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ABSTRACT

Background: The efficacy and safety of secuk-
inumab in patients with psoriasis has been
established in randomised clinical trials. How-
ever, data on effectiveness and safety of secuk-
inumab in Latin American real-world settings
are scarce.
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Objectives: To evaluate the effectiveness and
safety of secukinumab in real-world settings in
patients with psoriasis in Latin America.

Methods: PURE is an ongoing multinational,
prospective, observational study in patients
with moderate-to-severe chronic plaque psoria-
sis in Canada and Latin America assessing the
real-world safety and effectiveness of secuk-
inumab and other approved therapies. The
study enrolled (1:1) patients treated with
secukinumab versus other approved therapies
(other Tx) per local standard of care from 81
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community- and hospital-based speciality sites
(21 in Latin America). Here, we report effec-
tiveness and safety outcomes with secukinumab
and other Tx for plaque psoriasis for up to
12 months in a Latin American population.
Results: Overall, 187 patients were included in
the analysis, 89 of whom initiated secukinumab
treatment and 98 of whom received other Tx. At
month 12, 84.4%, 71.1% and 53.3% of patients
treated with secukinumab achieved Psoriasis
Area and Severity Index (PASI) 75/90/100,
respectively, compared with 66.7%, 47.9% and
29.2% of patients who received other Tx.
Investigator Global Assessment (IGA) 0/1
responders in secukinumab versus other Tx
were 78.3% versus 36.7% at month 3 and 81.8%
versus 66.7% at month 12, respectively. Overall,
the proportion of patients achieving Dermatol-
ogy Life Quality Index (DLQI) 0/1 improved
from 6.9% at baseline to 76.5% at month 12 in
patients treated with secukinumab versus 5.6%
at baseline to 54.5% at month 12 in patients on
other Tx. No unexpected adverse events were
reported during the 12-month observation
period.

Conclusion: Secukinumab demonstrated real-
world effectiveness and improved dermatology
quality-of-life in chronic plaque psoriasis
patients from Latin America.

Trial Registration: PURE: NCT02786186.

Keywords: Latin America; Plaque psoriasis;
PURE registry; Real-world; Secukinumab
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Key Summary Points

Why carry out this study?

Secukinumab has shown rapid and
sustained effectiveness with a favourable
safety profile in the treatment of
moderate-to-severe plaque psoriasis and
its manifestations in real-world studies

There is limited information on clinical
data pertaining to outcomes with
secukinumab use for psoriasis in Latin
America. In addition, variation exists
between patients (severity of disease and
other patient characteristics), physician
perspectives (drug prescription patterns)
and health care systems (clinical practice,
local guideline-driven management of
disease and reimbursement policies) in
routine clinical practice

This study was conducted to assess the
effectiveness and safety of secukinumab in
a Latin American population

What was learned from the study?

The current study provides data on the
real-world effectiveness of secukinumab in
Latin American patients with moderate-
to-severe plaque psoriasis

The 12-month follow-up data from the
PURE registry demonstrated
improvements in psoriasis disease severity
and a positive impact on quality of life
with secukinumab treatment in a clinical
setting

The findings from this interim analysis are
likely to support an evidence-based
framework for clinical decisions on
treating patients with chronic plaque
psoriasis in Latin America
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INTRODUCTION

Psoriasis is a chronic inflammatory condition
characterised by well-defined erythematous
plaques with scales that can be itchy and that
vary in severity [1]. Prevalence of psoriasis in
Latin America has been estimated to be
1.13-2.9% [2]. However, owing to scant litera-
ture evidence for psoriasis in Latin American
countries, the true burden of psoriasis remains
largely unknown. Treatment options for
chronic plaque psoriasis vary from topical
agents and conventional systemic treatment to
biologic therapies. Tumour necrosis factor alpha
(TNF-a) inhibitors, interleukin (IL)-12/23 and
IL-23 inhibitors, and IL-17 cytokine inhibitors
are the three main classes of biologic agents
approved for the treatment of moderate-to-sev-
ere psoriasis [3, 4].

