with a mean age of 42.5 years and body mass
index (BMI) of 28.11 kg/m2 (Table 2). Overall,
27.0% (n = 146) of the patients had concomi-
tant PsA at a higher proportion in the secuk-
inumab versus the conventional systemics
treatment cohort [30.4% (n = 56) versus 20.2%
(n = 35), respectively]. The mean duration since
diagnosis of psoriasis was longer in the secuk-
inumab treatment cohort [14.23 versus 9.78
(conventional systemics) and 12.64 years (other
biologics)]. Patients in the secukinumab treat-
ment cohort had more severe disease [PASI[20
or BSA[20%: 44.2% (n = 76)] versus conven-
tional systemics [39.0% (n = 64)] and other
biologics [34.5% (n = 60)].

Prior Psoriasis Medications

Overall, the most commonly used treatment
class prior to enrolment was topical therapies
(95.2%, n = 515), followed by conventional
systemics (60.3%, n = 326) and phototherapy
including psoralen and ultraviolet light A
(PUVA), (51.9%, n = 281) (Supplementary
Table S2). Biologic agents were used by 149 pa-
tients (27.5%); 61 patients (11.3%) had used
two or more biologic agents. A total of 74.5%
and 44.6% of patients received conventional
systemics and biologic treatment prior to the
secukinumab baseline treatment cohort,
respectively (Supplementary Table S2). A higher
percentage (23.4%) of patients in secukinumab
group received two or more prior biologic
agents than the other biologics (8.7%) and
conventional systemics (1.2%) groups (Supple-
mentary Table S2).

Effectiveness

Patients Achieving Almost Clear to Clear Skin
Based on Physician’s Assessment
The proportion of patients achieving almost
clear to clear skin was significantly higher in
secukinumab versus conventional systemics
treatment cohort at month 3 [64.7% versus
22.8%, risk difference (RD): 41.9 (95% CI 28.6,
55.2), P\0.001] and month 6 [61.8% versus
20.8%, RD: 41.0 (95% CI 25.2, 56.9), P\0.001],

Table 1 Analysis sets

Analysis set Conventional systemics, n Secukinumab, n Other biologics, n Total, n

Enrolled and eligible patients 173 184 184 541

Full analysis set (FAS)

FAS3 133 118 154 405

FAS6 98 108 132 338

FAS12 72 89 105 266

Exposed set (EXS) 182 211 213 541

Enrolled and eligible patients, FAS3, FAS6 and FAS12 are summarised based on the baseline treatment cohort. EXS is based
on the actual treatment cohort. The total of the EXS is the number of enrolled and eligible patients who fulfil the inclusion
and exclusion criteria and receive at least one dose of any of the medications of interest. It is not the sum of the EXS of the
three treatment cohorts as patients can be exposed to more than one treatment cohort. EXS, exposed set; FAS3/6/12, full
analysis set at month 3, 6 or 12; n, number of patients
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Table 2 Baseline demographics and disease characteristics (EXS, baseline treatment cohort)

Variable Conventional
systemics (N = 173),
n (%)

Secukinumab
(N = 184), n (%)

Other biologics
(N = 184), n (%)

Total
(N = 541),
n (%)

Age (years), mean (SD) 43.1 (14.98) 43.3 (13.33) 41.2 (13.34) 42.5 (13.89)

Age\ 65 years, n (%) 158 (91.3) 173 (94.0) 175 (95.1) 506 (93.5)

Male, n (%) 119 (68.8) 133 (72.3) 119 (64.7) 371 (68.6)

Race, n (%)

Caucasian 77 (44.5) 89 (48.4) 91 (49.5) 257 (47.5)

Asian 96 (55.5) 89 (48.4) 88 (47.8) 273 (50.5)

Pacific Islander 0 1 (0.5) 3 (1.6) 4 (0.7)

Other 0 5 (2.7) 2 (1.1) 7 (1.3)

BMI (kg/m2), mean (SD) 28.40 (5.76) (n = 143) 28.18 (5.83)

(n = 151)

27.78 (5.92)

(n = 153)

