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Abstract

Objective: The aim was to assess the use and drug survival of IL-17Ai in a real-world cohort of axial SpA (axSpA) and PsA patients.

Methods: Patients ever commenced on an IL-17Ai (secukinumab or ixekizumab) for axSpA or PsA at the Leeds Specialist Spondyloarthritis
Service were identified. Demographics, IL-17Ai treatment length and reason for cessation were collected. Drug survival data were plotted as a
Kaplan-Meier curve, with log rank test of median survival compared between axSpA and PsA. Cox regression analysis was performed to
investigate the relationship between diagnosis and length of drug survival.

Results: In total, 228 patients (91 axSpA and 137 PsA) were exposed to IL-17Ai. Drug survival for all patients at 12 months was 69% (95%
Confidence Interval (Cl) 63, 75%) and at 24 months 60% (95% Cl 54, 67%). In axSpA and PsA, drug survival at 12 months was 63% (Cl 54,
74%) and 73% (CI 66, 81%), respectively, and at 24 months it was 53% (Cl 44, 65%) and 65% (Cl 57, 75%), respectively. Median survival did
not differ significantly between both diseases (log rank test 0.65). There was no association between diagnosis and survival (hazard ratio 0.92,
95% CI 0.63, 1.33), including when adjusting for age, previous biologic DMARD usage and sex (hazard ratio 0.89, 95% Cl 0.61, 1.13).

Conclusion: This is the first study, to our knowledge, to analyse and compare real-world IL-17Ai drug survival in patients with axSpA and PsA
from a single centre. We demonstrate that there is no difference in IL-17Ai survival rates and no relationship between diagnosis and drug
survival. These results contribute to the body of real-world evidence confirming the role of IL-17Ai in the management of axSpA and PsA.

Lay Summary

What does this mean for patients?

This study assessed the time to discontinuation, also called drug survival, of two IL-17A inhibitor drugs, secukinumab and ixekizumab in patients
with axSpA and PsA from one single hospital setting in the UK over two years. Our results show that there is no difference in the survival rates
between each drug and no relationship between the clinical diagnosis and drug survival. These results contribute to the body of real-world evi-
dence confirming the role of IL-17Ai in the management of axSpA and PsA.

Keywords: IL-17Ai, drug survival, psoriatic arthritis, axial spondyloarthritis, real-world evidence.

Key messages

* |L-17Ai drug survival is not dependent on diagnosis in SpA.

* |L-17Ais are well tolerated in patients with axSpA and PsA.

* This study adds to the real-world evidence supporting IL-17Ai usage in SpA.

Introduction the presence or absence of radiographic sacroiliitis [radiographic

The SpAs are a heterogeneous group of immune-mediated dis-
eases characterized by inflammation of the peripheral and/or
axial joints, enthesis and surrounding soft tissues (dactylitis)
and extra-musculoskeletal manifestations, including skin/nail
psoriasis, IBD and uveitis [1]. The commonest subtypes are ax-
ial SpA (axSpA) [2], which can be sub-classified according to

(r-)axSpA] and non-radiographic (nr-)axSpA, and PsA, which
can have a peripheral and axial phenotype [3].

The IL-17/23 axis is widely implicated in the pathophysiology
of SpA. IL-17A is produced by activated Th17 cells present in
the joints and the skin, and it stimulates immune cells to pro-
duce multiple pro-inflammatory mediators [4]. The IL-17A
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inhibitors secukinumab and ixekizumab have demonstrated
safety and efficacy in randomized controlled trials for r-axSpA,
nr-axSpA and PsA, leading to their approval by NICE in the
UK in 2016 [5] and 2018, respectively [6].

Yet, there are limited real-world data on drug survival, par-
ticularly across the whole of the SpA spectrum. Current stud-
ies use relatively small cohorts of patients, analyse both drugs
(secukinumab and ixekizumab) separately, have limited
follow-up and do not necessarily compare drug survival
across the whole spectrum of both axSpA and PsA [7-13].
Here, we report our experience on long-term outcomes and
drug survival of patients with axSpA and PsA treated with
secukinumab and ixekizumab from a single centre in the UK.

