D9IKRI NXIA7 ]

2024 Nanuoo
Bimzelx®
®optnna

bimekizumab 160 mg/ 1 ml :'y9 an
solution for injection :j1a'm nIIx

,n/Ta21 n/npn ,n/xoN
J1TAW 'wONN 7w 20X 17w k97 17N (1DTY 7Y YN nwpan n'ya DI9IX NNan
.2024 72anvv0 1NN 11DTIY D17VYN

2xwn v'wON? niivaa nrnnan

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

Psoriatic arthritis

Bimzelx, alone or in combination with a conventional non-biologic disease-modifying
antirheumatic drug (cDMARD) (e.g., methotrexate), is indicated for the treatment of
active psoriatic arthritis in adults who have had an inadequate response or who have
been intolerant to one or more disease-modifying antirheumatic drugs (DMARDS).

Axial spondyloarthritis

Non-radiographic axial spondyloarthritis (nr-axSpA)

Bimzelx is indicated for the treatment of adults with active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated C-
reactive protein (CRP) and/or magnetic resonance imaging (MRI) who have
responded inadequately or are intolerant to non-steroidal anti-inflammatory drugs
(NSAIDs).

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)

Bimzelx is indicated for the treatment of adults with active ankylosing spondylitis who
have responded inadequately or are intolerant to conventional therapy.
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4.1 Therapeutic indications

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

Psoriatic arthritis

Bimzelx, alone or in combination with a conventional non-biologic disease-modifying
antirheumatic drug (cDMARD) (e.g., methotrexate), is indicated for the treatment of active
psoriatic arthritis in adults who have had an inadequate response or who have been intolerant
to one or more disease-modifying antirheumatic drugs (DMARDS).

Axial spondyloarthritis

Non-radiographic axial spondyloarthritis (nr-axSpA)

Bimzelx is indicated for the treatment of adults with active non-radiographic axial spondyloarthritis
with objective signs of inflammation as indicated by elevated C-reactive protein (CRP) and/or
magnetic resonance imaging (MRI) who have responded inadequately or are intolerant to non-
steroidal anti-inflammatory drugs (NSAIDSs).

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)

Bimzelx is indicated for the treatment of adults with active ankylosing spondylitis who have
responded inadequately or are intolerant to conventional therapy.

4.2 Posology and method of administration

Bimzelx is intended for use under the guidance and supervision of a physician experienced in
the diagnosis and treatment of conditions for which Bimzelx is indicated plague-pseriasis.

Posology

Plaque psoriasis

The recommended dose for adult patients with plaque psoriasis is 320 mg (given as 2
subcutaneous injections of 160 mg each) at week 0, 4, 8, 12, 16 and every 8 weeks thereafter.

Psoriatic arthritis

The recommended dose for adult patients with active psoriatic arthritis is 160 mg (given as

1 subcutaneous injection of 160 mg) every 4 weeks.

For psoriatic arthritis patients with coexistent moderate to severe plaque psoriasis, the
recommended dose is the same as for plaque psoriasis [320 mg (given as 2 subcutaneous
injections of 160 mg each) at week 0, 4, 8, 12, 16 and every 8 weeks thereafter]. After 16
weeks, regular assessment of efficacy is recommended and if a sufficient clinical response in
joints cannot be maintained, a switch to 160 mg every 4 weeks can be considered.
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The recommended dose for adult patients with axial spondyloarthritis is 160 mg (given as
1 subcutaneous injection) every 4 weeks.

Axial spondyloarthritis (nr-axSpA and AS)

For above indications, consideration should be given to discontinuing treatment in patients
who have shown no improvement by 16 weeks of treatment.

Special populations

Overweight patients with plague psoriasis

For some patients with plague psoriasis (including psoriatic arthritis with coexistent moderate
to severe psoriasis) and a body weight > 120 kg who did not achieve complete skin clearance

at week 16, 320 mg every 4 weeks after week 16 may further improve treatment response (see
section 5.1).

