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ABSTRACT

Introduction: The association between physi-
cian-reported and patient-reported outcomes in
patients with psoriasis is not adequately
explored. Trends in PASI scores across body
regions and the descriptive correspondence
between physician-reported PASI components

and patient-reported Psoriasis Symptom Diary
are reported here.
Methods: PURE is a prospective observational
study in adult patients from Canada and Latin
America with moderate-to-severe chronic pla-
que psoriasis. The study enrolled 2362 adult
patients treated with secukinumab versus other
approved therapies (1:1 ratio). The PASI total
score, PASI sub-scores for erythema, thickening,
and scaling, and PASI scores for each body
region were evaluated and further correlated
with disease impact using the Psoriasis Symp-
tom Diary.
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Results: Secukinumab treatment showed early
reduction in the PASI total score (mean ± SD)
from 13.3 ± 9.02 at baseline to 2.3 ± 3.99 at
3 months; a similar trend was observed for PASI
sub-scores for erythema (4.8 ± 3.21 to
0.9 ± 1.44), thickening (4.3 ± 3.00 to
0.7 ± 1.33) and scaling (4.2 ± 3.04 to
0.7 ± 1.30). The reduction in PASI total and
sub-scores were sustained up to 36 months.
Psoriasis Symptom Diary component scores
related to redness, cracking, and scaling showed
a similar reduction from baseline at 3 months
that was also sustained up to 36 months. PASI
regional scores for each body region showed
reduction at 3 months with disease in the lower
limbs being more treatment resistant. Safety
profile of secukinumab was consistent with its
established safety profile without any new or
unexpected signals.
Conclusions: Overall, an early and sustained
resolution of erythema, thickening, and scaling
was observed. Improvements were evident
across all body regions, with the most persistent
disease seen in the lower limbs. Trends in dis-
ease severity, as assessed by physicians using
PASI, broadly reflected the trend in the compa-
rable questions of the Psoriasis Symptom Diary
assessed by patients.

Keywords: Erythema; Investigator’s global
assessment; Plaque psoriasis; Psoriasis area and

severity index; Psoriasis symptom diary; Scaling;
Secukinumab; Thickening

Key Summary Points

Why carry out this study?

Given the impact of psoriasis on the daily
activities and psychology of patients, it is
important to collect patients’ insights on
their disease in clinical trials to better
understand whether the changes in the
physical presentation of psoriasis
symptoms during the treatment course
had any impact on health-related quality
of life (HRQoL).

PURE is a real-world registry evaluating
secukinumab and other approved
therapies (biologic therapy, oral systemic
therapy, and phototherapy) for the
management of moderate-to-severe
plaque psoriasis in Canada and Latin
America.

In this interim analysis, the effectiveness
of secukinumab has been evaluated using
Psoriasis Area and Severity Index (PASI)
total scores, PASI component sub-scores
(erythema, thickening, and scaling), and
PASI scores for each body region, for the
resolution of symptoms of moderate-to-
severe plaque psoriasis up to 36 months,
in patients from Canada and Latin
America.

Considering the limited evidence to
complement the clinical observations
with the impact of psoriasis on patients’
HRQoL, we also evaluated the trends in
the components of Psoriasis Symptom
Diary, a patient-reported outcome tool, up
to 36 months in the PURE registry in this
analysis.
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What was learned from the study?

An early and sustained improvement in
disease severity was observed with
secukinumab treatment as demonstrated
by the 36-month results. This
improvement was also reflected in
different body regions (head/neck, trunk,
upper limbs, and lower limbs), where the
lower limbs required a relatively longer
time for the reduction of disease severity
than the other body regions.

The PASI score components (erythema,
thickening, and scaling) demonstrated
improvements as early as 3 months and
were sustained throughout the follow-up
period of 36 months.

Overall, secukinumab treatment showed a
positive impact on disease activity and
HRQoL as evaluated using PASI and
Psoriasis Symptom Diary, respectively.