Methods

We undertook an audit of SpA patients attending the Leeds
Teaching Hospitals Trust Specialist Spondyloarthritis
Service, who were treated with either secukinumab or ixeki-
zumab up to December 2022. No formal ethical approval
was required for this service evaluation exercise, and the proj-
ect was registered with the information governance team to
ensure compliance with local processes. All patients listed in
our in-house biologic prescription registry were included. We
conducted a retrospective review of the medical records to
summarize the relevant baseline and clinical data, including
patient demographics (age, sex, BMI, smoking status and co-
morbidities) and relevant clinical characteristics, including di-
agnosis (axSpA vs PsA) and disease duration, in addition to
treatment data, including previous exposure to biologic
DMARDs (bDMARDs), the duration of IL-17Ai and the rea-
sons for discontinuation, where applicable.

Reasons for treatment cessation were broadly defined as
attributable to loss of efficacy, patient-reported adverse
effects and other causes. Owing to outcome measures being
unavailable in many patients, loss of efficacy was determined
by the opinion of the treating rheumatologist. Loss of clinical
efficacy was then divided further into primary non-response,

Table 1. Demographics and disease characteristics
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when treatment cessation was attributable to inefficacy or
loss of efficacy within 6 months of drug initiation, and sec-
ondary non-response, when treatment cessation was attribut-
able to loss of efficacy after 6 months.

All data were analysed using R Studio (2023.06.0 +421
‘Mountain Hydrangea’ Release for macOS). Data are
reported as the median and interquartile range (IQR) for con-
tinuous variables and percentage/proportions for categorical
variables. Drug survival was plotted using Kaplan—Meier
curves, and time to loss of response was analysed using Cox
proportional hazard ratios, adjusting for age, previous
dDMARD exposure and sex.

Results

Overall, 228 patients were exposed to IL-17Ai therapy. Of
these, 91 had a diagnosis of axSpA and 137 of PsA. Patients
with axSpA were more likely to be male (axSpA 59% vs PsA
43%), to be HLA-B27-positive (axSpA 75% vs PsA 12%), to
have symptom onset at a younger age (mean onset: axSpA
32years vs PsA 39years), to be bDMARD-naive (axSpA
29% wvs PsA 22%), to be a current or previous smoker
(axSpA 59% wvs PsA 34%) and to have fewer extra-
musculoskeletal manifestations (Table 1). Both groups had
similar BMI (axSpA 28 kg/m* vs PsA 30kg/m?) and had
failed similar numbers of bDMARDS [median (IQR): axSpA
2 (1-3) vs PsA 2 (1-3)] before exposure to IL-17A..

In terms of IL-17Ai usage, secukinumab was the most fre-
quently used (7=159) vs n=69 on ixekizumab. Secukinumab
usage was similar between axSpA and PsA patients (78 axSpA
vs 81 PsA); however, ixekizumab was much more frequently
used in PsA patients than in axSpA (13 axSpA vs 56 PsA).

Drug survival for all patients at 12 months was 69% (95%
CI 63, 75%) and at 24 months 60% (95% CI 54, 67%).
When compared according to diagnosis, 12 months drug sur-
vival or survival in axSpA vs PsA were 63% (95% CI 54,
74%) and 73% (95% CI 66, 81%), respectively, and at
24 months it was 53% (95% CI 44, 65%) and 65% (95% CI

Characteristic Overall PsA axSpA
(n=228) (n=137) (n=91)
Age, median (IQR), years 47 (37-57) 7 (36-60) 48 (36-55)
Male [ (%)] 114 (50.0) 0(43.8) 54 (59.3)
Current/ex-smoker [ (%)] 101 (44.3) 7 (34.3) 54 (59.3)
BMI, median (IQR), kg/m* 29 (25-34) 9 (26-34) 28 (24-32)
Disease duration, median (IQR), years 4 (3.1-4.9) 4(3.3-5.0) 4 (3.0-4.7)
HLA-B27 positive [7 (%)] 86 (37.7) 7(12.4) 69 (75.8)
Psoriasis [7 (%)] 148 (64.9) 130 (94.9) 18 (19.8)
IBD [ (%)] 4(1.8) 1(0.1) 3(3.3)
Uveitis [ (%)] 35 (15.4) 5(10.9) 20 (22.0)
Raised CRP [1 (%)] 150 (65.8) 6(62.8) 64 (70.3)
Secukinumab [7 (%)] 159 (69.7) 1(59.1) 78 (85.7)
Ixekizumab [7 (%)] 69 (30.2) 6(40.1) 13 (14.3)
Biologic exposed [ (%)] 172 (75.4) 107 (78.1) 65 (71.4)
Previous biologics, median (IQR), 7 2(1-3) 2 (1-3) 2 (1-3)
r-axSpA [1 (%)] NA NA 64 (70.3)
nr-axSpA [n (%)] NA NA 27(29.6)
Reasons for drug discontinuation (IL-171) (n=112) (n=163) (n=49)
Primary non-response [7 (%)] 31(27.7) 12 (19.0) 19 (38.8)
Secondary non-response [7 (%)] 1(36.6) 27 (42.9) 14 (28.5)
Side effects [12 (%)] 26 (23.2) 15(23.8) 11 (22.4)
Other [1 (%)] 4(12.5) 9 (14.3) 5(10.2)

