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Plague psoriasis :
Taltz is indicated for the treatment of moderate to severe plague psoriasis in adults who are
candidates for systemic therapy.

Psoriatic arthritis :

Taltz, alone or in combination with methotrexate, is indicated for the treatment of active psoriatic
arthritis in adult patients who have responded inadequately to, or who are intolerant to one or
more disease-modifying anti-rheumatic drug (DMARD) therapies.

Axial spondyloarthritis

Ankylosing spondylitis (radiographic axial spondyloarthritis)

Taltz is indicated for the treatment of adult patients with active ankylosing spondylitis who have
responded inadequately to conventional therapy.

Non-radiographic axial spondyloarthritis

Taltz is indicated for the treatment of adult patients with active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive protein
(CRP) and magnetic resonance imaging (MRI) who have responded inadequately to nonsteroidal
anti-inflammatory drugs (NSAIDS).
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4.2 Posology and method of administration

Axial spondyloarthritis (radiographic and non-radiographic)
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The recommended dose is 160 mg (two 80 mg injections) by subcutaneous injection at Week 0,
followed by 80 mg every 4 weeks (see section 5.1 for further information).

For all indications (plague psoriasis, psoriatic arthritis, axial spondyloarthritis) consideration
should be given to discontinuing treatment in patients who have shown no response after 16 to
20 weeks of treatment. Some patients with initially partial response may subsequently improve
with continued treatment beyond 20 weeks.

4.4 Special warnings and precautions for use
Infections

Treatment with Taltz is associated with an increased rate of infections such as upper respiratory
tract infection, oral candidiasis, conjunctivitis, and tinea infections (see section 4.8).

Taltz should be used with caution in patients with clinically important chronic infection—-such_or a
history of recurrent infection. Patients should be instructed to seek medical advice if signs or
symptoms suggestive of an infection occur. If an infection develops, monitor carefully and
discontinue Taltz if the patient is not responding to standard therapy or if the infection becomes
serious. Taltz should not be resumed until the infection resolves.

4.5 Interaction with other medicinal products and other forms of interaction

In plaque psoriasis studies, the safety of Taltz in combination with other immunomodulatory
agents or phototherapy has not been evaluated.

In population pharmacokinetic analyses, drug clearance of ixekizumab was not affected by

concomitant administration of oral corticosteroids, NSAIDs, sulfasalazine, or methotrexate.

4.8 Undesirable effects

Immunogenicity

In radiographic axial spondyloarthritis patients treated with Taltz at the recommended dosing
regimen up to 16 weeks, 5.2% developed anti-drug antibodies, the majority of which were low
titer, and 1.5% (3 patients) had neutralizing antibodies (NAb). In these 3 patients, NAb-positive
samples had low ixekizumab concentrations and none of these patients achieved an ASAS40
response. In non-radiographic axial spondyloarthritis patients treated with Taltz at the
recommended dosing regimen for up to 52 weeks, 8.9% developed anti-drug antibodies, all of
which were low titer; no patient had neutralizing antibodies; and no apparent association between
the presence of anti-drug antibodies and drug concentration, efficacy, or safety was observed.
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