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ABSTRACT

Introduction: Sustained improvement of high
degree in clinical outcomes have been demon-
strated in phase 3 trials with secukinumab in
both psoriatic arthritis (PsA) and ankylosing
spondylitis (AS). The objective of the SERENA
study was to evaluate the effectiveness,

retention rates, and safety of secukinumab in
patients with PsA and AS.
Methods: SERENA is an ongoing, longitudinal,
real-world observational study involving
patients with moderate-to-severe psoriasis, PsA,
or AS. Patients had received at least 16 weeks of
secukinumab treatment before recruitment to
the study. Retention rate was defined as per-
centage of patients who continued secuk-
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inumab treatment over the course of study.
Effectiveness of secukinumab in AS and PsA
cohorts was assessed using descriptive statistics.
Results: The current interim analysis included
1004 patients with PsA or AS. Overall secuk-
inumab retention rates at 2 years after enrol-
ment were 74.9 and 78.9% in patients with PsA
and AS, respectively. At baseline and at 2 years,
swollen joint count [3.3 (5.8) vs. 2.9 (5.8)],
tender joint count [6.3 (9.4) vs. 5.6 (7.2)] in
patients with PsA and BASDAI scores [3.2 (2.3)
vs. 2.9 (2.3)] in patients with AS, suggest sus-
tained effectiveness for patients remaining on
secukinumab for at least 2 years after enrol-
ment. A total of 73 patients had treatment
interruption; 78% of these patients reinitiated
secukinumab without a loading dose. No new or
unexpected safety signals were reported.
Conclusions: After more than 2 years since
initiation, secukinumab demonstrated high
retention rates and favorable safety profile as
well as sustained effectiveness in patients who
continued secukinumab treatment.

Keywords: Ankylosing spondylitis; Efficacy;
Psoriatic arthritis; Retention; Secukinumab

Key Summary Points

Why carry out this study?

Clinical trials have demonstrated a
sustained efficacy and consistent safety
profile of secukinumab in patients with
psoriatic arthritis (PsA) and ankylosing
spondylitis (AS).

However, there is limited real-world
evidence data reporting the long-term
retention of secukinumab in patients with
PsA and AS.

What was learned from the study?

High treatment retention rates of * 75%
in patients with PsA and AS were shown
for secukinumab after 2 years of
enrollment in the study, consistent with
those observed in phase III clinical trials of
secukinumab.

The study demonstrated that nearly two-
thirds of the patients included in study
were previously exposed to biologic
therapy and nearly 90% of them had
discontinued previous therapies due to
lack of efficacy. The study demonstrated
sustained effectiveness for patients who
had interrupted treatment and a
favorable safety profile following more
than 2 years of secukinumab therapy.

Treatment decision-making is guided not
only by efficacy outcomes in the
randomized controlled setting but also
by long-term, real-world treatment
outcomes. The 2-year data across
different domains of PsA and AS further
corroborates the long-term effectiveness,
high retention rate, and favorable safety
profile of secukinumab therapy in a real-
world setting.
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INTRODUCTION

Psoriatic arthritis (PsA) and ankylosing
spondylitis (AS) are chronic, immune-mediated
disorders within the spectrum of spondy-
loarthritis (SpA) [1, 2]. The global prevalence of
SpA ranges from * 0.20 to 1.61% with compa-
rable rates in AS (0.02–0.35%) [3] and PsA
(0.01–1%) patients [4]. There is considerable
variation in the reported prevalence of SpA
across geographical regions with\0.9% in Asia
and Middle Eastern countries and a range of
0.3–1.9% in the European countries [5].

The pathogenesis of AS and PsA is multifac-
torial with a complex interaction of genetic
predisposition, environmental triggers, and
immunological factors subsequently leading to
immune system dysregulation [6–8]. Both PsA
and AS are interrelated disorders with various
shared clinical, genetic, and immunologic fea-
tures [1, 8].