axSpA: axial SpA; IQR: interquartile range; NA: not applicable; nr-axSpA: non-radiographic axSpA; r-axSpA: radiographic axSpA.
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Real-world experience of IL-17Ai drug survival
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Figure 1. Kaplan-Meier curve showing median survival of IL-17Ais in
radiographic axial SpA/AS (yellow) and PsA (blue) There were no
statistically significant differences in median drug survival at 1 year, even
with adjustment for age, previous biologic DMARD use and sex

57, 75%), respectively (Fig. 1). There was no significant dif-
ference in median drug survival between groups (log rank
test, P=0.65). Furthermore, there was no significant associa-
tion between diagnosis and drug survival (hazard ratio 0.92,
95% CI 0.63, 1.33), including when adjusting for age, previ-
ous bDMARDs and sex (hazard ratio 0.89, 95% CI 0.61,
1.13). Finally, there was no difference in drug survival in
bDMARD-naive vs exposed groups when analysing the PsA
and axSpA subgroups separately (log rank test P=0.38 and
P=0.57, respectively).

Clinical non-response was the most common reason for
treatment discontinuation (Table 1). Primary non-response
was higher in axSpA than PsA (axSpA 39% wvs PsA 19%)
and, conversely, secondary non-response was higher in PsA
(axSpA 29% vs PsA 43%). Drug discontinuation owing to
adverse events was seen at similar rates with both drugs in
each disease (axSpA 22% vs PsA 24%). The commonest rea-
sons for discontinuation were infection [23%, 6 of 26; of
which 8% (2 of 26) were persistent superficial fungal infec-
tions] and injection site reactions [15% (4 of 26)]. Two
patients developed colitis; one biopsy-proven Crohn’s
disease-related IL-17i use, the other biopsy indeterminant
(perhaps infective, perhaps IBD). Less common side effects
(observed in fewer than four cases) were: alopecia universalis,
blepharitis, burning skin sensation, fatigue, gastrointestinal
(nausea, vomiting, diarrhoea), headaches, mouth ulcers, night
sweats, psoriasis flare, rash and visual disturbances.

Discussion

We present data on real-world IL-17Ai drug survival in SpA
and assess the impact of diagnosis on drug survival. We dem-
onstrate that IL-17Ais have high levels of drug survival and
that this is not affected by the underlying diagnosis, including
when corrected for differences in age, sex and previous
bDMARD use, which is of relevance when treating a
bDMARD-experienced population. The commonest reason
for treatment cessation was lack of clinical efficacy, with ad-
verse effects infrequently being the primary cause.

To our knowledge, this study is the first to analyse drug sur-
vival of currently available IL-17Ais across both indications in
SpA; however, many real-world studies have presented data
on secukinumab alone across each indication. Alonso et al. [9]
reported data on secukinumab survival in axSpA and PsA
from 154 patients in northern Spain, showing overall similar
1-year survival to our study (66% vs 69%), but significantly
lower 2-year survival (43% vs 60%), despite having more

biologic-naive participants. The FORSYA multicentre study in
France identified 904 patients with axSpA [10] and 475 with
PsA [13] who were treated with secukinumab and found a
59% 1-year survival rate for axSpA and 63% 1-year survival
for PsA patients. Data from the CANSPA network [8] found a
12-month 74% survival for 213 PsA patients and a 63% sur-
vival for 146 axSpA patients. Baseline demographics varied
significantly within each of these studies, and larger registry-
based studies are needed to identify predictors of drug survival
and overall real-world IL-17Ai survival.

Comparison of drug survival between secukinumab and
ixekizumab was, unfortunately, not possible in our report
owing to the low usage of ixekizumab in patients with
axSpA. Ixekizumab was first licensed for use in axSpA in the
UK in 2021, compared with 2016 for secukinumab, which
most probably explains its less frequent usage for this condi-
tion. Data on real-world ixekizumab survival are sparse, with
no studies exploring survival in axSpA. In PsA, the data are
limited and vary significantly. The Spanish multicentre pro-
Stip [11] study of 89 patients with PsA found ixekizumab
survival rates of 85% at 48 weeks and 69% at 104 weeks,
whereas a single-centre [12] study of 72 patients found 65%
survival at 1year and 57% at 2 years. Given that ixekizumab
continues to be used in clinical practice for the treatment of
PsA and axSpA, further evidence will develop, and a compar-
ison between IL-17Ais might become possible.

