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Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescents from the age of 6 years who are candidates for systemic therapy.
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Cosentyx is indicated for the treatment of active non-radiographic axial spondyloarthritis 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 (NSAIDs).
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The recommended dose is 300 mg of secukinumab by subcutaneous injection with initial dosing at
weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. 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. Each 300 mg dose is given as one subcutaneous injection
of 300 mg or as two subcutaneous injections of 150 mg.
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Adult Plague psoriasis
Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in adults who are
candidates for systemic therapy.

Psoriatic arthritis

Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of active
psoriatic arthritis in adult patients when the response to previous disease-modifying anti-rheumatic
drug (DMARD) therapy has been inadequate.

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis): Cosentyx is indicated for the treatment
of active ankylosing spondylitis in adults who have responded inadequately to conventional therapy.

Juvenile idiopathic arthritis (JIA)

Enthesitis-related arthritis (ERA)

Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of active
enthesitis-related arthritis in patients 6 years and older whose disease has responded inadequately to,
or who cannot tolerate, conventional therapy.
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Juvenile psoriatic arthritis (JPsA)

Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of active
juvenile psoriatic arthritis in patients 6 years and older whose disease has responded inadequately to,
or who cannot tolerate, conventional therapy.
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2. CLINICAL PARTICULARS

Cosentyx 75 mg solution for injection in pre-filled syringe

Each pre-filled syringe contains 75 mg secukinumab in 0.5 ml.

Cosentyx 150 mg solution for injection in pre-filled syringe/pen

Each pre-filled syringe/pen contains 150 mg secukinumab in 1 ml.

Cosentyx 300 mg solution for injection in pre-filled syringe/pen

Each pre-filled syringe/pen contains 300 mg secukinumab in 2 ml.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Adult Plaque psoriasis

Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in adults who are
candidates for systemic therapy.

Paediatric plaque psoriasis

Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescents from the age of 6 vears who are candidates for systemic therapy.

Axial spondyloarthritis (axSpA)

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)

Cosentyx is indicated for the treatment of active ankylosing spondylitis in adults who have responded
inadequately to conventional therapy.

Non-radiographic axial spondyloarthritis (nr-axSpA)

Cosentyx is indicated for the treatment of active non-radiographic axial spondyloarthritis 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 (NSAIDs).
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4.2 Posology and method of administration

Posology

Adult Plaque psoriasis

The recommended dose is 300 mg of secukinumab by subcutaneous injection with initial dosing at
weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. 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. Each 300 mg dose is given as one subcutaneous injection of 300 mg
or as two subcutaneous injections of 150 mg.

Paediatric plaque psoriasis (adolescents and children from the age of 6 vears)
The recommended dose is based on body weight (Table 1) and administered by subcutaneous

injection with initial dosing at weeks 0, 1, 2. 3 and 4, followed by monthly maintenance dosing.

Each 75 mg dose is given as one subcutaneous injection of 75 mg. Each 150 mg dose is given as

one subcutaneous injection of 150 mg. Each 300 mg dose is given as one subcutaneous injection

of 300 mg or as two subcutaneous injections of 150 mg.

Table 1 Recommended dose for paediatric plague psoriasis
Body weight at time of dosing Recommended dose
<25 kg 75 mg
25 to <50 kg 75 mg
>50 kg 150 mg (*may be increased to 300 mg)

*Some patients may derive additional benefit from the higher dose.

The 150 mg and 300 mg solution for injection in pre-filled syringe and in pre-filled pen are not

indicated for administration to paediatric patients with a weight <50 kg. Cosentyx may be

available in other strengths and/or presentations depending on the individual treatment needs.

Special populations

Paediatric population

The safety and efficacy of Cosentyx in children with plaque psoriasis and in the juvenile idiopathic
arthritis (JIA) categories of ERA and JPsA below the age of 6 years have not been established.

The safety and efficacy of Cosentyx in children below the age of 18 years in other indications have not
yet been established. No data are available.

Method of administration
Cosentyx is to be administered by subcutaneous injection. If possible, areas of the skin that show
psoriasis should be avoided as injection sites. The syringe or pen must not be shaken.

After proper training in subcutaneous injection technique, patients may self-inject Cosentyx or be
injected by a caregiver if a physician determines that this is appropriate. However, the physician
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should ensure appropriate follow-up of patients. Patients or caregivers should be instructed to inject
the full amount of Cosentyx according to the instructions provided in the package leaflet.
Comprehensive instructions for administration are given in the package leaflet.

44 Special warnings and precautions for use

Latex-sensitive individuals - Cosentyx 150 mg solution for injection in pre-filled syringe and 150 mg
solution for injection in pre-filled pen and Cosentyx 75Smg pre-filled syringe only

The removable needle cap of Cosentyx 150mg solution for injection in pre-filled syringe, Cosentyx
150mg solution for injection in pre-filled pen and Cosentyx 75mg pre-filled syringe contains a
derivative of natural rubber latex. No natural rubber latex has to date been detected in the removable
needle cap. Nevertheless, the use of Cosentyx 150mg solution for injection in pre-filled syringe,
Cosentyx 150mg solution for injection in pre-filled pen and Cosentyx 75mg pre-filled syringe in latex-
sensitive individuals has not been studied and there is therefore a potential risk of hypersensitivity
reactions which cannot be completely ruled out.

4.5 Interaction with other medicinal products and other forms of interaction
In a study in adult subjects with plaque psoriasis, no interaction was observed between secukinumab
and midazolam (CYP3A4 substrate).

4.8 Undesirable effects

System Organ Class: Skin and subcutaneous tissue disorders
Adverse reaction: Pyoderma gangrenosum, Frequency: Not known

Description of selected adverse reactions

Paediatric population

Undesirable effects in paediatric patients from the age of 6 years with plaque psoriasis

The safety of secukinumab was assessed in two phase III studies in paediatric patients with plaque
psoriasis. The first study (paediatric study 1) was a double-blind, placebo-controlled study of
162 patients from 6 to less than 18 vears of age with severe plaque psoriasis. The second study
(paediatric study 2) is an open-label study of 84 patients from 6 to less than 18 vears of age with
moderate to severe plaque psoriasis. The safety profile reported in these two studies was
consistent with the safety profile reported in adult plaque psoriasis patients.

6.5 Nature and contents of container

Cosentyx 75 mg solution for injection in pre-filled syringe

Cosentyx 75 mg solution for injection in pre-filled syringe is supplied in a pre-filled 0.5 ml glass
syringe with a silicone-coated bromobutyl rubber plunger stopper, staked 27G x %' needle and
rigid needle shield of styrene butadiene rubber assembled in an automatic needle guard of
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polycarbonate.

Cosentyx 75 mg solution for injection in pre-filled syringe is available in unit packs containing
1 pre-filled syringe and in multipacks containing 3 (3 packs of 1) pre-filled syringes.

6.6 Special precautions for disposal and other handling

Cosentyx 75 mg solution for injection in pre-filled syringe

Cosentyx 75 mg solution for injection is supplied in a single-use pre-filled syringe for individual
use. The syringe should be taken out of the refrigerator 20 minutes before injecting to allow it to
reach room temperature.
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