INTRODUCTION

Psoriasis is a systemic immune-mediated,
inflammatory disease involving the skin. In
some patients, joint manifestations are also
present and further contribute to the disease
impact. A typical area affected by psoriasis is
characterized by erythema, thickening, and
scaling of plaques [1, 2]. Moderate-to-severe
plaque psoriasis tends to be accompanied by a
profound impact on patients’ health-related
quality of life (HRQoL) [1]. Disease severity of
psoriasis is assessed using the Psoriasis Area and
Severity Index (PASI), a widely employed
physician-rendered tool. PASI is a weighted,
cumulative, numeric, and validated measure of
psoriasis severity and the surface area affected in
four constituent body regions (head/neck,
trunk, upper limbs, and lower limbs) [3]. The
analysis of PASI scores by body regions would
allow a comprehensive evaluation of disease
severity as well as treatment response, even for
difficult to treat localized areas. However, very
limited data is available on treatment response
corresponding to changes in PASI score across

body regions [4, 5]. Given the impact of psori-
asis on the daily activities and well-being of
patients, it is important to understand the
impact of disease severity on patient’s HRQoL.
The Psoriasis Symptom Diary was thus designed
in accordance with the recommendations from
the United States (US) Food and Drug Admin-
istration guidelines [6, 7], with the specific aim
of generating patient-reported endpoints for
moderate-to-severe chronic plaque psoriasis.
Such patient-reported outcome (PRO) tools
would also be helpful for healthcare profes-
sionals to gain an understanding of the disease
severity and impact on patients. Moreover, the
Psoriasis Symptom Diary is an important vali-
dated patient-rendered tool, which can be use-
ful in situations such as the COVID-19
pandemic, when physician–patient interaction
can be conducted only virtually through tele-
phone or video conferencing.

Secukinumab is a human monoclonal anti-
body that selectively neutralizes interleukin-
17A (IL-17A), a cornerstone cytokine involved
in psoriasis pathogenesis [8–12]. It has shown
rapid onset of action and sustained effectiveness
with a favorable safety profile in the treatment
of moderate-to-severe plaque psoriasis and pso-
riatic arthritis, in real-world registries such as
CorEvitas [13] in North America, BADBIR [14] in
the United Kingdom, PROSE [15] in 17 coun-
tries across Europe, and PROSPECT [16] in Ger-
many. PURE is a real-world registry evaluating
secukinumab and other approved therapies
(biologic therapy, oral systemic therapy, and
phototherapy) for the management of moder-
ate-to-severe plaque psoriasis in Canada and
Latin America [17].

This analysis reports the effectiveness of
overall secukinumab treatment in the resolu-
tion of moderate-to-severe plaque psoriasis, as
well as on the individual components of PASI
scores in different body regions over 36 months.
This analysis also reports trends in the individ-
ual components of the Psoriasis Symptom Diary
over a period of 36 months.
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METHODS

Study Design

PURE is an observational, prospective, interna-
tional, two-cohort registry of adult Patients
with moderate-to-severe chronic plaqUe
psoRiasis in Latin AmErica (Argentina, Brazil,
Costa Rica, Guatemala, Mexico, Panama, and
the Dominican Republic) and Canada. The
registry has been ongoing since 2015, enrolling
2362 adult patients (secukinumab or other
treatments in a 1:1 ratio) from 81 community-
and hospital-based specialty sites. In this reg-
istry, nearly 89.0% of the patients were from
Canada. The study includes a 5-year follow-up
at completion, with recommended assessments
at baseline, 3 and 6 months, and every
6 months thereafter. Changes in treatment can
occur independently from the study at the
physician’s discretion [15] (Fig. 1).

Inclusion and Exclusion Criteria

Patients (aged C 18 years) who were diagnosed
with moderate-to-severe chronic plaque psoria-
sis by a specialist were included in the study.
The clinical decision to start psoriasis treatment
(secukinumab, other biologic therapy, oral sys-
temic therapy, or phototherapy) was reached
previously and was independent of study
enrollment. Treatments were prescribed in
accordance with the product monograph per
the local standard of care and regional regula-
tory and/or reimbursement policies. Patients

who were unwilling or unable to comply with
the study requirements or those involved in a
clinical trial of an investigational drug, con-
currently or within the last 30 days were exclu-
ded from the study.

Baseline Demographics and Disease
Characteristics

Demographic characteristics of the patients,
including age, sex, ethnicity, body weight, time
since diagnosis, previous biologic exposure, and
medical history were recorded at enrollment.
The medical history was coded by MedDRA
version 20.0. Disease severity was assessed using
the PASI, Investigator’s Global Assessment
(IGA), and body surface area (BSA) measure-
ments, while disease impact was evaluated
using the Psoriasis Symptom Diary.