4.5 Interaction with other medicinal products and other forms of interaction
Population pharmacokinetic (PK) data analyses indicated that concomitant administration of
conventional disease modifying antirheumatic drugs (cDMARDS) including methotrexate or
prior exposure to biologics have no clinically relevant impact on the clearance of
bimekizumab.

4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions were upper respiratory tract infections
(14.5%, 14.6%, 16.3% in plaque psoriasis, psoriatic arthritis and axial spondyloarthritis
(axSpA) respectively) and oral candidiasis (7.3%, 2.3%, 3.7% in PSO, PsA and axSpA
respectively).

Table 1: List of adverse reactions

System Organ Class Frequency Adverse reaction
General disorders and Common Injection site reactions?,
administration site Fatigue
conditions

3 Includes: injection site erythema, reaction, oedema, pain, swelling, haematoma.

Description of selected adverse reactions

Infection rates observed in PsA and axSpA (nr-axSpA and AS) Phase 111 clinical studies were
similar to those observed in plagque psoriasis apart from oral and oropharyngeal candidiasis
rates in patients treated with bimekizumab, which were lower at 2.3% and 0% respectively in
PsA and 3.7% and 0.3% respectively in axSpA compared to 0% with placebo.
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Neutropenia

The frequency of neutropenia in PsA, axSpA (nr-axSpA and AS) clinical studies was similar
to that observed in plaque psoriasis studies.

Immunogenicity

Plaque psoriasis

Approximately 45% of plaque psoriasis patients treated with bimekizumab up to 56 weeks at
the recommended dosing regimen (320 mg every 4 weeks up to week 16 and 320 mg every 8
weeks thereafter) developed anti-drug antibodies. Of the patients who developed anti-drug
antibodies, approximately 34% (16% of all patients treated with bimekizumab) had antibodies

that were classmed as neutrallsmg Neewdene&ef—&l%eped—etmanespense—epsagﬁmeamly

Psoriatic arthritis

Approximately 31% of patients with psoriatic arthritis treated with bimekizumab at the
recommended dosing regimen (160 mg every 4 weeks) up to 16 weeks had anti-drug
antibodies. Of the patients with anti-drug antibodies, about 33% (10% of all patients treated
with bimekizumab) had antibodies that were classified as neutralising. By week 52,
approximately 47% of biologic disease-modifying anti-rheumatic drug (- DMARD) treatment
naive patients with psoriatic arthritis in the BE OPTIMAL study treated with bimekizumab at
the recommended dosing regimen (160 mg every 4 weeks) had anti-drug antibodies. Of the
patients with anti-drug antibodies, about 38% (18% of all patients in the BE OPTIMAL study
treated with bimekizumab) had antibodies that were classified as neutralising.

Axial spondyloarthritis (nr-axSpA and AS)

Approximately 57% of patients with nr-axSpA treated with bimekizumab up to 52 weeks at
the recommended dosing regimen (160 mg every 4 weeks) had anti-drug antibodies. Of the
patients with anti-drug antibodies, approximately 44% (25% of all patients treated with
bimekizumab) had antibodies that were classified as neutralising.

Approximately 44% of patients with AS treated with bimekizumab up to 52 weeks at the
recommended dosing regimen (160 mg every 4 weeks) had anti-drug antibodies. Of the
patients with anti-drug antibodies, approximately 44% (20% of all patients treated with
bimekizumab) had antibodies that were classified as neutralising.

Across indications, no clinically meaningful impact on clinical response was associated with
anti-bimekizumab antibodies development and an association between immunogenicity and
treatment emergent adverse events has not been clearly established.

Elderly patients (=65 years)
Exposure is limited in elderly subjects.
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In the placebo-controlled period of Phase 11 clinical studies in psoriatic arthritis, oral
candidiasis was observed in 7.0% of patients >65 years versus 1.6% in <65 years, dermatitis
and eczema in 1.2% of patients >65 years versus 2.0% in <65 years.
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