Secukinumab, a fully human monoclonal
antibody that directly inhibits IL-17A, a
cornerstone cytokine involved in the patho-
physiology of psoriasis, has demonstrated long-
lasting efficacy and safety in the complete
spectrum of psoriasis manifestations [5-9]. Effi-
cacy of secukinumab in patients with moderate-
to-severe plaque psoriasis has been well estab-
lished in the pivotal phase 3 trials [7, 10, 11].
Real-world evidence (RWE) studies on secuk-
inumab have demonstrated its long-term effec-
tiveness and favourable safety profile in several
key registries, such as CorEvitas (in North
America), BADBIR (in the UK), PROSE (across 17
European countries) and PROSPECT (in

Enrollment Period

IL-17A inhibiting biologic

Secukinumab

Other approved therapies

Systemic, phototherapy, or
biologics

Germany) [12-15]. However, clinical data
regarding outcomes with secukinumab use for
psoriasis in Latin America are still limited. PURE
is the first real-world registry to evaluate the
clinical effectiveness, safety profile and impact
on the quality of life (QoL) of secukinumab in
the management of patients with moderate-to-
severe psoriasis from Canada and Latin America
[16]. Here, we report the effectiveness and safety
profiles of secukinumab in patients from Latin
America who completed a 12-month follow-up
in the PURE registry.

METHODS

Study Design

PURE is an ongoing, prospective, multinational,
observational, two-cohort registry of adult
Patients with moderate to severe chronic pla-
qUe psoRiasis in Latin AmErica and Canada
(NCT02786186) [16]. There were 21 research
sites in seven countries across Latin America
(Argentina, Brazil, Guatemala, Costa Rica,
Mexico, Dominican Republic and Panama),
including public hospitals and private clinics.
Patients were divided into two cohorts, those
who received secukinumab treatment and those
who received other approved therapies (other
Tx) (Fig. 1). The study includes a 5-year follow-
up at completion, with recommended assess-
ments at enrollment, at months 3 and 6, and
every 6 months thereafter (Fig.1). Treatment

< >
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Maximum 5-year
follow-up for both cohorts”

Fig. 1 Study design. IL interleukin, Other Tx other approved therapies, SEC secukinumab. *Maximum 5-year follow-up;
recommended follow-up schedule: every 3 months for the first two visits, and every 6 months thereafter

I\ Adis



272

Dermatol Ther (Heidelb) (2023) 13:269-283

Enrolled population

N =233

v
mITT? population

n=187

v
v A\ 4
Patients who initiated SEC Patients who initiated Other Tx
n=289 n=98
Primary reasons for A\ 4 A4 Primary reasons for

premature discontinuation:
*AE, (n=2)

* Death, (n=1)

» Withdrawal of informed

Premature discontinuation in
patients who initiated SEC
n=8

Premature discontinuation in
patients who initiated Other Tx
n=8

premature discontinuation:

« Study termination by
sponsor, (n = 3)

» Withdrawal of informed

consent, (n = 4)
* Other, (n=1)

Fig. 2 Patient disposition in 12-month data from the
Latin American population of the PURE registry. AE
adverse event, 7ITT modified intent-to-treat population,
N total number of patients, » number of patients, Other
Tx other approved therapies SEC secukinumab. “The

switch can occur because of the longitudinal
and observational nature of the study.

Inclusion and Exclusion Criteria

Patients (aged > 18 years) who were diagnosed
with chronic moderate-to-severe plaque psoria-
sis by a specialist were included in the study.
The decision to start psoriasis treatment (se-
cukinumab, other biologics, systemic treat-
ments or phototherapy) must have been
reached prior to and independent of the
enrollment visit. Other inclusion criteria were
prescription of treatments in accordance with
the product monograph as per standard of care
and regional regulatory and reimbursement
policies, and the ability of patients to under-
stand and communicate with the investigator
and comply with the requirements of the study.
Patients who were involved in a clinical trial of
an investigational drug, concurrently or within
the last 30 days, were not eligible for enrollment
in the PURE registry.

consent, (n = 3)
* Lost to follow-up, (n = 1)
« Other, (n=1)

mITT includes all enrolled patients with an assigned
cohort at baseline who had at least 1 post-baseline visit or
¢PRO submission, or a post-baseline AE evaluation.
Patients with major protocol violations were excluded

from the mITT population

Baseline Assessments

Patient demographic characteristics, including
age, gender, race and medical history, were
recorded at enrollment in the registry. Severity
of the disease at baseline was assessed using
Investigator’s Global Assessment (IGA), Psoria-
sis Area and Severity Index (PASI), and body
surface area (BSA) measurements. In addition,
prior and current psoriasis therapies and psori-
asis diagnoses were also captured in the study.