Outcomes Evaluated

Psoriasis Area and Severity Index (PASI)
PASI is routinely used to evaluate psoriasis
severity. It is a composite score of average ery-
thema, thickening, and scaling of each affected
area, graded as 0–4 for increasing severity, and
weighted by the proportion of BSA affected
[3, 18, 19]. PASI total score (0–72) is the cumu-
lative score of the PASI regional score weighted
by body region (head/neck [10%], upper limbs
[20%], trunk [30%], and lower limbs [40%])
[18].

2019

Maximum 5 year follow-up for both cohorts* 
Other approved therapies (N=1268) 
Systemic, phototherapy, or biologics 

IL-17A-inhibiting biologic (N=1094)
Secukinumab

Enrollment Period

2015 2018 2021 2022 2023 2024 20252016 2017 2020

Fig. 1 Study design. *Maximum 5-year follow-up; recommended follow-up schedule: every 3 months for the first 2 visits,
and every 6 months thereafter. IL interleukin, N total number of patients
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Psoriasis Symptom Diary
The Psoriasis Symptom Diary is a 16-item pso-
riasis-specific PRO tool that subjectively assess
the severity of key signs and symptoms of pla-
que psoriasis (including alterations in skin
color, severity of scaling, pain, cracking, burn-
ing, stinging, and itching) and how each com-
ponent affects the daily activities/psychology of
patients [7]. Factors evaluated for disease bur-
den from a patient’s perspective included
(i) hiding the affected skin; being bothered by
(ii) scaling, (iii) pain, (iv) cracking, (v) burning,
(vi) stinging, and (vii) itching; (viii) avoiding
activities with other people; and (ix)
embarrassment.

Data Evaluation

In this study, the mean (standard deviation
[SD]) scores for the PASI (total PASI and regional
PASI) and Psoriasis Symptom Diary components
were evaluated at months 3, 6, 12, 18, 24, 30,
and 36. Safety was assessed by the incidence of
adverse events (AEs) and serious AEs (SAEs). AEs
were assessed using a hierarchical list of medi-
cation exposures, (in descending order of pri-
ority: secukinumab, other biologics followed by
non-biologics) and were attributed to the med-
ication exposure closest to the top of the hier-
archy. The number of patients (N) receiving
secukinumab treatment who reached a specific
time point at which the PASI and Psoriasis
Symptom Diary scores were calculated in this
analysis.

Statistical Analysis

All data analyses were performed using statisti-
cal software (SAS version 9.4, SAS Institute,
Cary, NC, USA). Quantitative parameters were
summarized as the number of available data,
mean ± SD, median, minimum, and maximum
values, and 95% confidence interval (95% CI)
for the mean. Categorical variables were sum-
marized as the number and proportion of par-
ticipants belonging to each category. Testing for
statistical significance was not performed. The
analysis population included participants
derived from study treatment cohort 1 (initiated

with secukinumab) and study treatment cohort
2 (initiated with other therapies). Analysis
timepoints for the outcome measures such as
PASI, IGA, and Psoriasis Symptom Diary, were
adjusted by the start date of secukinumab for
cohort 2 participants. Total PASI score was cal-
culated using the validated PASI scoring system.
PASI regional score was calculated on a 100%
scale, ranging from 0 to 72. The percentage of
BSA was considered.

Ethical Consideration

All patients provided informed consent to par-
ticipate in the PURE study. The PURE study
design was reviewed by the ethics committees
or institutional review boards and was con-
ducted in accordance with the principles of the
Declaration of Helsinki.

RESULTS

Baseline Demographics and Disease
Characteristics

As of January 24, 2020, 848 patients were initi-
ated on secukinumab as per the physician’s
decision. At baseline, the overall mean (± SD)
age of patients enrolled in the registry was 49.7
(13.83) years (Table 1). At baseline, the mean
(± SD) total PASI score was 13.3 (9.02; N = 840)
and the mean affected BSA was 17.0% (15.75;
N = 839) (Table 1). The detailed medical history
of the patients enrolled in the study is presented
in Table 2.