Interestingly, the survival of IL-17Ai in patients with SpA is
significantly lower than the survival reported in the psoriasis
population. In a study of the BADBIR UK psoriasis biologic
database [14], secukinumab had a 1-year survival function of
0.85 and a 2-year survival function of 0.75 in patients with
moderate-to-severe psoriasis, with the presence of PsA being a
negative predictor for drug survival. Data from the DANBIO
and DERMBIO [15] Danish biologic registries showed that
median drug survival for secukinumab was greater in psoriasis
than in PsA and axSpA in bio-naive and bio-exposed patients.
Most recently, the SERENA study in the UK reported secuki-
numab survival rates in PsA/r-axSpA of 91.0% and 89.2% at
12 months, respectively; however, unlike in our cohort,
patients were only entered into SERENA after successfully tol-
erating 4 months of therapy, and thus any patients with true
primary non-response were excluded [16]. There are many
factors that might contribute to worse survival rates in SpA
compared with psoriasis, including the effects of diagnostic
delay, co-existing joint disease and non-inflammatory pain
pathways. A recent Swedish registry study [17] showed the
presence of extra-musculoskeletal manifestations, particularly
uveitis and psoriasis, in axSpA negatively impacted upon TNF
inhibitor survival. A significant number of patients in our
study had extra-musculoskeletal manifestations of SpA, and
the poorer survival compared with the psoriasis population
might reflect the complexities of treating multiple tissue mani-
festations of the SpA spectrum with a single agent.

Loss of clinical efficacy was the commonest reason for
stopping IL-17Ai in our cohort. Although 1-year, 2-year and
median survival showed no significant difference between
axSpA and PsA, there were differences in primary and sec-
ondary non-response rates. Patients with axSpA predomi-
nantly experienced primary non-response, whereas patients
with PsA were more likely to experience secondary non-
response. This might reflect the positive impact of IL-17Ais
upon psoriasis, which was present in the majority of our PsA
patients, leading to longer initial survival. IL-17Ais were well
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tolerated in our study, with only 23% of patients ceasing
treatment owing to side effects or adverse events, which is
lower than that reported in other cohorts [9, 11]. No differ-
ence was seen between the bDMARD-naive and or previously
exposed population or according to the number of bDMARD
agents previously used.

Our study has some limitations. Patients were identified
only if they received IL-17Ai through the rheumatology pre-
scribing service; therefore, those who were prescribed
through dermatological or other services were not included.
Data on IL-17Ai dose, treatment intervals and concomitant
medications were not available, and therefore we were unable
to assess the impact of different treatment regimens or dosing
regimens upon survival. Finally, clinical outcome measures,
including Psoriasis Area and Severity Index (PASI), BASDAI
and swollen/tender joint counts were not widely available,
reflecting a common scenario in clinical practice, which limits
any assessment of efficacy or whether treatment cessation
was linked to failure in a particular SpA manifestation.

Conclusion

This is the first study, to our knowledge, to analyse and com-
pare real-world IL-17Ai drug survival in patients with axSpA
and PsA from a single centre. We demonstrate that there is
no difference in IL-17Ai survival rates between both condi-
tions and no relationship between diagnosis and drug sur-
vival, even when adjusting for differences in baseline and
disease characteristics. The lower survival figures at 2 years
might point towards the later use of IL17Ai post-TNF inhibi-
tor or a more resistant disease phenotype. These results con-
tribute to the body of real-world evidence confirming the role
of IL-17i in the management of axSpA and PsA.

Data availability

Data are available upon reasonable request. All data relevant
to the study are included in the article.
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TSuccessive time periods of PSUR shown with cumulative rate: 26 Dec 2014 to 25 Dec 2015; 26 Dec 2015 to 25 Dec 2016; 26 Dec 2016 to 25 Dec 2017; 26 Dec 2017 to 25 Dec 2018: 26
Dec 2018 to 25 Dec 2018; 26 Dec 2019 to 25 Dec 2020.°

Abbreviations: AE, adverse event; AS, ankylosing spondylitis; EIAR, exposure-adjusted incidence rate; HCP, healthcare professional; IBD, inflammatory bowel disease; MACE, major
adverse cardiac event; PsA, psoriatic arthritis; PsO, plaque psoriasis; PY, patient year.