Psoriatic arthritis exhibits variability in dis-
ease activity and clinical presentation and is
characterized by articular and extra-articular
manifestations including peripheral arthritis,
axial involvement, enthesitis, dactylitis, and
skin or nail disease [9]. Ankylosing spondylitis
primarily effects the axial skeleton and is char-
acterized by sacroiliitis, enthesitis, and struc-
tural damage of sacroiliac joints and the spine
[6, 10]. Approximately 50% of patients with AS
report peripheral musculoskeletal manifesta-
tions of arthritis and enthesitis while 6–8% also
have dactylitis [11]. Furthermore, patients with
AS also report increased prevalence of extra-
musculoskeletal manifestations including
inflammatory bowel disease, psoriasis (PsO),
and acute anterior uveitis varying from 6.8 to
25.8% [12].

Patients with AS and PsA often complain of
pain, impaired physical function, and fatigue,
that significantly impact patients’ health-re-
lated quality of life (HR-QoL) leading to disease-
related early retirement [13, 14]. Although the
pathogenic mechanisms underlying AS and PsA
are not fully elucidated, existing evidence sug-
gests that immune responses mediated by
interleukin 17A (IL-17A) play a pivotal role in
both diseases [15–17]. The IL-17A pathway is

critical to bone erosion in PsA [18] and pro-
motes osteoblast differentiation and increased
mineralization, which may lead to ankyloses
progression in AS [19].

Secukinumab is a fully human monoclonal
antibody that directly inhibits IL-17A and has
been approved for the treatment of AS and PsA
based on evidence from the clinical develop-
ment program which demonstrated sustained
efficacy and a favorable safety profile [20–23]. In
recent years, real-world data have been pub-
lished on the use of secukinumab in AS and PsA
[24, 25]. Chimenti et al. reported retention rates
of about 75% in patients treated with secuk-
inumab after 6–12 months of therapy [24], and
Lindström et al. reported similar treatment
retention and comparable primary response
rates between secukinumab and adalimumab in
PsA patients [25]. Furthermore, data from 13
registries of the European Spondyloarthritis
(EuroSpA) Research Collaboration Network
have also reported high 12-month retention
rates in patients with axSpA and PsA [26, 27].

However, there is still a need for long-term
drug retention data, effectiveness and safety of
secukinumab in patients with AS and PsA in
routine clinical practice. In addition, there are
limited data on retreatment after discontinua-
tion of secukinumab in patients with AS and
PsA. Here, we report the 2-years interim analysis
of SERENA evaluating the effectiveness, reten-
tion rates and the safety of secukinumab in PsA
and AS patients in a real-life clinical setting.

METHODS

Study Design and Patients

SERENA is an ongoing, longitudinal, non-in-
terventional study with prospective and retro-
spective collection of primary data on the
retention, safety, and effectiveness of secuk-
inumab in patients with moderate-to-severe
chronic plaque-type PsO, active PsA, or active
AS. This study is being conducted at 438 sites
with PsA and AS patients being enrolled across
Europe [Austria, Belgium, Bulgaria, Croatia,
Czech Republic, Estonia, France, Germany,
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Greece, Hungary, Ireland, Italy, Netherlands,
United Kingdom], Israel and Russia. The design,
eligibility criteria, methodology, and statistical
analysis of this study have been published pre-
viously [28].

Patients aged C 18 years with moderate-to-
severe plaque PsO, PsA, or AS who had received
secukinumab for at least 16 weeks before study
registration were included in the study. Patients
with medical or psychological conditions pre-
venting them from participation in the study,
or patients participating in other interventional
clinical trial or in any other Novartis-sponsored
non-interventional study (NIS) generating data
on secukinumab treatment were excluded. Real-
world data are collected prospectively in visits
every 6 months after enrolment. The study will
end either when all enrolled patients complete
at least 2 years of follow-up or when the 5-years
visit has been documented, whichever occurs
later. This interim analysis included both target
set population and safety set population (Sup-
plementary Fig. 1). The safety set consisted of
patients who received at least one dose of
secukinumab treatment after signing the
informed consent and the target set included
patients fulfilling all of the inclusion criteria
and none of the exclusion criteria.