28.11 (5.83)

(n = 447)

Time since PsO diagnosis (years),

mean (SD)

9.78 (10.19) (n = 172) 14.23 (10.70)

(n = 183)

12.64 (9.61)

(n = 182)

12.27 (10.32)

(n = 537)

PsA, yes 35 (20.2) 56 (30.4) 55 (29.9) 146 (27.0)

PASI total score, mean (SD) 15.45 (9.17) (n = 124) 17.35 (11.12)

(n = 131)

15.63 (8.53)

(n = 125)

16.17 (9.71)

(n = 380)

PASI total score category, n (%)

\ 10 33 (26.6) 30 (22.9) 27 (21.6) 90 (23.7)

C 10 to B 20 67 (54.0) 60 (45.8) 71 (56.8) 198 (52.1)

[ 20 24 (19.4) 41 (31.3) 27 (21.6) 92 (24.2)

BSA, mean (SD) 29.0 (24.26) (n = 106) 30.0 (21.28)

(n = 99)

24.5 (19.24)

(n = 125)

27.6 (21.64)

(n = 330)

BSA category, n (%)

Patients with data available (m) 106 99 125 330

Mild (BSA\ 10%) 22 (20.8) 12 (12.1) 17 (13.6) 51 (15.5)

Moderate (BSA B 10%

to B 20%)

31 (19.2) 31 (31.3) 57 (45.6) 119 (36.1)

Severe (BSA[ 20%) 53 (50.0) 56 (56.6) 51 (40.8) 160 (48.5)

Severity of psoriasis

Patients with data available (m) 164 172 174 510

Mild (BSA\ 10% or PASI total

score\ 10)

38 (23.2) 31 (18.0) 24 (13.8) 93 (18.2)

Moderate (10% B BSA B 20% or

10 B PASI total score B 20)

62 (37.8) 65 (37.8) 90 (51.7) 217 (42.5)
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and numerically higher at month 12 [52.1%
versus 35.8%, RD: 16.3 (95% CI -1.1, 33.6),
P = 0.066] (Fig. 3). Similarly, in the other bio-
logics cohort, the proportion of patients
achieving almost clear to clear skin based on the
physician’s assessment was significantly higher
versus the conventional systemics cohort at
month 3 [43.8%, RD: 21.0 (95% CI 8.2, 33.8),
P = 0.001] and month 6 [47.6%, RD: 26.7 (95%
CI 11.0, 42.5), P\ 0.001], and numerically
higher at month 12 [50.0%, RD: 14.2 (95%
CI -2.5, 30.8), P = 0.096].

PASI 90 and PASI 100
The proportion of patients achieving PASI 90 in
the conventional systemics, secukinumab and
other biologics cohorts was 18.8%, 59.7% and

40.0% at month 3, 26.5%, 69.8% and 55.9% at
month 6 and 35.3%, 60.8% and 50.0% at
month 12, respectively (Fig. 4i). The proportion
of patients achieving PASI 100 (%) in the con-
ventional systemics, secukinumab and other
biologics cohorts was 7.8%, 30.6% and 17.3% at
month 3, 14.7%, 43.4% and 30.5% at month 6
and 5.9%, 25.5% and 23.2% at month 12,
respectively (Fig. 4ii).

Change in PASI and BSA Total Score
Secukinumab patients showed significantly
higher difference in least squares (LS) means in
PASI total score from baseline versus conven-
tional systemics at month 3 (-6.02; 95% CI for
difference: -8.55, -3.49; P\0.001) and
numerically higher at month 12 (-2.76; 95% CI

Fig. 3 Proportion of patients achieving almost clear to
clear skin (baseline treatment cohort). Percentages are based
on the number of patients in the FAS3, FAS6 and FAS12

with data available (m) at each visit of interest in the
respective baseline treatment cohort. *Secukinumab versus
conventional systemics, �other biologics versus conventional
systemics. FAS3/6/12, full analysis set at month 3, 6 or 12

Table 2 continued

Variable Conventional
systemics (N = 173),
n (%)

Secukinumab
(N = 184), n (%)