References: 1. Cosentyx® (secukinumab) GB Summary of Product Characteristics; 2. Cosentyx® (secukinumab) NI Summary of Product

Characteristics; 3. European Medicines Agency. European public assessment report. Available at: https://www.ema.europa.eu/en/
documents/overview/cosentyx-epar-medicine-overview_en.pdf [Accessed February 2024]; 4. Novartis Data on File. Secukinumab — Sec008. 2023; '

5. Novartis. Novartis Cosentyx® positive 16-week PREVENT results advance potential new indication for patients with axial spondyloarthritis. b N OVA RT I S
Available at: https://www.novartis.com/news/media-releases/novartis-cosentyx-positive-16-week-prevent-results-advance-potential-new-

indication-patients-axial-spondyloarthritis [Accessed February 2024]; 6. Novartis data on file. Cosentyx Periodic Safety Update Report (PSUR);

26 December 2019 - 25 December 2020. 22 February 2021; 7. Deodhar A, et al. Arthritis Res Ther 2019;21(1):111. UK | February 2024 | 407722
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Cosentyx® (secukinumab) Northern Ireland Prescribing
Information.

Please refer to the Summary of Product Characteristics
(SmPC) before prescribing.

Indications: Treatment of: moderate to severe plaque psoriasis in
adults, children and adolescents from the age of 6 years who are
candidates for systemic therapy; active psoriatic arthritis in adults (alone
or in combination with methotrexate) who have responded inadequately
to disease-modifying anti-rheumatic drug therapy; active ankylosing
spondylitis in adults who have responded inadequately to conventional
therapy; active non-radiographic axial spondyloarthritis (nr-axSpA) with
objective signs of inflammation as indicated by elevated C-reactive
protein (CRP) and/or magnetic resonance imaging (MRI) evidence in
adults who have responded inadequately to non-steroidal anti-
inflammatory drugs; active enthesitis-related arthritis and juvenile
psoriatic arthritis in patients 6 years and older (alone or in combination
with methotrexate) whose disease has responded inadequately to, or
who cannot tolerate, conventional therapy; active moderate to severe
hidradenitis suppurativa (acne inversa) in adults with an inadequate
response to conventional systemic HS therapy. Presentations: Cosentyx
150 mg solution for injection in pre-filled pen; Cosentyx 300 mg solution
for injection in pre-filled pen. Dosage & Administration: Administered
by subcutaneous injection at weeks 0, 1, 2, 3 and 4, followed by monthly
maintenance dosing. Consider discontinuation if no response after
16 weeks of treatment. Each 150 mg dose is given as one injection of
150 mg. Each 300 mg dose is given as two injections of 150 mg or one
injection of 300 mg. If possible avoid areas of the skin showing psoriasis.
Plaque Psoriasis: Adult recommended dose is 300 mg monthly. Based
on clinical response, a maintenance dose of 300 mg every 2 weeks may
provide additional benefit for patients with a body weight of 90 kg or
higher. Adolescents and children from the age of 6 years: if weight
> 50 kg, recommended dose is 150 mg (may be increased to 300 mg as
some patients may derive additional benefit from the higher dose). If
weight < 50 kg, recommended dose is 75 mg. However, 150mg solution
for injection in pre-filled pen is not indicated for administration of this
dose and no suitable alternative formulation is available. Psoriatic
Arthritis: For patients with concomitant moderate to severe plaque
psoriasis see adult plaque psoriasis recommendation. For patients who
are anti-TNFa inadequate responders, the recommended dose is
300 mg, 150 mg in other patients. Can be increased to 300 mg based
on clinical response. Ankylosing Spondylitis: Recommended dose
150 mg. Can be increased to 300 mg based on clinical response. nr-
axSpA: Recommended dose 150 mg. Enthesitis-related arthritis and
juvenile psoriatic arthritis: From the age of 6 years, if weight > 50 kg,
recommended dose is 150 mg. If weight < 50 kg, recommended dose

Cosentyx® (secukinumab) Great Britain Prescribing
Information.

Please refer to the Summary of Product Characteristics
(SmPC) before prescribing.