The study was approved for each participat-
ing site according to the local regulations. The
trial was conducted in accordance with the
Guidelines for Good Pharmacoepidemiology
Practices of the International Society for Phar-
macoepidemiology (2008), the Strengthening
the Reporting of Observational Studies in Epi-
demiology guidelines, the Declaration of Hel-
sinki and each country’s local regulations.

The 2-years interim results from patients
with active PsA or AS from the target population
fulfilling all eligibility criteria in the study are
presented here. The results for the PsO cohort
will be reported elsewhere.

Assessments

The primary objective of this study is to assess
the long-term retention of secukinumab in
routine clinical practice in patients with PsA or
AS. The retention rate was assessed based on the

first dose of secukinumab administered after
enrolment in the study. Secondary objectives of
the study were to describe the long-term effec-
tiveness of secukinumab in routine clinical
practice for the treatment of PsA and AS.

For PsA patients, 78 total joint count (TJC)
and 76 swollen joint count (SJC), dactylitis
[29, 30], Physician’s Global Assessment (PGA)
[31], pain assessed using a visual analogue scale
(VAS) [32], and enthesitis assessment (Leeds
Enthesitis Index, LEI) [33] were evaluated in the
target set population.

For AS patients, Bath AS Disease Activity
Index (BASDAI) [34], patient’s global assessment
of disease activity (PtGA) using numeric rating
scale (NRS) [35], C-reactive protein (CRP) and/or
high sensitivity C-reactive protein (hsCRP) [36],
AS Disease Activity Score (ASDAS) [34], total
spinal pain VAS [37], and enthesitis assessment
(Maastricht Ankylosing Spondylitis Enthesitis
Score, MASES) [38] were assessed in the target
set. Long-term health status was evaluated
based on patient reported outcomes routinely
used for patients with PsA (such as Health
Assessment Questionnaire -Disability Index
[HAQ-DI] and Functional Assessment of
Chronic Illness Therapy [FACIT-Fatigue]) and
AS (such as FACIT-Fatigue).

Safety assessments included: number of
patients reporting adverse events (AEs), serious
adverse events (SAEs), secukinumab exposure
time, and AEs of special interest.

Statistical Analyses

Descriptive statistics were used to analyze the
data presented as observed. Effectiveness data
were assessed in all patients of the target set
while safety data were analyzed in all patients
who received at least one dose of secukinumab
after providing written informed consent.

Quantitative data are presented by N, mean,
standard deviation, and selected quantiles:
minimum (0%), lower quartile (25%), median
(50%), upper quartile (75%) and maximum
(100%). Qualitative variables are presented as
absolute and relative frequency distributions.
Two-sided 95% confidence intervals (CI) were
provided for all binary response rates. Retention
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rate was defined as the percentage of patients
who have not discontinued secukinumab
treatment, while a treatment break was defined
as interruption of secukinumab therapy for at
least 3 months after last injection.

RESULTS

Baseline Characteristics and Patient
Demographics

Of 1004 patients enrolled, 534 patients with
active PsA and 470 patients with active AS were
included in the current interim analysis. Nine
patients who did not receive secukinumab for at
least 16 weeks prior to the study or who did not
take secukinumab according to the approved
product information were excluded. PsA
patients, with a mean (SD) age of 52.5 (11.9)
years, were older than AS patients with a mean

(SD) age of 46.6 (11.8) years. Nearly 45% of PsA
and 60% of the AS patients were male with a
mean (SD) duration of 1.00 (0.54) years and
0.91 (0.49) years of secukinumab treatment
prior to inclusion in PsA and AS patients,
respectively (Table 1). The mean time since
diagnosis was longer in patients with AS [9.8
(9.5) years] compared to PsA patients [8.7 (7.5)
years]. About 34.3% (n = 149) and 26.1%
(n = 104) of patients with PsA and AS had
BMI[30 kg/m2at baseline. At least 40% of all
patients were either current or former smokers
and the number of patients with smoking his-
tory was similar in both the study groups.