Outcome Measures and Variables

Outcome measures were assessed at baseline, 3,
6, and 12 months. Effectiveness assessments for
psoriasis included physician-reported outcomes
(PASI and IGA). The impact of psoriasis on
patient’s health-related QoL (HR-QoL) was
assessed by patient-reported outcomes (PROs)
and the Dermatology Life Quality Index (DLQI).
Safety was evaluated by the incidence of adverse
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events (AE). The safety outcomes assessed
included incidence of total AEs, total serious
AEs (SAE) and infections defined by the pro-
portion of patients with at least 1 event, the
mean number of events per patient, and the
mean number of events per person-year of fol-
low-up. All AEs were mapped on the basis of the
hierarchy of exposures: secukinumab > other
biologic agents > non-biologic agents.

Statistical Analysis

All analyses were per protocol based on the
modified intent-to-treat population (mITT). The
mITT population includes all enrolled patients
with an assigned cohort at baseline who had at
least one post-baseline visit or electronic PRO
(ePRO) submission, or a post-baseline AE eval-
uation. Patients with major protocol violations
were excluded from the mITT population. For
both treatment cohorts, AEs and SAEs were

Table 1 Baseline demographic and disease characteristics

assessed using the total number and proportion
of patients who experienced at least one event
within each system organ class (SOC) and
within each preferred term (PT), and the num-
ber of patients who experienced the specific
event by 100 patient-years (PY). All AEs are
coded by Medical Dictionary for Regulatory
Activities (MedDRA Version 23.1). In each
treatment cohort, patients who experienced the
same event multiple times were counted only
once for the corresponding SOC and PT. All
statistical analyses were descriptive in nature.

Ethical Considerations

The study was conducted in accordance with
the Declaration of Helsinki. Informed consent
was obtained from all eligible patients before
any data were collected. Wherever required, the
study was reviewed and approved by ethics
cominittees or institutional review boards.

Characteristics Secukinumab Other Tx Overall
N =89 N =98 N =187

Age (years), mean (SD) 49.1 (12.9) 45.6 (16.5) 47.2 (15.0)
Male, 7 (%) 46 (51.7) 53 (54.1) 99 (52.9)
Race, 7 (%)

Caucasian 44 (50.6) 46 (46.9) 90 (48.6)

American Indian 6 (6.9) 2 (2.0) 8 (4.3)

Other 37 (42.5) 50 (51.0) 87 (47.0)
BMI (kg/m?), mean &+ SD 28.4 (5.4) 27.7 (6.2) 28.0 (5.8)
Duration since first diagnosis of psoriasis (years), mean (SD) 13.8 (12.3) 10.8 (11.1) 12.3 (11.7)
Subjects with any current psoriasis therapies at baseline, 7 (%) 75 (84.3) 84 (85.7) 159 (85.0)
PASI total score, mean &+ SD 16.6 (9.51) 15.5 (7.59) 16.0 (8.56)
Baseline IGA score, 7 (%)

Moderate disease 49 (57.0) 63 (65.6) 112 (61.5)

Severe disease 33 (38.4) 26 (27.1) 59 (32.4)
DLQI total score, mean £=SD 115 (7.1) 11.5 (7.6) 11.5 (7.4)

BMI body mass index, DLQI Dermatology Life Quality Index, /GA Investigator’s Global Assessment, IV total number of
patients, 7 number of patients, PASI Psoriasis Arca and Severity Index, Other Tx other approved therapies, SD standard

deviation
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Fig. 4 Discase severity (IGA) of patients at enrollment
and up to 12 months follow-up. IGA is a five-point scale
that provides a global clinical assessment of disease severity
ranging from 0 to 4, where 0 indicates clear, 1 almost clear,

RESULTS

Patient Population

As of 24 January 2020, a total of 233 patients
from Latin America were enrolled in the study,
and data from 187 patients qualified under
mlITT population (Fig. 2). Overall, 16 patients
(6.9%) prematurely discontinued treatment.
The most common reasons for discontinuation
were withdrawal of informed consent [7
patients (3.0%)] and termination of study by
sponsor [3 patients (1.3%)]; (Fig. 2). Among the
patients analysed, 89 initiated secukinumab
treatment and 98 initiated other Tx during the
12-month observation period, on the basis of
physician’s decision.