Indications: Treatment of: moderate to severe plaque psoriasis in
adults, children and adolescents from the age of 6 years who are
candidates for systemic therapy; active psoriatic arthritis in adults (alone
or in combination with methotrexate) who have responded inadequately
to disease-modifying anti-rheumatic drug therapy; active ankylosing
spondylitis in adults who have responded inadequately to conventional
therapy; active non-radiographic axial spondyloarthritis (nr-axSpA) with
objective signs of inflammation as indicated by elevated C-reactive
protein (CRP) and/or magnetic resonance imaging (MRI) evidence in
adults who have responded inadequately to non-steroidal anti-
inflammatory drugs; active enthesitis-related arthritis and juvenile
psoriatic arthritis in patients 6 years and older (alone or in combination
with methotrexate) whose disease has responded inadequately to, or
who cannot tolerate, conventional therapy; active moderate to severe
hidradenitis suppurativa (acne inversa) in adults with an inadequate
response to conventional systemic HS therapy. Presentations: Cosentyx
75 mg solution for injection in pre-filled syringe; Cosentyx 150 mg
solution for injection in pre-filled syringe; Cosentyx 150 mg solution for
injection in pre-filled pen; Cosentyx 300 mg solution for injection in pre-
filled pen. Dosage & Administration: Administered by subcutaneous
injection at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance
dosing. Consider discontinuation if no response after 16 weeks of
treatment. Each 75 mg dose is given as one injection of 75 mg. Each
150 mg dose is given as one injection of 150 mg. Each 300 mg dose is
given as two injections of 150 mg or one injection of 300 mg. If possible
avoid areas of the skin showing psoriasis. Plaque Psoriasis: Adult
recommended dose is 300 mg. Based on clinical response, a
maintenance dose of 300 mg every 2 weeks may provide additional
benefit for patients with a body weight of 90 kg or higher. Adolescents
and children from the age of 6 years: if weight > 50 kg, recommended
dose is 150 mg (may be increased to 300 mg as some patients may
derive additional benefit from the higher dose). If weight < 50 kg,
recommended dose is 75 mg. Psoriatic Arthritis: For patients with
concomitant moderate to severe plaque psoriasis see adult plaque
psoriasis recommendation. For patients who are anti-TNFa inadequate
responders, the recommended dose is 300 mg, 150 mg in other
patients. Can be increased to 300 mg based on clinical response.
Ankylosing Spondylitis: Recommended dose 150 mg. Can be increased
to 300 mg based on clinical response. nr-axSpA: Recommended dose
150 mg._Enthesitis-related arthritis and juvenile psoriatic arthritis: From
the age of 6 years, if weight > 50 kg, recommended dose is 150 mg. If

is 75 mg. However, 150mg solution for injection in pre-filled pen is not
indicated for administration of this dose and no suitable alternative
formulation is available. Hidradenitis suppurativa: Recommended dose is
300 mg monthly. Based on clinical response, the maintenance dose can
be increased to 300 mg every 2 weeks. Contraindications:
Hypersensitivity to the active substance or excipients. Clinically
important, active infection. Warnings & Precautions: Infections:
Potential to increase risk of infections; serious infections have been
observed. Caution in patients with chronic infection or history of recurrent
infection. Advise patients to seek medical advice if signs/symptoms of
infection occur. Monitor patients with serious infection closely and do not
administer  Cosentyx until the infection resolves. Non-serious
mucocutaneous candida infections were more frequently reported for
secukinumab than placebo in the psoriasis clinical studies. Should not be
given to patients with active tuberculosis (TB). Consider anti-tuberculosis
therapy before starting Cosentyx in patients with latent TB. Inflammatory
bowel disease (including Crohn’s disease and ulcerative colitis): New
cases or exacerbations of inflammatory bowel disease have been
reported with secukinumab. Secukinumab, is not recommended in
patients with inflammatory bowel disease. If a patient develops signs and
symptoms of inflammatory bowel disease or experiences an exacerbation
of pre-existing inflammatory bowel disease, secukinumab should be
discontinued and appropriate medical management should be initiated.
Hypersensitivity reactions: Rare cases of anaphylactic reactions have
been observed. If an anaphylactic or serious allergic reactions occur,
discontinue immediately and initiate appropriate therapy. Vaccinations:
Do not give live vaccines concurrently with Cosentyx; inactivated or non-
live vaccinations may be given. Paediatric patients should receive all age
appropriate immunisations before treatment with Cosentyx. Latex-
Sensitive Individuals: The removable needle cap of the 150mg pre-filled
pen contains a derivative of natural rubber latex. Concomitant
immunosuppressive therapy: Combination with immunosuppressants,
including biologics, or phototherapy has not been evaluated in psoriasis
studies. Cosentyx was given concomitantly with methotrexate,
sulfasalazine and/or corticosteroids in arthritis studies. Caution when
considering concomitant use of other immunosuppressants.
Interactions: Live vaccines should not be given concurrently with
secukinumab. No interaction between Cosentyx and midazolam (CYP3A4
substrate) seen in adult psoriasis study. No interaction between Cosentyx
and methotrexate and/or corticosteroids seen in arthritis studies.
Fertility, pregnancy and lactation: Women of childbearing potential:
Use an effective method of contraception during and for at least
20 weeks after treatment. Pregnancy: Preferably avoid use of Cosentyx
in pregnancy. Breast feeding: It is not known if secukinumab is excreted
in human breast milk. A clinical decision should be made on continuation
of breast feeding during Cosentyx treatment (and up to 20 weeks after