At baseline, 6.4 and 19.4% of PsA patients
had dactylitis and enthesitis, respectively, while
the mean (SD) BASDAI score was 3.2 (2.3) in
patients with AS (Table 2). Medications prior to
study enrolment have been previously descri-
bed [29]. The proportion of PsA and AS patients
who had received biologic therapy prior to

Table 1 Baseline demographics

Variable PsA
(N = 534)

AS
(N = 470)

Age (years), mean (SD)a 52.5 (11.9) 46.6 (11.8)

Male, n (%) 241 (45.1) 283 (60.2)

Caucasian, n (%) 501 (93.8) 443 (94.3)

BMI (kg/m2), mean (SD) 28.7 (5.5) 27.0 (5.0)

Overweight, 25 B BMI\ 30 (kg/m2), n (%) 166 (38.2) 144 (36.2)

Obesity, BMI C 30 (kg/m2), n (%) 149 (34.3) 104 (26.1)

Smoking status, n (%)b

Current 113 (21.2) 108 (23.0)

Former 89 (16.7) 73 (15.5)

Never 265 (49.6) 234 (49.8)

Time since disease diagnosis (years), mean (SD) 8.7 (7.5) 9.8 (9.5)

Duration with any secukinumab treatment prior to

inclusion (years), mean (SD) (16 weeks to 3 years)

1.0 (0.5) 0.9 (0.5)

AS ankylosing spondylitis, BMI body mass index, N total number of patients, n number of patients, PsA psoriatic arthritis,
SD standard deviation
aFor patients whose age was missing and only year of birth was collected, age was calculated as date of baseline year of
birth—July 01
bProportions do not add up to 100% as there were missing data or status was unknown for some patients
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treatment with secukinumab were 67.4 and
62.8%, respectively. Approximately 23.2 and
18.3% patients were prescribed C 3 biological
therapies prior to the initiation of secukinumab
and 89.2 and 87.1% discontinued the previous
biologic therapy due to lack of efficacy in the AS
and PsA patient groups, respectively. About
29.7% of patients with PsA and 10.4% of
patients with AS were on concomitant
methotrexate.

Retention Rate

High retention rates of 85.2% for PsA and 85.8%
for AS patients were observed after 1 year in the
study while 74.9 and 78.9% of patients
remained on secukinumab over 2 years, respec-
tively (Fig. 1). The major reasons for drug

discontinuation in the PsA and AS patients were
lack of efficacy (38.7 and 33.6%) and patients’
decision to discontinue treatment (21.9 and
19.3%).

Effectiveness

In the PsA cohort, the mean SJC and TJC scores
were sustained through 2 years after enrolment
(Table 2). The proportion of patients with
dactylitis and enthesitis was 6.4 and 19.4% at
baseline, and 4.0 and 15.3% at year 2, respec-
tively. Similar trends were also observed over
2 years for other efficacy outcomes including
total pain, PGA 0/1 response and nail involve-
ment, and QoL outcomes as measured through
HAQ-DI and FACIT-Fatigue (Table 2).

Table 2 Efficacy responses with secukinumab in PsA and AS cohort up to 2 years

Endpoints Baseline Year 1 Year 2

PsA (N = 534)

Swollen joint count, mean ± SD (M) 3.3 ± 5.8 (203) 2.7 ± 4.6 (164) 2.9 ± 5.8 (105)

Tender joint count, mean ± SD (M) 6.3 ± 9.4 (203) 6.5 ± 9.7 (165) 5.6 ± 7.2 (105)

Presence of dactylitis, n/M (%) 33/519 (6.4) 15/422 (3.6) 12/298 (4.0)