Effectiveness of Secukinumab

Total PASI Scores
The baseline total PASI score (mean [± SD; N]:
13.3 [9.02; 840]) showed an early decrease at
3 months (2.3 [3.99; 732]) and remained con-
sistently low up to 36 months (1.6 [2.26; 73];
Fig. 2). The mean (± SD) percentage of BSA
affected by psoriasis was 17.0% (15.75) at base-
line, which reduced to 2.7% (6.02) at 3 months
and 1.6% (3.29) at 18 months, with the reduc-
tions being sustained up to 36 months (1.2%
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[2.26]; Fig. 3). The baseline mean (± SD; N) PASI
scores for erythema, thickening, and scaling
were 4.8 (3.21; 836), 4.3 (3.00; 836), and 4.2
(3.04; 835), respectively. Early reductions from
baseline in the mean (± SD; N) PASI scores for
erythema, thickening, and scaling was observed
at 3 months (0.9 [1.44; 730], 0.7 [1.33; 730], and
0.7 [1.30; 730], respectively), with sustained
responses up to 36 months (0.5 [0.77; 72], 0.5
[0.77; 72], and 0.5 [0.76; 72], respectively;
Fig. 4).

Regional PASI Scores
Disease extent was more pronounced in the
upper and lower limbs than in the head/neck
and trunk as evidenced by higher PASI regional
scores and a larger affected BSA at baseline. A
faster reduction in disease activity was observed
in the head/neck and trunk, while a relatively
slower reduction in disease activity was seen in
the limbs, as evidenced by the affected BSA,
especially in the lower limbs, at 18, 24, and
36 months (Fig. 5). All body regions demon-
strated an improvement in the PASI regional

Table 1 Patient demographics and disease characteristics
at baseline

Characteristic Overall
(N = 848)

N

Age (years)

Mean (± SD) 49.7 (13.83) 845

Sex, n (%)

Male 508 (60.0) 847

Race, n (%) 847

Caucasian 667 (78.7)

Black 9 (1.1)

Asian 88 (10.4)

Pacific Islander 2 (0.2)

American Indian 7 (0.8)

Other 74 (8.7)

Weight (kg) 805

Mean (± SD) 91.95

(23.64)

PASI total score (range, 0–72)

Mean (± SD) 13.3 (9.02) 840

Median (range) 12 (0–71)

PASI score—erythema (range, 0–24)

Mean (± SD) 4.8 (3.21) 836

Median (range) 4 (0–24)

PASI score—thickening (range, 0–24)

Mean (± SD) 4.3 (3.00) 836

Median (range) 4 (0–24)

PASI score—scaling (range, 0–24)

Mean (± SD) 4.2 (3.04) 835

Median (range) 4 (0–24)

BSA (%)

Mean (± SD) 17.0 (15.75) 839

Median (range) 13 (0–100)

Exposure to biologics before study enrollment, n (%)

Yes 321 (37.9) 848

Table 1 continued

Characteristic Overall
(N = 848)

N

No 527 (62.1)

Number of biologics used before study enrollment, n (%)

1 180 (56.1) 321

2 86 (26.8)

3 36 (11.2)

4 or more 19 (5.9)

Time from diagnosis of psoriasis to

study enrolment, years

Mean (± SD) 17.2 (13.12) 845

BSA body surface area, N total number of patients and/or
total number of patients evaluated, n number of patients,
PASI psoriasis area and severity index, SD standard
deviation
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score as early as 3 months, which was sustained
up to 18 and 36 months (Fig. 5). The improve-
ment in the PASI regional score was consistent
across the erythema, thickening, and scaling
subscales. The proportion of patients with very
severe erythema, thickening, and scaling

Table 2 Overall medical history by system organ class and
preferred term

Baseline medical history, n (%) Overall
(N = 848)

Musculoskeletal and connective tissue

disorders

378 (44.6)

Psoriatic arthropathy 189 (22.3)

Arthralgia 65 (7.7)

Osteoarthritis 46 (5.4)

Arthritis 38 (4.5)

Back pain 19 (2.2)

Fibromyalgia 17 (2.0)

Rheumatoid arthritis 11 (1.3)

Metabolism and nutrition disorders 311 (36.7)

Hyperlipidemia 110 (13.0)

Diabetes mellitus 69 (8.1)

Type 2 diabetes mellitus 68 (8.0)

Vascular disorders 304 (35.8)

Hypertension 289 (34.1)

Psychiatric disorders 229 (27.0)

Depression 111 (13.1)