26.6

30.1

18.5

Overall '

' 23.0 !
: 381 | 37.5
! 1 46.7
' 554 . 56.8
3iied X
: 281 20.2
: ; 272
. 246 27 . 25
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' . 9.8
: 10.8 12.2 . 6.8 188
0 10.8 91 ' 141
M\ 9.2 ! :
' 6.8 3.0 NN 23 21 iz
SEC Other Tx  Overall ' SEC Other Tx  Overall
65 74 139 44 48 92
6 months ; 12 months
Mild Almost clear  Clear

2 mild, 3 moderate and 4 indicates severe. IGA Investi-
gator’s Global Assessment, 7z number of patients, Other Tx
other approved therapies, SEC secukinumab

Demographics and Baseline Disease
Characteristics

Patients’ baseline demographics were compara-
ble across the two treatment groups (Table 1).
Of the 187 patients, 99 (53.0%) were male, the
mean age was 47.2 years, and the mean body
mass index (BMI, overall population) was
28.0 kg/m?. Overall, the proportion of patients
who received biologic systemic therapy and
non-biologic systemic therapy at baseline was
62.6% and 21.9%, respectively. Each biologic
and non-biologic systemic therapy has been
detailed in Supplementary Table S1. The mean
baseline PASI score was 16.0, and the mean
baseline total BSA involvement was 24% in the
overall population. The baseline IGA score was
moderate in 61.5% of patients and severe in
32.4% of patients. Overall, the mean time since
diagnosis of psoriasis was 12.3 years (Table 1).
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Fig. 5 Quality of life outcomes at enrollment and up to
12 months follow-up. a Mean DLQI scores and b Propor-
tion of patients with DLQI 0/1 response through month

Treatment Effectiveness

The respective mean (standard deviation [SD])
absolute PASI score improved in patients treated
with secukinumab versus other Tx from 16.6
(9.51; n=88) versus 15.5 (7.59; n=95) at
enrollment to 2.3 (3.84; n = 82) versus 5.6 (5.70;
n = 88) at month 3, 2.5 (6.53; n = 64) versus 4.4
(6.14; n = 72) at month 6, and 2.0 (4.38; n = 45)
versus 3.7 (5.11; n = 48) at month 12 (Fig. 3a).
The corresponding median (range) PASI score
for patients who received secukinumab versus
other Tx was 14.5 (1.5-50.5) versus 14.6
(2.7-48.0), 1.1 (0.0-24.9) versus 4.2 (0.0-31.6),
0.3 (0.0-39.1) versus 2.4 (0.0-30.6) and 0.0
(0.0-20.7) versus 1.5 (0.0-22.2) at baseline,
month 3, month 6 and month 12, respectively.
PASI 90/100 response was achieved by (61.7%/
43.2%; N =381), (71.9%/48.4%; N = 64) and
(71.1%/53.3%; N = 45) patients treated with

12. DLQI Dermatology Life Quality Index, 7 number of
patients, Other Tx other approved therapies, SEC
secukinumab

secukinumab at month3, month6 and
month 12, respectively (Fig. 3b). At month 12,
the proportion of secukinumab-treated patients
who achieved absolute PASI < 5 and PASI < 3
was 88.9% and 84.4%, respectively, and the
corresponding values for patients treated with
other Tx were 77.1% and 64.6%, respectively
(Fig. 3c). The proportion of patients who
achieved an IGA 0/1 (clear to almost clear skin)
response in the secukinumab versus other Tx
groups was 78.3% versus 36.7% at month 3,
80.0% versus 54.1% at month 6, and 81.8%
versus 66.7% at month 12, respectively (Fig. 4).

Skin Disease-Related Quality of Life

The mean (SD) DLQI score in patients treated
with secukinumab versus other Tx was 11.5
(7.12; N=87) versus 11.5 (7.63; N =90) at
baseline, 3.5 (4.33; N =70) versus 5.7 (6.35;
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Table 2 Overall safety table
Events Secukinumab Other Tx Overall
N =289 N=098 N =187
Number of participants with any AEs, z (%) 34 (38.2) 35(357) 69 (369)
EAIR® of AEs/100 PY
AEs 49.6 48.7 49.1
Serious AEs 6.7 3.7 5.1
AEs related to study treatment 14.8 259 20.6
Severe AEs 5.4 1.8 3.5
AEs leading to study dose permanently discontinued 5.4 25 39
AEs leading to hospitalization/prolongation of existing hospitalization 6.0 3.1 4.5
AEs leading to death 0.7 0.0 0.3
Serious AEs related to study treatment 4.7 1.8 32
AEs by SOC (> 5%), 7 (%)
Gastrointestinal disorders 6 (6.7) 5 (5.1) 11 (5.9)
Infections and infestations 13 (14.6) 19 (19.4) 32 (17.1)
Skin and subcutaneous tissue disorders 4 (4.5) 6 (6.1) 10 (5.3)
AEs by SOC (> 5%), by severity, 7 (%)
Overall
Total 32 (36) 34 (34.7) 66 (35.3)
Mild 17 (19.1) 22 (22.4) 39 (20.9)
Moderate 12 (13.5) 10 (10.2) 22 (11.8)
Severe 5 (5.6) 3 (3.1) 8 (4.3)
Gastrointestinal disorders
Total 6 (6.7) 5(5.1) 11 (5.9)
Mild 3 (3.4) 5 (5.1) 8 (4.3)
Moderate 2(22) 0 (0.0) 2 (1.1)
Severe 1(1.1) 0 (0.0) 1(0.5)
Infections and infestations
Total 13 (14.6) 19 (19.4) 32 (17.1)
Mild 8 (9.0) 14 (14.3) 22 (11.8)
Moderate 3 (34) 4 (4.1) 7 (3.7)
Severe 2 (22) 1 (1.0) 3 (1.6)
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Table 2 continued