weight < 50 kg, recommended dose is 75 mg._Hidradenitis suppurativa:
Recommended dose is 300 mg monthly. Based on clinical response, the
maintenance dose can be increased to 300 mg every 2 weeks.
Contraindications: Hypersensitivity to the active substance or
excipients.  Clinically important, active infection. Warnings &
Precautions: Infections: Potential to increase risk of infections; serious
infections have been observed. Caution in patients with chronic infection
or history of recurrent infection. Advise patients to seek medical advice if
signs/symptoms of infection occur. Monitor patients with serious
infection closely and do not administer Cosentyx until the infection
resolves. Non-serious mucocutaneous candida infections were more
frequently reported for secukinumab in the psoriasis clinical studies.
Should not be given to patients with active tuberculosis (TB). Consider
anti-tuberculosis therapy before starting Cosentyx in patients with latent
TB. Inflammatory bowel disease (including Crohn's _disease and
ulcerative colitis): New cases or exacerbations of inflammatory bowel
disease have been reported with secukinumab. Secukinumab, is not
recommended in patients with inflammatory bowel disease. If a patient
develops signs and symptoms of inflammatory bowel disease or
experiences an exacerbation of pre-existing inflammatory bowel disease,
secukinumab should be discontinued and appropriate medical
management should be initiated. Hypersensitivity reactions: Rare cases
of anaphylactic reactions have been observed. If an anaphylactic or
serious allergic reactions occur, discontinue immediately and initiate
appropriate therapy. Vaccinations: Do not give live vaccines concurrently
with Cosentyx; inactivated or non-live vaccinations may be given.
Paediatric patients should receive all age appropriate immunisations
before treatment with Cosentyx. Latex-Sensitive Individuals: The
removable needle cap of the 75mg and 150 mg pre-filled syringe and
150mg pre-filled pen contains a derivative of natural rubber latex.
Concomitant _immunosuppressive _therapy: ~ Combination  with
immunosuppressants, including biologics, or phototherapy has not been
evaluated in psoriasis studies. Cosentyx was given concomitantly with
methotrexate, sulfasalazine and/or corticosteroids in arthritis studies.
Caution when considering concomitant use of otherimmunosuppressants.
Interactions: Live vaccines should not be given concurrently with
secukinumab. No interaction between Cosentyx and midazolam
(CYP3A4 substrate) seen in adult psoriasis study. No interaction between
Cosentyx and methotrexate and/or corticosteroids seen in arthritis
studies. Fertility, pregnancy and lactation: Women of childbearing
potential: Use an effective method of contraception during and for at
least 20 weeks after treatment. Pregnancy: Preferably avoid use of
Cosentyx in pregnancy. Breast feeding: It is not known if secukinumab is
excreted in human breast milk. A clinical decision should be made on
continuation of breast feeding during Cosentyx treatment (and up to
20 weeks after discontinuation) based on benefit of breast feeding to the

