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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.

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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Plaque 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.

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 magnetic resonance imaging (MRI) evidence in adults who have
responded inadequately to non-steroidal anti-inflammatory drugs (NSAIDs).
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4. CLINICAL PARTICULARS

4.1 Therapeutic Indications

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 (see section 5.1).

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 (see section 5.1).

4.2 Posology and method of administration

Juvenile idiopathic arthritis (JIA)

Enthesitis-related arthritis (ERA) and juvenile psoriatic arthritis (JPsA)

The recommended dose is based on body weight (Table 1) and administered by subcutaneous injection 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.

Table 1 Recommended dose for juvenile idiopathic arthritis

Body weight at time of dosing Recommended dose
<50 kg 75 mg
>50 kg 150 mg

The 150 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.
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Paediatric population
The safety and efficacy of Cosentyx 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.

4.8 Undesirable effects

Undesirable effects in paediatric patients with JIA

The safety of secukinumab was also assessed in a phase III study in 86 juvenile idiopathic arthritis patients
with ERA and JPsA from 2 to less than 18 years of age. The safety profile reported in this study was
consistent with the safety profile reported in adult patients.
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