Presence of enthesitis, n/M (%) 54/278 (19.4) 39/281 (13.9) 28/183 (15.3)

Total pain (VAS 0–100), mean ± SD (M) 31.9 ± 24.4 (431) 31.0 ± 25.3 (370) 28.4 ± 24.2 (245)

PGA 0/1 response, n/M (%) 197/307 (64.2) 216/303 (71.3) 152/191 (79.6)

Nail involvement, n/M (%) 96/521 (18.4) 44/419 (10.5) 32/300 (10.7)

HAQ-DI, mean ± SD (M) 0.84 ± 0.71(398) 0.82 ± 0.71 (313) 0.77 ± 0.68 (208)

FACIT Fatigue, mean ± SD (M) 34.2 ± 11.4(399) 34.4 ± 12.1 (310) 36.6 ± 10.5 (205)

AS (N = 470)

BASDAI, mean ± SD (M) 3.2 ± 2.3 (445) 3.1 ± 2.3 (339) 2.9 ± 2.3 (242)

Nocturnal back pain (VAS), mean ± SD (M) 32.2 ± 25.1 (344) 28.5 ± 24.5 (274) 28.2 ± 24.3 (207)

Total back pain (VAS), mean ± SD (M) 34.9 ± 24.4 (357) 33.3 ± 25.1 (289) 30.7 ± 24.2 (212)

ASDAS-CRP, mean ± SD (M) 2.3 ± 0.9 (229) 2.3 ± 1.0 (232) 2.2 ± 0.9 (173)

AS ankylosing spondylitis, ASDAS ankylosing spondylitis disease activity score, BASDAI Bath Ankylosing Spondylitis
Disease Activity Index, CRP C-reactive protein, FACIT-fatigue Functional Assessment of Chronic Illness Therapy-fatigue,
HAQ-DIHealth Assessment Questionnaire – Disability Index,M number of patients with evaluation, n number of patients,
N number of patients in the study population, PGA Physician’s Global Assessment, PsA psoriatic arthritis, SD standard
deviation, VAS visual analogue scale (0–100)
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In the AS cohort, mean BASDAI scores were
sustained through 2 years after enrolment
(Table 2). The disease activity status based on
ASDAS-CRP also remained stable through
2 years after enrolment (Fig. 2). A similar trend
was also observed across other efficacy out-
comes including total and nocturnal back pain
(Table 2).

Treatment Interruption

A total of 73 patients (PsA, n = 31 and AS,
n = 42) interrupted secukinumab treatment
with AEs being the most common reason in
58.1 and 45.2% of PsA and AS patients,

respectively. The other reasons for treatment
interruption in patients with PsA and AS inclu-
ded COVID-19 outbreak, possibly due to
imposed lockdowns (3.2 and 14.3%), patients’
decision (9.7 and 7.1%) and unspecified reasons
(19.4 and 11.9%%). The median (min, max)
treatment break duration was approximately
125.0 (61, 461) days in PsA patients and 118.0
(61, 813) days in AS patients. The patients with
PsA and AS had received secukinumab prior to
treatment interruption for a mean (SD) duration
of 607.5 (352.2) days and 631.5 (328.4) days,
respectively..

Retreatment was started with maintenance
dosing in 80.6% of PsA and 76.2% of AS

Fig. 1 Time to treatment discontinuation of secukinumab by individual indications

Fig. 2 ASDAS-CRP disease status over 2 years—AS cohort
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patients. Only two patients (6.5%) with PsA and
three patients (7.1%) with AS reinitiated secuk-
inumab treatment with a loading regimen.

In PsA patients, the mean (SD) SJC and TJC
were 1.3 (1.0) and 7.2 (11.4) prior to the treat-
ment interruption and 0.4 (0.5) and 2.0 (0.7) at
the assessment closest to 6 months after the
treatment interruption (Supplementary
Figure S2).