discontinuation) based on benefit of breast feeding to the child and
benefit of Cosentyx therapy to the woman. Fertility: Effect on human
fertility not evaluated. Adverse Reactions: Very Common (>1/10):
Upper respiratory tract infection. Common (>1/100 to <1/10): Oral
herpes, headache, rhinorrhoea, diarrhoea, nausea, fatigue. Uncommon
(>1/1,000 to <1/100): Oral candidiasis, lower respiratory tract
infections, neutropenia, inflammatory bowel disease. Rare (>1/10,000
to <1/1,000). anaphylactic reactions, exfoliative dermatitis (psoriasis
patients), hypersensitivity vasculitis. Not known: Mucosal and cutaneous
candidiasis (including oesophageal candidiasis). Infections: Most
infections were non-serious and mild to moderate upper respiratory tract
infections, e.g. nasopharyngitis, and did not necessitate treatment
discontinuation. There was an increase in mucosal and cutaneous
(including oesophageal) candidiasis, but cases were mild or moderate in
severity, non-serious, responsive to standard treatment and did not
necessitate treatment discontinuation. Serious infections occurred in a
small proportion of patients (0.015 serious infections reported per
patient year of follow up). Neutropenia: Neutropenia was more frequent
with secukinumab than placebo, but most cases were mild, transient
and reversible. Rare cases of neutropenia CTCAE Grade 4 were reported.
Hypersensitivity reactions. Urticaria and rare cases of anaphylactic
reactions were seen. Immunogenicity. Less than 1% of patients treated
with Cosentyx developed antibodies to secukinumab up to 52 weeks of
treatment. Other Adverse Effects: The list of adverse events is not
exhaustive, please consult the SmPC for a detailed listing of all adverse
events before prescribing. Legal Category: POM. MA Number & List
Price: EU/1/14/980/005 - 150 mg pre-filled pen x2 £1,218.78;
EU/1/14/980/010 — 300 mg pre-filled pen x1 £1218.78. PI Last
Revised: May 2023. Full prescribing information, (SmPC) is available
from: Novartis Pharmaceuticals UK Limited, 2nd Floor, The WestWorks
Building, White City Place, 195 Wood Lane, London, W12 7FQ.
Telephone: (01276) 692255.

UK 1284832 | May 2023

Adverse Event Reporting:

Adverse events should be reported. Reporting forms and
information can be found at www.mhra.gov.uk/yellowcard.
Adverse events should also be reported to Novartis via
uk.patientsafety@novartis.com or online through the
pharmacovigilance intake (PVI) tool at www.novartis.com/report

If you have a question about the product, please contact
Medical Information on 01276 698370 or by email at
medinfo.uk@novartis.com

child and benefit of Cosentyx therapy to the woman. Fertility: Effect on
human fertility not evaluated. Adverse Reactions: Very Common
(=1/10): Upper respiratory tract infection. Common (=1/100 to <1/10):
Oral herpes, headache, rhinorrhoea, diarrhoea, nausea, fatigue.
Uncommon (=1/1,000 to <1/100): Oral candidiasis, lower respiratory
tract infections, neutropenia, inflammatory bowel disease. Rare
(>1/10,000 to <1/1,000). anaphylactic reactions, exfoliative dermatitis
(psoriasis patients), hypersensitivity vasculitis. Not known: Mucosal and
cutaneous candidiasis (including oesophageal candidiasis). Infections:
Most infections were non-serious and mild to moderate upper respiratory
tract infections, e.g. nasopharyngitis, and did not necessitate treatment
discontinuation. There was an increase in mucosal and cutaneous
(including oesophageal) candidiasis, but cases were mild or moderate in
severity, non-serious, responsive to standard treatment and did not
necessitate treatment discontinuation. Serious infections occurred in a
small proportion of patients (0.015 serious infections reported per
patient year of follow up). Neutropenia: Neutropenia was more frequent
with secukinumab than placebo, but most cases were mild, transient
and reversible. Rare cases of neutropenia CTCAE Grade 4 were reported.
Hypersensitivity reactions. Urticaria and rare cases of anaphylactic
reactions were seen. Immunogenicity. Less than 1% of patients treated
with Cosentyx developed antibodies to secukinumab up to 52 weeks of
treatment. Other Adverse Effects: The list of adverse events is not
exhaustive, please consult the SmPC for a detailed listing of all adverse
events before prescribing. Legal Category: POM. MA Number & List
Price: PLGB 00101/1205 — 75 mg pre-filled syringe x 1 - £304.70;
PLGB 00101/1029 - 150 mg pre-filed pen x2 £1,218.78;
PLGB 00101/1030 - 150 mg pre-filled syringe x2 £1,218.78;
PLGB 00101/1198 — 300 mg pre-filled pen x 1 £1218.78. Pl Last
Revised: June 2023. Full prescribing information, (SmPC) is available
from: Novartis Pharmaceuticals UK Limited, 2nd Floor, The WestWorks
Building, White City Place, 195 Wood Lane, London, W12 7FQ.
Telephone: (01276) 692255.

UK'1290802 | June 2023

Adverse Event Reporting:

Adverse events should be reported. Reporting forms and
information can be found at www.mhra.gov.uk/yellowcard.
Adverse events should also be reported to Novartis via
uk.patientsafety@novartis.com or online through the
pharmacovigilance intake (PVI) tool at www.novartis.com/report.

If you have a question about the product, please contact
Medical Information on 01276 698370 or by email at
medinfo.uk@novartis.com
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