Anxiety 96 (11.3)

Gastrointestinal disorders 222 (26.2)

Gastroesophageal reflux disease 143 (16.9)

Irritable bowel syndrome 20 (2.4)

Immune system disorders 208 (24.5)

Drug hypersensitivity 112 (13.2)

Seasonal allergy 43 (5.1)

Hypersensitivity 24 (2.8)

Food allergy 22 (2.6)

Allergy to animals 14 (1.7)

Respiratory, thoracic, and mediastinal

disorders

146 (17.2)

Asthma 60 (7.1)

Sleep apnea syndrome 44 (5.2)

Table 2 continued

Baseline medical history, n (%) Overall
(N = 848)

Chronic obstructive pulmonary

disorder

27 (3.2)

Infections and infestations 141 (16.6)

Latent tuberculosis 13 (1.5)

Nervous system disorders 111 (13.1)

Migraine 38 (4.5)

Headache 24 (2.8)

Endocrine disorders 75 (8.8)

Hypothyroidism 67 (7.9)

Thyroid mass 3 (0.4)

Basedow’s disease 2 (0.2)

Diabetes insipidus 1 (0.1)

Hepatobiliary disorders 59 (7.0)

Hepatic steatosis 28 (3.3)

Cholelithiasis 10 (1.2)

Cardiac disorders 49 (5.8)

Myocardial infarction 12 (1.4)

General disorders and administration site

conditions

29 (3.4)

Oedema 7 (0.8)

Fatigue 6 (0.7)

Pain 6 (0.7)

Peripheral swelling 4 (0.5)

N total number of patients and/or total number of
patients evaluated; n number of patients
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reached 0% at 36 months, except for scaling in
the lower limbs, which was 1.4% (Table 3). The
proportion of patients with severity rated as
‘‘none’’ was consistently higher at 36 months
than at baseline for all body regions (Table 3).

Total IGA Scores
A higher proportion of patients achieved clear/
almost clear skin at 3 months (66.6%; N = 734),
which was sustained at 18 months (65.4%;
N = 329), 24 months (66.0%; N = 235), and

36 months (61.4%; N = 75) than at baseline
(1.8%; N = 841). Hence, the proportion of
patients reporting clear/almost clear skin
increased at 3 months and was sustained up to
36 months (Fig. 6).

Psoriasis Symptom Diary Scores
Patient-reported mean scores for the Psoriasis
Symptom Diary components for disease severity
showed an early reduction from baseline scores,
as early as at 3 months, in noticeable skin color,

1.6
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1.8
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2.1

2.3

13.3 12 (0–71)

1 (0–60)

1 (0–39)

1 (0–21)

1 (0–18)

1 (0–14)

1 (0–10)

1 (0–16)
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36 (N=73)
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Fig. 2 Total PASI score in secukinumab-treated patients over time. N number of patients, PASI Psoriasis Area and Severity
Index

13 (0–100)

1 (0–83)

0 (0–72)

0 (0–49)

0 (0–26)

0 (0–18)

0 (0–11)

0 (0–34)

Median

1.2

1.2

1.6

1.6

2

2.2

2.7

17

0 2 4 6 8
Mean BSA (%)

10 12 14 16 18

36 (N=73)

30 (N=146)

24 (N=232)

18 (N=326)

12 (N=429)

6 (N=579)

3 (N=732)

Baseline (N=839)

M
on

th
s 

af
te

r i
ni

tia
tin

g 
se

cu
ki

nu
m

ab

Fig. 3 Total BSA (%) over time in secukinumab-treated patients. N number of patients, BSA body surface area
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severity of scaling, pain, cracking, burning,
stinging, and itching with secukinumab treat-
ment (Fig. 7a), which were sustained up to
36 months (Fig. 7a). A similar trend in the Pso-
riasis Symptom Diary components for disease
burden were also observed; an early reduction,
as early as 3 months, from baseline scores,
which was sustained up to 36 months (Fig. 7b).

Long-Term Safety of Secukinumab
Of the 848 patients exposed to secukinumab,
605 (71.3%) reported an AE. Infections and
infestations (34.8%) were the most commonly
affected system organ class AEs, followed by
musculoskeletal and connective tissue disorders
(15.1%), general disorders and administration-
site conditions (12.9%), and gastrointestinal
disorders (12.1%; Table 4). Twelve (1.4%)
patients had injection site reaction-related AEs.

