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Rheumatoid arthritis

Enbrel is indicated for the treatment of active rhematoid arthritis in adults when the response to disease-
modifying antirheumatic drugs (DMARDS) including methotrexate (unless contraindicated) has been
inadequate.

Enbrel can be used in combination with methotrexate in patients who do not respond adequately to
methotrexate alone.

Reducing signs and symptoms and inhibiting the progression of structural damage in patients with
moderately to severely active rheumatoid arthritis.

Enbrel, alone or in combination with methotrexate, has been shown to reduce the rate of progression of joint
damage as measured by X-ray and to improve physical function.

Juvenile idiopathic arthritis

Treatment of polyarthritis (rheumatoid factor positive or negative) and extended oligoarthritis in children
and adolescents from the age of 2 years who have had an inadequate response to, or who have proved
intolerant of, methotrexate.

Treatment of psoriatic arthritis in adolescents from the age of 12 years who have had an inadequate response
to, or who have proved intolerant of, methotrexate.

Treatment of enthesitis-related arthritis in adolescents from the age of 12 years who have had an inadequate
response to, or who have proved intolerant of, conventional therapy.

Enbrel has not been studied in children aged less than 2 years.

Psoriatic arthritis

Treatment of active and progressive psoriatic arthritis in adults when the response to previous disease-
modifying antirheumatic drug therapy has been inadequate. Enbrel has been shown to improve physical
function in patients with psoriatic arthritis, and to reduce the rate of progression of peripheral joint damage
as measured by X-ray in patients with polyarticular symmetrical subtypes of the disease.

Axial spondyloarthritis

Ankylosing spondylitis(AS)

Treatment of adults with severe active ankylosing spondylitis who have had an inadequate response to
conventional therapy.

Non-radiographic axial spondyloarthritis

Treatment of adults with severe non-radiographic axial spondyloarthritis with objective signs of
inflammation as indicated by elevated C-reactive protein (CRP) and/or magnetic resonance imaging (MRI)
evidence, who have had an inadequate response to nonsteroidal anti-inflammatory drugs (NSAIDs).




Plague psoriasis
Treatment of adults patients (18 years or older) with moderate to severe plaque psoriasis who are candidates

for systemic therapy or phototherapy.

Paediatric plague psoriasis
Treatment of chronic severe plague psoriasis in children and adolescents from the age of 6 years who are
inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies.
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4.4 Special warnings and precautions for use

Special populations

Paediatric population

Vaccinations
It is recommended that paediatric patients, if possible, be brought up to date with all immunisations in
agreement with current immunisation guidelines prior to initiating Enbrel therapy (see Vaccinations, above).

4.8 Undesirable effects

Summary of the safety profile

The most commonly reported adverse reactions are injection site reactions (such as pain, swelling, itching,
reddening and bleeding at the puncture site), infections (such as upper respiratory infections, bronchitis,
bladder infections and skin infections), headache, allergic reactions, development of autoantibodies, itching,
and fever.

Tabulated list of adverse reactions
The following list of adverse reactions is based on experience from clinical trials and on postmarketing
experience.

Within the organ system classes, adverse reactions are listed under headings of frequency (number of

patients expected to experience the reaction), using the following categories: very common (>1/10); common
(>1/100 to <1/10); uncommon (>1/1,000 to <1/100); rare (>1/10,000 to <1/1,000); very rare (<1/10,000); not
known (cannot be estimated from the available data).

System Organ | Very Common | Uncommon Rare Very Rare | Frequency Not
Class Common | >1/100to | >1/1,000 to >1/10,000 to < 1/1,000 <1/10,000 | Known (Cannot
>1/10 <1/10 < 1/100 be Estimated

from Available
Data)

Nervous Headache CNS demyelinating events

system suggestive of multiple sclerosis or

disorders localised demyelinating conditions,

such as optic neuritis and transverse
myelitis (see section 4.4),
peripheral demyelinating events,
including Guillain-Barré syndrome,
chronic inflammatory
demyelinating polyneuropathy,
demyelinating polyneuropathy, and
multifocal motor neuropathy (see
section 4.4), seizure
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