Other biologics
(N = 184), n (%)

Total
(N = 541),
n (%)

Severe (BSA[ 20% or PASI total

score[ 20)

64 (39.0) 76 (44.2) 60 (34.5) 200 (39.2)

Percentages are based on the number of patients (n) or the number of patients available (m) in the EXS in the respective
baseline treatment cohort
BMI body mass index, BSA body surface area, EXS exposed set, m number of patients available for assessment, N total
number of patients, n number of patients, PASI Psoriasis Area and Severity Index, PsA psoriatic arthritis, PsO psoriasis, SD
standard deviation
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for difference: -6.27, 0.75; P = 0.122) (Fig. 5).
Patients treated with other biologics also had
significantly higher difference in LS means in
PASI total score from baseline vs. conventional
systemics at Month 3 (-4.47; 95% CI for dif-
ference: -6.90, -2.04; P\0.001) and numeri-
cally higher change at Month 12 (-3.37; 95%
CI for difference: -6.93, 0.19; P = 0.064)
(Fig. 5). Change in BSA total score from baseline
are presented in supplementary section.

PGA/IGA 0 or 1 Score
At month 3, the proportion of patients with
PGA/IGA 0 or 1 score was highest in the other
biologics group (81.0%), followed by the
secukinumab group (70.6%) and the conven-
tional systemics group. Secukinumab group had
the highest proportion of patients (84.6% and
80.0%) with PGA/IGA 0 or 1 score at months 6

and 12 followed by other biologics (76.9% and
69.0%) and conventional systemics (28.6% and
40.0%) (Fig. 6i).

Health-Related Quality of Life

At months 3, 6 and 12, the proportion of
patients with DLQI score of 0 or 1 was higher in
the secukinumab group (65.0%, 61.4% and
63.5%) than in the other biologics (41.6%,
39.2% and 41.3%) and the conventional sys-
temics groups (22.6%, 21.3% and 32.0%)
(Fig. 6ii). Change in DLQI total score from
baseline is presented in the supplementary
section.

Fig. 4 Proportion of patients achieving (i) PASI 90 and
(ii) PASI 100 response (baseline treatment cohort).
Percentages are based on the number of patients in the
FAS3, FAS6 and FAS12 with data available (m) at each

visit of interest in the respective baseline treatment cohort.
FAS3/6/12, full analysis set at month 3/6/12; PASI
Psoriasis Area and Severity Index
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Treatment Patterns

Exposure
The mean (SD) time of exposure in conven-
tional systemics, secukinumab and other bio-
logics actual treatment cohorts was
236.8 (160.55) days, 300.4 (132.25) days and
291.8 (136.45) days, respectively.

Baseline Treatment
Treatments for psoriasis, including previous
biologics used at baseline, are presented per
baseline treatment cohort for the EXS in Sup-
plementary Table S3. In the conventional

systemics baseline treatment cohort, the most
commonly used baseline medication (C 5.0%)
was methotrexate (67.6%, n = 117). In the
secukinumab baseline treatment cohort, 8.7%
(n = 16) patients also received conventional
systemics at baseline; each conventional sys-
temic medication was received by\5.0% of
patients. In other biologics baseline treatment
cohort, the most commonly used baseline
medication was ustekinumab (50.0%, n = 92).

Actual Treatment
Actual treatments for psoriasis used during the
study are presented per actual treatment cohort

Fig. 5 Adjusted mean change in PASI total score from
baseline (baseline treatment cohort). Error bars represent
SE. Analysed using MMRM model including baseline
treatment cohort, psoriatic arthritis, visit as fixed effect
factors, baseline PASI total score value as covariate and the
baseline treatment cohort by visit interaction, psoriatic

arthritis by visit interaction, and baseline PASI total score
by visit interaction. �Other biologics versus conventional
systemics; *secukinumab versus conventional systemics.
FAS3/6/12 full analysis set at month 3, 6 or 12; LS least
squares; PASI, Psoriasis Area and Severity Index; MMRM
mixed model repeated measures; SE standard error
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for the EXS in Supplementary Table S4. In the
conventional systemics actual treatment cohort
(N = 182), the most commonly used medication
(C 5.0%) was methotrexate (74.7%, n = 136). In
the secukinumab actual treatment cohort
(N = 211), during treatment with secukinumab,
31 patients (14.7%, n = 31) also received con-
ventional systemics, and 5 patients (2.4%) also
received other biologics. In the other biologics
actual treatment cohort (N = 213), the most
commonly used medications was ustekinumab
(47.4%, n = 101) followed by conventional sys-
temics (22.1%; n = 47).