In AS patients, the mean (SD) PtGA and
BASDAI were 4.4 (2.1) and 3.9 (2.4) prior to the
treatment interruption, and 4.9 (2.3) and 3.9
(2.6) at the assessment closest to 6 months after
the treatment interruption (Supplementary
Figure S3).

Safety Assessments

Fifty-one percent of PsA and 51.3% AS patients
had at least one AE. At least one serious adverse
event (SAE) was reported by 8.3 and 10.4% of
PsA and AS patients, respectively. Around 15
and 12% of patients with PsA and AS discon-
tinued the study due to the occurrence of AEs.
The commonly reported AEs leading to drug
discontinuation included lack of efficacy (9.4
and 7.2%) and psoriasis (1.9 and 0.2%) in PsA
and AS cohorts, respectively. No death was
reported in PsA patients whereas there was one
death in the AS cohort, which was not related to
study drug (Table 3).

Table 3 Overall safety profile in PsA and AS patients (safety set)

Variable, n (%) unless otherwise specified PsA
(N = 575)

AS
(N = 499)

Number of patients with at least one AE 293 (51.0) 256 (51.3)

Number of patients with at least one SAE 48 (8.3) 52 (10.4)

Number of patients with at least one related AEa 132 (23.0) 100 (20.0)

Number of patients with at least one related SAEa 7 (1.2) 16 (3.2)

Number of patients with AEs leading to death 0 1 (0.2)

Number of patients with AEs leading to discontinuationb 88 (15.3) 62 (12.4)

Total exposure time (years) 1149.6 966.0

Mean exposure time (years) 2.0 1.9

Category of special interest (PT) n (%) EAIR n (%) EAIR

Candida infections 2 (0.3) 0.17 2 (0.4) 0.20

Oral candidiasis 1 (0.2) 0.08 2 (0.4) 0.20

Malignancy 7 (1.2) 0.59 3 (0.6) 0.30

MACE 1 (0.2) 0.08 3 (0.6) 0.30

Injection site reaction 0 0 2 (0.4) 0.20

Inflammatory bowel disease 0 0 1 (0.2) 0.10

EAIR exposure-adjusted incidence rate; aAE/SAE with relationship ’suspected. Incidence rate per 100 patient-years: Inci-
dence rate was calculated as:[Total number of events in study interval/Total patient (years in study interval[a])]*100
[a] (Date of study completion or End date of study interval or Date of Discontinuation or Interim cut-off date—Date
informed consent ? 1)/365.25
AE adverse event, AS ankylosing spondylitis, MACE major adverse cardiac events, N total number of patients, n number of
patients, PsA psoriatic arthritis, PT preferred term, SAE serious adverse event
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Treatment-emergent AEs of special interest
included Candida infections (0.2 and 0.2%),
malignancy (1.0 and 0.3%), major adverse car-
diac events (MACE) (0.1 and 0.3%), injection
site reactions (0 and 0.2%) and inflammatory
bowel disease (0 and 0.1%) in PsA and AS
patients, respectively (Table 3).

DISCUSSION

SERENA provides real-world data across 17
European countries, Israel and Russia for PsO,
PsA and AS patients treated with secukinumab.
The interim results of the current study
demonstrate high retention rates of 74.9 and
78.9% in PsA and AS patients, respectively, over
2 years comparable with results of the pivotal
clinical trials of secukinumab. The 2-year data
from the phase 3 FUTURE 5 study involving PsA
patients has reported that 78.6% of patients
completed the full 2-year treatment period [39].
Similarly, the 3-year data from the phase 3
MEASURE 2 trial reported high retention rates
varying between 76 and 86% in patients with AS
[40].