Events Secukinumab Other Tx Overall
N =89 N =98 N =187
Skin and subcutaneous tissue disorders
Total 4 (45) 6 (6.1) 10 (5.3)
Mild 3 (34) 4 (4.1) 7 (3.7)
Moderate (1.1) 2 (2.0) 3 (1.6)
Severe 0 (0.0) 0 (0.0) 0 (0.0)
Number of participants with any SAEs, 7 (%) 5 (5.6) 4 (4.1) 9 (4.8)
Death, # (%) (1.1) 0 (0.0) 1(0.5)

AEs adverse events, EAIR exposure-adjusted incidence rate, » number of patients, IV total number of patients, Other Tx
other approved therapies, PY person-years, SEC secukinumab, SOC system organ class

*EAIR is defined as the number of patients experiencing a particular AE divided by the total exposure time of all patients in

a respective treatment group who are at risk for the event

N = 76) at month 3, 3.5 (5.47; N = 52) versus 4.1
(4.92; N=64) at month6, and 1.8 (3.29;
N = 34) versus 3.7 (6.07; N =33) at month 12,
respectively (Fig. 5a). The proportion of patients
with DLQI 0-1 in the secukinumab group versus
patients treated with other Tx was 52.9%
(N =70) versus 31.6% (N =76) at month 3,
46.2% (N =52) versus 40.6% (N =64) at
month 6, and 76.5% (N = 34) versus 54.5%
(N = 33) at month 12, respectively (Fig. Sb).

Safety

The percentage of patients reporting any AEs in
the overall population was 36.9% (Table 2). The
exposure-adjusted incidence rate (IR) of AEs
with secukinumab treatment was 49.6/100 PY
and 48.7/100 PY in the patients who received
other Tx. The IR of SAEs in patients treated with
secukinumab was 6.7/100 PY and 3.7/100 PY in
patients who received other Tx. The IR of AEs
leading to permanent discontinuation of study
dose was 5.4/100 PY in the secukinumab-treated
patients and 2.5/100 PY in the patients treated
with other Tx. Infections and infestations
(17.1%) were the most commonly reported SOC
AEs, followed by gastrointestinal disorders
(5.9%) and skin and subcutaneous tissue disor-
ders (5.3%) (Table 2). The percentage of

infections and infestations reported in patients
treated with secukinumab and patients who
received other Tx was 14.6% and 19.4%,
respectively (Table 2). Percentages of SAEs for
patients treated with secukinumab were 5.1%
and 4.1% for patients who received other Tx
(Table 2). Further, AEs categorised by SOC and
PT have been detailed in supplementary
table S2. The fulminant hepatitis reported in the
secukinumab group was not related to the study
drug. One death was reported among the
patients who received secukinumab, which was
not related to study treatment as assessed by the
investigator.

DISCUSSION

In randomised controlled trials (RCT), secuk-
inumab has demonstrated good efficacy and an
overall consistent safety profile in the treatment
of patients with moderate to severe psoriasis
[7, 10, 11]. Complementing the efficacy of
secukinumab, real-world studies conducted in
various countries across Europe and the USA
have reported comparable effectiveness of
secukinumab in patients with plaque psoriasis
[12, 17-21]. However, there remains insufficient
data regarding treatment outcomes and
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effectiveness of secukinumab in real-world
clinical practice in Latin America.