Changes in Treatment
An overall summary of treatment changes,
including regimen adjustments in the EXS, is
provided in Supplementary Fig. S3, and treat-
ment changes since the previous visit in Sup-
plementary Fig. S4. The overall proportion of

patients with no change in treatment regimen
during the study in the secukinumab, conven-
tional systemics and other biologics baseline
treatment cohort was 67.9% (n = 125), 62.5%
(n = 115) and 45.1% (n = 78), respectively
(Supplementary Fig. S3i). The most common
type of change was treatment withdrawal and
treatment regimen adjustment (each 15.2%) for
the secukinumab baseline treatment cohort,
treatment regimen adjustment (26.6%) for the
conventional systemics baseline treatment
cohort and treatment withdrawal (16.8%) for
other biologics baseline treatment cohort (Sup-
plementary Fig. S3ii). The secukinumab baseline
treatment cohort had the lowest proportion of
patients with treatment changes (15.8%), fol-
lowed by other biologics baseline treatment
cohort (29.5%); the conventional systemics
baseline treatment cohort had the highest pro-
portion of patients with a change of treatment
(42.1%) (Supplementary Fig. S4). The most

Fig. 6 Proportion of patients achieving (i) PGA/IGA 0/1
response; (ii) DLQI 0/1 score (baseline treatment cohort).
Percentages are based on the number of patients in the
FAS3, FAS6 and FAS12 with data available (m) at each

visit of interest in the respective baseline treatment cohort.
FAS3/6/12 full analysis set at month 3/6/12; DLQI
Dermatology Life Quality Index; IGA Investigator’s Global
Assessment; PGA Physician’s Global Assessment
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common primary reasons for treatment change
are presented in Supplementary Table S5.

Safety

The overall safety profile was comparable across
actual treatment cohorts (Table 3). Proportion
of patients experiencing treatment emergent
adverse event was comparable (conventional
systemics, 34.6%, secukinumab, 33.6%; other
biologics, 30.5%). Among the patients who
were not taking medication at certain times
during the study, 20 of 125 patients (16.0%)
experienced a treatment emergent adverse
event (TEAE). The majority of TEAEs that
occurred during the study were mild, across all
actual treatment cohorts. Severe TEAEs occurred
in four patients (2.2%) in the conventional

systemics actual treatment cohort, in seven
patients (3.3%) in the secukinumab actual
treatment cohort, in eight patients (3.8%) in
other biologics actual treatment cohort, and in
four patients (3.2%) in the ‘None’ actual treat-
ment cohort. There was one death during the
study in the conventional systemics actual
treatment cohort. The cause of death was dif-
fuse large B-cell lymphoma, which was not
considered to be related to baseline treatment.
Adverse events of special interest are presented
in Table 4. A higher proportion of patients
reported infections in secukinumab group
(16.6%) than other biologics group (11.7%) and
conventional systemics (5.5%). The higher
proportion of patients reporting infections is
mainly driven by fungal and other skin

Table 3 Overall safety profile (EXS, actual treatment cohort)

Conventional systemics
(N = 182), n (%)

Secukinumab
(N = 211), n (%)

Other biologics
(N = 213), n (%)

Nonea

(N = 125),
n (%)

AEs 63 (34.6) 71 (33.6) 65 (30.5) 20 (16.0)

Related to baseline

treatment

47 (25.8) 19 (9.0) 21 (9.9) 11 (8.8)

Related to other

treatment

9 (4.9) 3 (1.4) 2 (0.9) 1 (0.8)

