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On 27 June 2013, the Committee for Medicinal Products for H% Use (CHMP) adopted a positive
opinion, recommending the granting of a marketing autho@o
100 mg powder for concentrate for solution for infusion 4
arthritis, adult Crohn’s disease, paediatric Crohn’s di G.Hcerative colitis, paediatric ulcerative
colitis, ankylosing spondylitis, psoriatic arthritis and psoriasis. The applicant for this medicinal product

or the medicinal product Inflectra,
ed for the treatment of rheumatoid

is Hospira UK Limited. They may request a re-ex tion of any CHMP opinion, provided they notify
the European Medicines Agency in writing of theifintention within 15 days of receipt of the opinion.

The active substance of Inflectra is infliximpab, an immunosuppressant (LO4AB02). Infliximab is a
chimeric human-murine monoclonal anti hat binds with high affinity to both soluble and
transmembrane forms of TNFa but n% photoxin a (TNFpB).

Inflectra is a biological medicinal
authorised in the EU since 13 A
safety and efficacy profile to

similar to the reference product Remicade (infliximab)
999. Studies have shown Inflectra to have a comparable quality,
de (infliximab).

A pharmacovigilance planQn lectra will be implemented as part of the marketing authorisation.
The approved indicat%are

Rheumatoid arthriti@

Inflectra, in cgm#lination with methotrexate, is indicated for the reduction of signs and symptoms as
well as the i ?Ne ent in physical function in:

. ients with active disease when the response to disease-modifying antirheumatic drugs
s), including methotrexate, has been inadequate.

. t patients with severe, active and progressive disease not previously treated with
ethotrexate or other DMARDSs.

ese patient populations, a reduction in the rate of the progression of joint damage, as measured
by X-ray, has been demonstrated (see section 5.1).

1 summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 67 days
from adoption of the opinion.
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Adult Crohn’s disease

Inflectra is indicated for:

e treatment of moderately to severely active Crohn’s disease, in adult patients who have not
responded despite a full and adequate course of therapy with a corticosteroid and/or an
immunosuppressant; or who are intolerant to or have medical contraindications for su
therapies.

e treatment of fistulising, active Crohn’s disease, in adult patients who have not re @d
ing a

despite a full and adequate course of therapy with conventional treatment (inelu ntibiotics,
drainage and immunosuppressive therapy). {\

Paediatric Crohn’s disease O

Inflectra is indicated for treatment of severe, active Crohn’s disease in childre dolescents aged 6

to 17 years, who have not responded to conventional therapy including a corticosteroid, an
immunomodulator and primary nutrition therapy; or who are intolerant to,o ve contraindications for
such therapies. Infliximab has been studied only in combination with co nal immunosuppressive
therapy. %

Ulcerative colitis

Inflectra is indicated for treatment of moderately to severely act@cerative colitis in adult patients
who have had an inadequate response to conventional therap uding corticosteroids and
6-mercaptopurine (6-MP) or azathioprine (AZA), or who are,i nt to or have medical
contraindications for such therapies.

Paediatric ulcerative colitis \O

Inflectra is indicated for treatment of severely actiye ulcerative colitis in children and adolescents aged
6 to 17 years, who have had an inadequate respc@to conventional therapy including corticosteroids
and 6-MP or AZA, or who are intolerant to or edical contraindications for such therapies.

Ankylosing spondylitis &

Inflectra is indicated for treatment of seélj active ankylosing spondylitis, in adult patients who have
responded inadequately to conventiopalstherapy.

Psoriatic arthritis b

Inflectra is indicated for treate f active and progressive psoriatic arthritis in adult patients when

the response to previous D D therapy has been inadequate.
Inflectra should be admin d
e in combinatioN’th methotrexate

e oralonei %ts who show intolerance to methotrexate or for whom methotrexate is
contrajn@d.

Infliximab ha@w shown to improve physical function in patients with psoriatic arthritis, and to
reduce thé f progression of peripheral joint damage as measured by X-ray in patients with
polyartic mmetrical subtypes of the disease (see section 5.1).

is indicated for treatment of moderate to severe plaque psoriasis in adult patients who failed
spond to, or who have a contraindication to, or are intolerant to other systemic therapy including
cyclosporine, methotrexate or psoralen ultra-violet A (PUVA) (see section 5.1).

It is proposed that Inflectra be initiated and supervised by qualified physicians experienced in the
diagnosis and treatment of rheumatoid arthritis, inflammatory bowel diseases, ankylosing spondylitis,
psoriatic arthritis or psoriasis. Inflectra is a medicinal product subject to restricted medical prescription.
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Detailed recommendations for the use of this product will be described in the summary of product
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and
made available in all official European Union languages after the marketing authorisation has been
granted by the European Commission.

The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be ab
favourable benefit-to-risk balance for Inflectra and therefore recommends the granting of t@

marketing authorisation.
. \Q,
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