AEs leading to treatment discontinuation
occurred in 120 (14.2%) patients. SAEs were
reported in 67 (7.9%) patients, of which 48
(5.7%) patients had SAEs that led to hospital-
ization or prolonged hospitalization and 9
(1.1%) patients discontinued treatment due to
SAEs. Deaths were reported in four patients
(bone marrow cancer [n = 1], cardiac arrest
[n = 1], subarachnoid hemorrhage [n = 1], and
mesenteric ischemia [n = 1]), which were
judged not being related to study treatment by
the investigator. No new safety signals were
reported during the 36-month observation
period.
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Fig. 5 PASI regional score and anatomical area (%) affected by psoriasis over the study period. PASI Psoriasis Area and
Severity Index
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Table 3 Subcomponents of erythema, thickening, and scaling by body region during the study period

Baseline Month 3 Month 12 Month 24 Month 36

Head/neck N = 842 N = 732 N = 429 N = 232 N = 73

Erythema, n (%)

None 197 (23.4) 580 (79.2) 351 (81.8) 196 (84.5) 56 (76.7)

Severe 154 (18.3) 9 (1.2) 6 (1.4) 1 (0.4) 0 (0.0)

Very severe 33 (3.9) 2 (0.3) 1 (0.2) 0 (0.0) 0 (0.0)

Thickening, n (%)

None 209 (24.8) 605 (82.7) 366 (85.3) 204 (87.9) 58 (79.5)

Severe 96 (11.4) 4 (0.5) 3 (0.7) 0 (0.0) 0 (0.0)

Very severe 27 (3.2) 1 (0.1) 1 (0.2) 0 (0.0) 0 (0.0)

Scaling, n (%)

None 196 (23.3) 585 (79.9) 354 (82.5) 198 (85.3) 57 (78.1)

Severe 111 (13.2) 5 (0.7) 5 (1.2) 0 (0.0) 0 (0.0)

Very severe 41 (4.9) 2 (0.3) 3 (0.7) 0 (0.0) 0 (0.0)

Trunk N = 842 N = 732 N = 429 N = 232 N = 73

Erythema, n (%)

None 151 (17.9) 546 (74.6) 343 (80.0) 195 (84.1) 62 (84.9)

Severe 266 (31.6) 24 (3.3) 11 (2.6) 7 (3.0) 1 (1.4)

Very severe 62 (7.4) 3 (0.4) 3 (0.7) 2 (0.9) 0 (0.0)

Thickening, n (%)

None 154 (18.3) 581 (79.4) 352 (82.1) 197 (84.9) 62 (84.9)

Severe 180 (21.4) 7 (1.0) 5 (1.2) 1 (0.4) 1 (1.4)

Very severe 41 (4.9) 4 (0.5) 1 (0.2) 0 (0.0) 0 (0.0)

Scaling, n (%)

None 166 (19.7) 588 (80.3) 355 (82.8) 201 (86.6) 62 (84.9)

Severe 172 (20.4) 6 (0.8) 4 (0.9) 4 (1.7) 1 (1.4)

Very severe 32 (3.8) 3 (0.4) 1 (0.2) 0 (0.0) 0 (0.0)

Upper limb N = 842 N = 732 N = 429 N = 232 N = 73

Erythema, n (%)

None 66 (7.8) 428 (58.5) 263 (61.3) 162 (69.8) 50 (68.5)

Severe 287 (34.1) 32 (4.4) 12 (2.8) 5 (2.2) 1 (1.4)

Very severe 59 (7.0) 2 (0.3) 3 (0.7) 1 (0.4) 0 (0.0)

Thickening, n (%)
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DISCUSSION

Secukinumab has shown consistent efficacy and
safety in clinical trials and real-world studies
[9, 14, 15]. Here, we have reported its effec-
tiveness as assessed objectively by a treating
physician with the aid of routinely used psori-
asis assessment tools as well as subjectively
through PROs in patients with moderate-to-
severe plaque psoriasis.