SAEs 4 (2.2) 9 (4.3) 6 (2.8) 5 (4.0)

Related to baseline

treatment

0 4 (1.9) 2 (0.9) 3 (2.4)

Related to other

treatment

1 (0.5) 0 0 0

Fatal SAEs 1 (0.5) 0 0 0

AEs leading to

discontinuation

3 (1.6) 0 1 (0.5) 0

AEs leading to dose

adjustment

13 (7.1) 3 (1.4) 4 (1.9) 0

aPatients who were not taking medication at certain times during the study. These AEs could not be allocated to a cohort
owing to technical set-up of the electronic case report form and were manually analysed; most of these AEs occurred
between the loading and maintenance dose. Percentages are based on the number of patients from the EXS (N) for each
respective actual treatment cohort. Actual treatment cohort may differ from baseline treatment
AE adverse event, EXS exposed set, N total number of patients, n number of patients, SAE serious adverse event
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structure infections. No cases of inflammatory
bowel disease were reported.

DISCUSSION

REALIA study generated real-world evidence in
patients from a large geographical region, where
little has been published on the real-life treat-
ment patterns and effectiveness of the different
treatment modalities used in patients with
chronic plaque psoriasis eligible for systemic
treatment. Patients in secukinumab baseline
treatment cohort had more severe psoriasis
than other biologics and conventional sys-
temics cohorts and presented with PsA more
often than in the conventional systemics base-
line treatment cohort. A higher percentage of

patients treated with secukinumab received
more than two prior biologic agents than the
other treatment groups, which indicates that
these patients seemed to suffer from more sev-
ere psoriasis; nevertheless, secukinumab treat-
ment demonstrated similar or better
effectiveness compared with conventional sys-
temics and other biologic groups.

The effectiveness and safety of conventional
systemics, secukinumab and other biologics in a
real-world setting in the treatment of chronic
plaque psoriasis are in agreement with clinical
outcomes reported in randomised clinical trials
[14]. The proportion of patients achieving
almost clear to clear skin was significantly
higher in secukinumab versus conventional
systemics baseline treatment cohorts at month
3 and at month 6, and numerically higher at

Table 4 Adverse events of special interest (EXS, actual treatment cohort)

Grouping Conventional
systemic
N = 182
n (%)

Secukinumab
N = 211
n (%)

Other
biologics
N = 213
n (%)

Nonea

N = 125
n (%)

Number of subjects with at least one event 22 (12.1) 47 (22.3) 40 (18.8) 9 (7.2)

Hypersensitivity 2 (1.1) 9 (4.3) 11 (5.2) 2 (1.6)

Immune/administration reactions 0 1 (0.5) 4 (1.9) 0

Infections 10 (5.5) 35 (16.6) 25 (11.7) 6 (4.8)

Infections (infectious pneumonia) 0 1 (0.5) 1 (0.5) 1 (0.8)

Infections (fungal) 0 7 (3.3) 4 (1.9) 2 (1.6)

Infections (viral herpes) 1 (0.5) 1 (0.5) 1 (0.5) 0

Infections (mycobacterial) 1 (0.5) 0 0 0

Infections (skin structure) 5 (2.7) 15 (7.1) 12 (5.6) 4 (3.2)

Infections (staphylococcal) 0 1 (0.5) 4 (1.9) 0

Major adverse cardiovascular events (MACE) 7 (3.8) 5 (2.4) 8 (3.8) 0

Malignant or unspecified tumours 3 (1.6) 1 (0.5) 0 1 (0.8)

Malignant or unspecified tumours (except NMSC) 3 (1.6) 1 (0.5) 0 1 (0.8)

Neutropenia 0 1 (0.5) 0 0

aPatients who were not taking medication at certain times during the study. Percentages are based on the number of patients
from the EXS for each respective actual treatment cohort
AE adverse event, EXS exposed set, MACE major adverse cardiac events, N total number of patients, n number of patients,
NMSC non-melanoma skin cancer
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month 12. Similar results were observed for
other biologics versus conventional systemics
baseline treatment cohorts at months 3, 6 and
12.