Furthermore, the EXCEED study evaluating
the efficacy and safety of secukinumab versus
adalimumab has also reported a high retention
rate after 1 year treatment with secukinumab
compared to adalimumab (86 vs. 76%) in
patients with active PsA [41]. The EuroSpA
research collaboration network has reported
retention rates of 86%/76% and 82%/72% fol-
lowing 6/12 months of secukinumab treatment
in patients with PsA and axSpA, respectively
[26, 27]. The results of our study also demon-
strated sustained effectiveness of secukinumab
for dactylitis and enthesitis resolution, total
pain, nail involvement, and QoL in PsA
patients. These results are consistent with the
FUTURE studies [23, 42–45] where secukinumab
provided sustained improvements in the signs
and symptoms across the six clinical manifes-
tations of PsA throughout treatment.

AS patients often present with fluctuations
in various outcome measures over time includ-
ing BASDAI, and VAS pain [46]. In the current
study, AS patients showed sustained effective-
ness in terms of physical function and QoL over

the course of the study in line with phase 3
secukinumab studies in AS patients [47, 48].
Another real-world evidence study evaluating
the safety and efficacy of secukinumab in PsA
and AS patients for 1 year also demonstrated a
similar efficacy and safety profile as the interim
results of this study [24].

In the current study, treatment interruptions
were reported in a low number of patients.
While adverse events were the main cause for
treatment interruption, there were also a few
cases where treatment was interrupted for
unspecified reasons, which may include reasons
such as surgery, travel, changes in healthcare
coverage, or restrictions and lockdowns
imposed owing to the ongoing pandemic situ-
ation. Interestingly, treatment was reinitiated at
maintenance dose of secukinumab although
secukinumab was interrupted for several
months, indicating the sustained effectiveness
of secukinumab despite drug interruption.

Similar to the results of the key clinical trials
in PsA and AS, the interim results of the SERENA
study suggest a favorable safety profile of
secukinumab in a real-world setting with no
unexpected AEs reported over at least 2 years
after inclusion in the study in the real-world
setting [23, 44, 47, 48].

SERENA is a large-scale, multinational study
investigating long-term retention, effectiveness,
and safety outcomes in patients treated with
secukinumab in everyday clinical practice and
provides real-world data across the SpA spec-
trum under the same setting, time frame, and
data collection standards. The limitations of
this study have been previously reported [28].
These result from the observational nature of
the study including absence of control group,
incomplete data, and selection bias. As the main
objective of this study is to focus on the long-
term drug retention and safety rather than ini-
tial effectiveness of secukinumab treatment,
selection bias was inevitably introduced as
patients were treated for at least 16 weeks with
secukinumab prior to enrolment. It is also
worth noting that the reported data reflect the
effectiveness of secukinumab only for patients
who remained on treatment at the follow-up
visits. As the SERENA study was conducted in 15
countries in Europe, Israel, and Russia, findings
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cannot be generalized to all patients with PsA
and AS worldwide. In addition, there was an
imbalance between the numbers of patients
enrolled in countries. Since the data have been
collected retrospectively for up to 6 years for
some individuals, underreporting of prior
medications and more importantly of adverse
events cannot be ruled out. Incomplete data
due to lack of rigorous monitoring is an intrin-
sic weakness of observational studies and must
be considered while interpreting findings in a
real-world setting. It should also be noted that
in the current analysis, more stringent treat-
ment goals such as minimal disease activity
(MDA) were not assessed. Further studies
assessing the effect of treatment on treat-to-
target goals, and the impact of confounding
variables such as comorbidities on treatment
outcomes in PsA and AS patients, are warranted.

CONCLUSIONS

The present analysis reports for the first time,
retention rates and effectiveness of secuk-
inumab for at least 2 years after initiation and
treatment interruption data. Secukinumab
demonstrated high retention rates and sus-
tained effectiveness for over at least 2 years after
inclusion in the study in PsA and AS patients in
the real-world setting. Treatment interruptions
may occur in clinical practice due to a variety of
safety-related, personal, and circumstantial rea-
sons. No impact on the effectiveness of secuk-
inumab over the intermediate treatment breaks
was observed. Safety data collected prospec-
tively for up to 2 years confirm the favorable
safety profile of secukinumab and do not reveal
any new signals.
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