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This is a summary of the European public assessment report %) for Inflectra. It explains how the

Agency assessed the medicine to recommend its authorisati e EU and its conditions of use. It is

not intended to provide practical advice on how to use | a.
For practical information about using Inflectra, patien uld read the package leaflet or contact their
doctor or pharmacist. O

What is Inflectra and what is isdused for?

i Qat contains the active substance infliximab. It is usually
have failed, in adults with the following diseases:

Inflectra is an anti-inflammatory medi

used when other medicines or tre

ystem disease causing inflammation of the joints). Inflectra is
icine that acts on the immune system);

e rheumatoid arthritis (an im

used with methotrexate (g

e Crohn’s disease (a disgase causing inflammation of the digestive tract), when the disease is
moderate to severe or fiStulising (with the formation of fistulae, abnormal passageways between
the gut and othexns);

e ulcerative coljti disease causing inflammation and ulcers in the lining of the gut);
.
e ankylosin %Q dylitis (a disease causing inflammation and pain in the joints of the spine);
*
e  psori N ritis (a disease causing red, scaly patches on the skin and inflammation of the joints);

o  PSQEK (a disease causing red, scaly patches on the skin).

In Is also used in patients aged between six and 17 years with severe, active Crohn’s disease or
seyerely active ulcerative colitis, when they have not responded to or cannot take other medicines or
treatments.

See the summary of product characteristics (also part of the EPAR) for full details.

7 Westferry Circus e Canary Wharf e London E14 4HB e United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8416 “
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2013. Reproduction is authorised provided the source is acknowledged.



‘Inflectra is a ‘biosimilar’ medicine. This means that Inflectra is similar to a biological medicine (the
‘reference medicine’) that is already authorised in the European Union (EU) and that Inflectra and the
reference medicine contain the same active substance. The reference medicine for Inflectra is
Remicade. For more information on biosimilar medicines, see the question-and-answer document here.

How is Inflectra used? b

Inflectra is available as a powder to be made up into a solution for infusion (drip) into.a ein. It can
only be obtained with a prescription and treatment should be started and supervised N ecialised
doctor who has experience in the diagnosis and treatment of the diseases that Inflef can be used to

treat.

Inflectra is usually given as 3 mg per kilogram body weight in rheumatoid a% , although the dose
can be increased if necessary. The dose is 5 mg per kilogram for the other dj

treatment is repeated depends on which disease is being treated, and on atient’s response to the
medicine.

es. How often the

Inflectra is given as an infusion lasting one or two hours. All patienﬁ:e monitored for any reactions
during the infusion and for at least one to two hours afterwards. I

reactions, patients may be given other medicines before or d eatment with Inflectra or the
infusion time may be slowed down. For more information, ackage leaflet.

uce the risk of infusion-related

Patients who receive Inflectra must be given a special 30 rd that summarises the safety
information about the medicine. \

How does Inflectra work? O

The active substance in Inflectra, infliximab, iSQonoclonal antibody. A monoclonal antibody is an
antibody (a type of protein) that has beeM@esigned to recognise and attach to a specific structure
(called an antigen) in the body. Infliximghzs been designed to attach to a chemical messenger in the
body called tumour necrosis factor-a%
inflammation and is found at high elsfin patients with the diseases that Inflectra is used to treat. By
blocking TNF-alpha, infliximab i s the inflammation and other symptoms of the diseases.

NF-alpha). This messenger is involved in causing

Inflectra is produced by a mQ( nown as ‘recombinant DNA technology’. The infliximab is made by
e

cells that have received a DNA), which makes them able to produce it.

What benefits ONQﬂectra have been shown in studies?

Inflectra was studi show that it is comparable to the reference medicine, Remicade. Inflectra was

compared with ﬁade in one main study involving 606 adult patients with rheumatoid arthritis.

Patients re‘(ci@ither Inflectra or Remicade in addition to methotrexate for 30 weeks. The main

measur ctiveness was the change in symptoms. After 30 weeks of treatment Inflectra was as
ez: re

effectiv micade with around 60 % of patients responding to treatment with either medicine.

Angadditional study was also carried involving 250 patients with ankylosing spondylitis out to show that
produces levels of the active substance in the body that are comparable to the reference
medlicine, Remicade.

What are the risks associated with Inflectra?

The most common side effects with Inflectra (seen in more than 1 patient in 10) are viral infections
(such as flu or cold sores), headache, upper respiratory-tract infection (colds), sinusitis (inflammation
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http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2009/12/WC500020062.pdf

of the sinuses), nausea (feeling sick), abdominal pain (stomach ache), infusion-related reactions and
pain. Some side effects, including infections, may be more common in children than in adults. For the
full list of all side effects reported with Inflectra, see the package leaflet.

Inflectra must not be used in patients who have experienced hypersensitivity (allergy) to infliximab in
the past, or who are hypersensitive (allergic) to mouse proteins or any of the other ingredient
Inflectra. Inflectra must not be used in patients with tuberculosis, other severe infections, (@ erate
or severe heart failure (an inability of the heart to pump enough blood around the body)%

.
For the full list of restrictions, see the package leaflet. {

Why is Inflectra approved? O

The Agency’s Committee for Medicinal Products for Human Use (CHMP) deci at, in accordance

with EU requirements, Inflectra has been shown to have a comparable qu@safety and efficacy
profile to Remicade. Therefore, the CHMP’s view was that, as for Remic@ e benefit outweighs the
identified risks. The Committee recommended that Inflectra be approve r use in the EU.

What measures are being taken to ensure the s@&nd effective use of

Inflectra? q
A risk management plan has been developed to ensure thQ‘le tra is used as safely as possible.
the

Based on this plan, safety information has been include, summary of product characteristics and
the package leaflet for Inflectra, including the approM recautions to be followed by healthcare

professionals and patients.

expected to prescribe the medicine in adults and, children including information on the safety of the
medicine and an alert card to be given to'gatients. The company will also carry out studies to confirm
the long-term safety of the medicine. ‘ y

In addition, the company that markets Inflect%grovide educational material to doctors who are

Other information about @tra

The European Commission gral a marketing authorisation valid throughout the European Union for
Inflectra on 10 September 2@.

The full EPAR for Inflectr be found on the Agency’s website: ema.europa.eu/Find medicine/Human
medicines/European &; assessment reports. For more information about treatment with Inflectra,
read the package le Iso part of the EPAR) or contact your doctor or pharmacist.

This summary.w@t updated in 09/2013.
0\< )
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