There were significant differences between
secukinumab and other biologics versus the
conventional systemics baseline treatment
cohorts in PASI total score at month 3 and
month 6, but not at month 12, similar to the
physician’s assessment of disease severity. A
potential explanation for this observation
might be that patients who need to switch due
to efficacy or safety concerns are more likely to
do so before 12 months of treatment. The
secukinumab baseline treatment cohort was
numerically better than conventional systemics
and other biologics baseline treatment cohorts
at attaining PASI 90 and PASI 100 responses at
every timepoint in the study. The secukinumab
and other biologics baseline treatment cohorts
were significantly better than conventional
systemics baseline treatment cohort at improv-
ing the BSA total score at every timepoint.

Secukinumab was numerically better than
both conventional systemics and other biolog-
ics at attaining a PGA/IGA score of 0 at month 6
and month 12, but not at month 3. However, as
only a small number of patients had available
PGA/IGA assessments throughout the study,
these results should be interpreted with caution.
Secukinumab and other biologics have led to
significantly higher improvements of the DLQI
total score versus conventional systemics at
month 3 and month 6, but not at month 12.
However, the DLQI was an optional assessment,
and at month 12, fewer patients answered the
DLQI questionnaire than at month 3 and
month 6.

The findings of secukinumab treatment in
this study were comparable to the results of a
meta-analysis of 43 studies, which examined
real-world evidence of secukinumab in psoriasis
treatment [28]. The meta-analysis reported drug
survival of 80% at 12 months [28]. The PASI 90
scores in the meta-analysis were 50%, 53% and
60%, and PASI 100 scores were 36%, 46% and
51%, at 3, 6 and 12 months, respectively [28].
Overall, in the meta-analysis, 57%, 55% and
65% of patients achieved DLQI score of 0 or 1 at
3, 6 and 12 months, respectively [28].

Patients in the secukinumab baseline treat-
ment cohort were the least likely to change
treatment within the 12-month observation
period. The main reason for secukinumab
treatment changes was disease control, and the
main changes made were treatment withdrawal
or regimen adjustment. Due to the relatively
small numbers of patients and the magnitude of
the differences, these observations should be
interpreted with caution.

The safety profile of conventional systemics,
secukinumab and other biologics showed no
new or unexpected signals. There was one death
reported in the conventional systemics baseline
treatment cohort (diffuse B-cell lymphoma),
which was considered as related to concomitant
cancer treatment. The frequency of AEs was
similar among the actual treatment cohorts,
with only headache and nausea occurring more
often with conventional systemics treatment.
Patients treated with secukinumab reported a
slightly higher rate of infections compared with
other biologics which was, nevertheless, similar
to that observed in controlled clinical studies
[29]. Notably, cases of inflammatory bowel dis-
ease were not reported in this study.

Limitations of this study were inherent to its
non-interventional design, and hence missing
or incomplete data and selection bias are to be
expected as with other multicentre prospective
observational trials. In addition, the clinical
judgement of almost clear to clear skin (yes/no)
depended strongly on the subjective assessment
of the physician. The lack of standardisation
across the participating countries has led to
limited interpretation of the association of the
clinical judgement with the different disease
severity assessments tools. Furthermore,
patient-reported outcomes (DLQI) from non-
blinded patients should also be carefully inter-
preted. Finally, secukinumab was analysed sep-
arately, whereas other biologics were grouped
and analysed together; therefore, the results
obtained for the other biologics were the aver-
age for the group of biologic treatment, and
gave no measure of effectiveness of the indi-
vidual biologic treatments. In addition, while
evaluating findings of the current research, the
heterogeneity of the biologic drug group should
be considered.
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CONCLUSION

In conclusion, real-world evidence in patients
with chronic plaque psoriasis from a large geo-
graphical region of Asia-Pacific and Middle East
suggests that, despite the higher incidence of
PsA, more severe disease and a longer disease
duration, secukinumab is at least as effective as
conventional systemics and other biologics.
These results are in agreement with the clinical
outcomes of secukinumab reported in its clini-
cal development program.
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