In this PURE registry analysis, patients trea-
ted with secukinumab experienced early bene-
fits, as early as 3 months, which were sustained
up to 36 months. These trends were observed
for both total and regional PASI scores. The
mean PASI regional scores showed an early
improvement at 3 months from baseline across
the body regions following secukinumab treat-
ment that was sustained up to 36 months. A
similar trend in early and sustained benefits was
observed even when the total PASI scores were

Table 3 continued

Baseline Month 3 Month 12 Month 24 Month 36

None 72 (8.6) 444 (60.7) 273 (63.6) 165 (71.1) 49 (67.1)

Severe 215 (25.5) 20 (2.7) 17 (4.0) 5 (2.2) 2 (2.7)

Very severe 50 (5.9) 4 (0.5) 4 (0.9) 2 (0.9) 0 (0.0)

Scaling, n (%)

None 75 (8.9) 445 (60.8) 274 (63.9) 165 (71.1) 50 (68.5)

Severe 203 (24.1) 18 (2.5) 14 (3.3) 3 (1.3) 2 (2.7)

Very severe 45 (5.3) 3 (0.4) 4 (0.9) 2 (0.9) 0 (0.0)

Lower limb N = 842 N = 732 N = 428 N = 232 N = 73

Erythema, n (%)

None 44 (5.2) 373 (51.0) 252 (58.9) 144 (62.1) 44 (60.3)

Severe 345 (41.0) 48 (6.6) 25 (5.8) 10 (4.3) 2 (2.7)

Very severe 119 (14.1) 9 (1.2) 7 (1.6) 3 (1.3) 0 (0.0)

Thickening, n (%)

None 45 (5.3) 404 (55.2) 262 (61.2) 148 (63.8) 44 (60.3)

Severe 275 (32.7) 30 (4.1) 15 (3.5) 7 (3.0) 3 (4.1)

Very severe 70 (8.3) 7 (1.0) 3 (0.7) 1 (0.4) 0 (0.0)

Scalinga, n (%)

None 49 (5.8) 405 (55.3) 259 (60.5) 148 (63.8) 45 (61.6)

Severe 251 (29.8) 32 (4.4) 12 (2.8) 5 (2.2) 1 (1.4)

Very severe 69 (8.2) 7 (1.0) 3 (0.7) 1 (0.4) 1 (1.4)

aN = 841 at baseline
N total number of patients, n number of patients evaluated at specified time point
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qualitatively categorized into scores for ery-
thema, thickening, and scaling, confirming the
effectiveness of secukinumab in reducing the
overall disease severity as well as disease severity
across body regions and component symptoms.

The severity and incidence of psoriasis across
body regions have a profound negative impact
on patients. Facial and scalp psoriasis is known
to have a greater impact on patient’s HRQoL
because of their high visibility [20, 21]. The
response to psoriasis treatment varies according
to its incidence in different body regions
[20, 22]. In this PURE registry analysis, a rapid
reduction in disease activity was seen in the
head/neck and trunk, unlike in the limbs,
which were more affected at baseline and nee-
ded a relatively longer time for reduction in
disease activity. These findings are consistent
with the post hoc results from the pooled
analysis of two phase 3 clinical trials (CLEAR
and CLARITY), where the time to achieve
complete skin clearance was shorter for the
head/neck (mean PASI score at week 52: 1.0;
week 16: 1.0; baseline: 17.1) and trunk (mean
PASI score at week 52: 0.8; week 16: 0.9;

baseline: 19.5) than for the upper limbs (mean
PASI score at week 52: 1.6; week 16: 1.4; base-
line: 19.9) and lower limbs (mean PASI score at
week 52: 2.0; week 16: 2.0; baseline: 24.0),
indicating that the limbs were the most diffi-
cult-to-treat regions [23]. This trend of faster
reduction in disease activity for the head/neck
and trunk versus limbs is also observed with
other IL-17A inhibitors and tumor necrosis
factor-alpha inhibitors [5, 24].

In this PURE registry analysis, the benefits
across body regions were also reflected by the
reduced disease severity across all PASI compo-
nents. The early decrease in PASI total and
component scores was supported by a higher
proportion of patients achieving clear or almost
clear skin, as assessed using the IGA, from
baseline to 3 months. Hence, across different
measures of physician-reported scores, secuk-
inumab treatment showed a reduction in dis-
ease severity.