The ongoing PURE registry generated real-
world evidence in patients from Latin America
that fill gaps in our understanding of treatment
outcomes with secukinumab therapy as part of
routine clinical practice in Latin America. Thus
far, in the 187 patients analysed from the study,
secukinumab demonstrated effective and rapid
clinical improvement with most patients
achieving PASI 75/90 response. Improvement
was also observed in the total mean PASI scores
from baseline up to 12 months. Furthermore,
the PASI 75 and PASI 90 response rates achieved
at month 6 were maintained at month 12 of
secukinumab treatment. These results are in
accordance with the efficacy outcomes reported
in clinical trials of secukinumab [9, 22]. In the
CLEAR study, secukinumab demonstrated
superior efficacy to ustekinumab in the pro-
portion of patients who achieved PASI 90 at
week 12 (76.0% versus 61.0%; P < 0.0001)
which was sustained up to week 52 (73.2%
versus 59.8%; P < 0.0001). In the SCULPTURE
extension study, PASI 75/90/100 responses at
week 52 (88.9%, 68.5% and 43.8%, respectively)
were maintained up to year S5 (88.5%, 66.4%
and 41.0%) on continued therapy with secuk-
inumab [22]. Data from the real-world study by
Galluzzo etal. demonstrated rapid improve-
ment with secukinumab treatment at week 16
(PASI 75/90/100: 90.0%, 79.0% and 64.0%,
respectively), which was maintained up to
week 136 (PASI 75/90/100: 79.0%, 72.0% and
55.0%, respectively) [23]. However, it is impor-
tant to practice caution when comparing PASI
90 parameters from RWE with those observed in
RCT as the populations differ, and often the
baseline disease severity measures in RWE are
not precise. A real-world retrospective analysis
from Italy demonstrated a decrease in mean
PASI scores from 15.3 at baseline to 0.5, BSA
scores from 21.4 at baseline to 0.7, and DLQI of
11.7 at baseline to 0.2 after 84 weeks of treat-
ment with secukinumab [21].

In this PURE registry analysis, consistent and
sustained improvement was observed in a high
proportion of patients who reported almost
clear or clear skin from month 3 onwards. A
higher proportion of patients on secukinumab

achieved IGA 0/1 response at month 6 which
was maintained until month 12 compared with
those on other Tx. These findings agree with a
prior publication of a real-world study by Stro-
ber et al. where significant improvement in IGA
0/1 was observed with secukinumab treatment
at a 6-month follow-up versus baseline (50.0%
versus 5.9%) [12]. Long-term benefits of secuk-
inumab at clearing skin of patients with mod-
erate-to-severe psoriasis have also been well
established in previous studies [9, 22, 24, 25].

Results from this registry also showed that
treatment with  secukinumab improved
patients’ HR-QoL measured by DLQI. Similar
improvements in PROs have been observed in
previous studies [12]. In the CLARITY study,
patients treated with secukinumab demon-
strated greater improvement in DLQI 0-1
responses compared with those treated with
ustekinumab (69.9% versus 61.2%; P = 0.0028)
at week 52 [24]. In the CorEvitas (CORRONA)
psoriasis registry, significant improvement in
DLQI score [mean (SD) DLQI score at baseline:
7.7 (6.0) versus at month 6: 2.9 (4.1)] was
observed in patients at the 6-month follow-up
visit [12]. In the PROSE study, 70.8% patients
achieved DLQI 0/1 response at week 16, which
was sustained up to week 52 [26]. In addition,
the PROSE study showed greatest improvement
in DLQI 0/1 response in naive patients (74.7%),
compared with those received conventional
systemic therapy (71.3%) and biologic therapy
(61.7%) [26].

No new safety signal for secukinumab has
been observed in this study. AEs in SOC of
“infections and infestations” were reported
most frequently, with most infections being
mild to moderate in severity. The overall safety
profile of secukinumab in this study has been
consistent with that of the pivotal phase 3 trials
(7,9, 27].

Limitations of this study included its non-
interventional nature; hence, missing or
incomplete data, selection bias and inclusion
bias may be expected, and the population size is
relatively small. Further studies with a larger
number of patients may be required to better
assess the efficacy of individual or class of
therapies in this group. These findings are
purely descriptive and not all patients who
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initiated secukinumab at baseline had a
12-month follow-up visit during the study
duration, which resulted in a smaller sample
size for analysis. Further analyses with a larger
patient population from the ongoing PURE
registry may provide more robust RWE on pso-
riasis treatment outcomes in Latin America.

CONCLUSIONS

PURE registry is the first prospective, interna-
tional, observational study to report measured
improvements in psoriasis disease severity and
HR-QoL outcomes, demonstrating the real-
world effectiveness of secukinumab in the Latin
American population, with safety consistent
with that reported in previous studies.
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