There is limited evidence that complements
the clinical observations with PROs in patients
with moderate-to-severe plaque psoriasis. In
this analysis, patient perspectives based on their
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Fig. 6 Proportion of patients who achieved clear/almost clear skin from baseline to up to month 36 after secukinumab
treatment initiation as assessed using IGA. IGA Investigator’s Global Assessment, M month, N number of patients
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responses to key questions related to the
noticeable color of skin, cracking, and scaling

(components of the Psoriasis Symptom Diary)
were descriptively correlated with erythema,
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thickening, and scaling (components of PASI,
physicians’ perspectives) respectively. A reduced
negative impact of moderate-to-severe psoriasis
symptoms was observed on patient’s HRQoL, as
reflected by the scores obtained from the Pso-
riasis Symptom Diary questionnaire. This study
provides a qualitative demonstration of the
trends in disease severity with secukinumab
treatment, which are reflected in patient
responses and independently provides comple-
mentary insights using physician- and patient-
reported outcomes. In the previously published
reports, secukinumab-treated patients from two
pivotal phase 3 clinical trials (ERASURE and
FIXTURE), who had completed the Psoriasis
Symptom Diary at baseline and week 12,
reported rapid improvement in three key
patient-reported symptoms [25, 26]. The long-

Table 4 Overall safety profile (up to month 36)

Characteristics n (%)

Patients with any AEs 605

(71.3)

Any AEs leading to treatment discontinuation* 120

(14.2)

Most frequent AEs (by SOC and PT)

Infections and infestations 295

(34.8)

Upper respiratory tract infection 63 (7.4)

Nasopharyngitis 56 (6.6)

Bronchitis 18 (2.1)

Sinusitis 16 (1.9)

Musculoskeletal and connective tissue

disorders

128

(15.1)

Psoriatic arthropathy 31 (3.7)

Arthralgia 29 (3.4)

General disorders and administration-site

conditions

109

(12.9)

Drug ineffective 41 (4.8)

Drug effect decreased 17 (2.0)

Fatigue 14 (1.7)

Injection site reaction 12 (1.4)

Gastrointestinal disorders 103

(12.1)

Diarrhea 27 (3.2)

Nausea 16 (1.9)

Gastroesophageal reflux disease 12 (1.4)

Nervous system disorders 71 (8.4)

Headache 22 (2.6)

Vascular disorders 51 (6.0)

Hypertension 37 (4.4)

Neoplasms benign, malignant and unspecified

(including cysts and polyps)

41 (4.8)

Skin papilloma 9 (1.1)

Basal cell carcinoma 7 (0.8)

Table 4 continued

Characteristics n (%)

Seborrheic keratosis 4 (0.5)

Cardiac disorders 16 (1.9)

Myocardial ischemia 2 (0.2)

Acute myocardial infarction 1 (0.1)

Myocardial infarction 1 (0.1)

Blood and lymphatic system disorders 9 (1.1)

Lymphadenopathy 5 (0.6)

Anemia 3 (0.4)

SAEs

Patients with any SAEs 67 (7.9)

SAEs leading to treatment discontinuation 9 (1.1)

SAEs leading to hospitalization/prolongation

of existing hospitalization

48 (5.7)

Death 4 (0.5)

*When the patient discontinuing treatment had both AEs
and SAEs, the patient was counted in both categories
AEs adverse events, SAEs serious adverse events, SOC
system organ class, PT preferred term
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term safety profile of secukinumab as observed
in this analysis was consistent with its estab-
lished safety profile; no new or unexpected
signals were reported.

This PURE registry analysis provides insights
into the real-world effectiveness of secuk-
inumab, from both physician and patient per-
spectives; however, as with other observational
studies, there are certain limitations. Data must
be interpreted with caution, as the analysis was
descriptive in nature and the number of
patients who reached the 36-month follow-up
visit was small. It is noteworthy that the num-
ber of patients at any specific time point repre-
sents those who reached a milestone during
their follow-up and does not represent a linear
loss to follow-up.

CONCLUSIONS

The 36-month results from the PURE registry
showed an early and sustained improvement in
disease severity following secukinumab treat-
ment. The effectiveness trend was observed in
all body regions, albeit with important differ-
ences in the pattern of effectiveness in the lower
limbs. Patient perspectives as observed in the
outcomes from Psoriasis Symptom Diary
demonstrated a reduced impact of disease
severity and improved HRQoL, which was con-
sistent with physician perspectives in patients
with moderate-to-severe plaque psoriasis in
Canada and Latin America.
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