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First biosimilar of infliximab
approved in Brazil: response from
the Brazilian IBD society

Professor Fabio V Teixeira, MSc, MD, PhD

CT-P13 was the first infliximab biosimilar approved in Brazil. Approval was granted for all
indications of the innovator. Despite similar efficacy and safety, vigilance remains essential.
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n 27 April 2015, the Brazilian

Health Surveillance Agency

(Agéncia Nacional de Vigi-

ldncia Sanitaria, ANVISA)

approved the first biosimilar
monoclonal antibody in Brazil. Remsima
(CT-P13) is produced by the South Korean
biopharmaceutical company Celltrion and
will be marketed and distributed in Brazil
by Hospira US [1].

This infliximab biosimilar is based on the
originator drug Remicade, produced in
the US by Janssen Biotech, Inc and distrib-
uted in Brazil by the same company [2].

Approval of Remsima was granted for all
indications of infliximab based on its full
clinical development, including two clinical
trials: the phase I clinical trial PLANETAS,
and the phase TII clinical trial PLANETRA,
which compared Remsima to Remicade in
patients with active ankylosing spondyli-
tis and rheumatoid arthritis, respectively.
Several real life small series have sub-
sequently been reported. So far, Remsima
has shown similar efficacy and safety to
the infliximab innovator in inflammatory
bowel disease (IBD) patients. However, a
randomized equivalence trial comparing
Remsima with Remicade is still missing.

The approval of Remsima will reduce costs;
most of the individuals currently using inf-
liximab can only do so thanks to funding
from the Brazilian Government. Approval
of the biosimilar is commendable and
approved by the medical societies involved.
However, scientific, safety and pharmaco-
vigilance issues have arisen and should be
carefully addressed and widely discussed
for the benefit of patients. Remsima has

been approved for use in Brazil based on
comparability strictly following the regula-
tions of ANVISA [1]. Remicade, the inflix-
imab originator, was approved in Brazil in
2001 for the treatment of Crohn’s disease.
This drug is also approved in our country
for other uses: rheumatoid arthritis, psoria-
sis, ankylosing spondylitis, psoriatic arthritis,
fistulizing Crohn’s disease and adult/
paediatric ulcerative colitis. In line with
the European Medicines Agency (EMA),
ANVISA also follows strict international stan-
dards for approval of biosimilar drugs [3, 4].
As mentioned, Remsima has been approved
by ANVISA based on comparability. To
be approved by the Brazilian medicines
regulatory agency, the drug has been suc-
cessfully tested in humans in two clinical
studies in rheumatology patients: a phase I
clinical study in ankylosing spondylitis and
a phase III study in patients with rheuma-
toid arthritis [S, 6. The use of Remsima for
other diseases listed in the reference drug
Remicade package insert was approved
based on the concept of extrapolation of
indications [1].

In October 2014, the Commission of
Biosimilar Drugs of the Brazilian Study
Group of Inflammatory Bowel Diseases
(GEDIIB) submitted to ANVISA an opinion
contrary to the approval of Remsima
for individuals with IBD [7-8]. Recently,
the Brazilian Societies of Rheumatology,
Dermatology and Gastroenterology (repre-
sented by GEDIIB) issued the same posi-
tion [9]. Echoing the opinion of Health
Canada, the Canadian agency responsible
for the control of drugs, the opinion issued
by GEDIIB made it clear that although the
biosimilar drug is a positive and welcome
measure in the IBD setting, it would be

essential to carry out clinical studies with
biosimilar products in a population with
IBD so that these studies could settle any
doubts regarding the efficacy and safety of
the long-term use of this biosimilar drug
[7, 101 It is well known in the academic
community that only a small number of
cases of IBD patients treated with Remsima
have been published to date [11]. Moreover,
it is known that there is still no prospective
randomized study comparing Remsima
with the reference drug Remicade.

On the other hand, after the product
has been used for over a year in Eastern
Europe and Korea, post-marketing studies
presented at scientific events have reported
good results regarding the efficacy and
safety of Remsima used both in adult and
paediatric patients with IBD [12-18]. How-
ever, a retrospective study conducted in
Ireland using a controversial methodology
showed a significant increase in hospi-
talizations, in the use of corticosteroids
and in surgery among patients treated
with Remsima compared with those who
received the reference drug Remicade [19].
As this is to date the only study showing
discrepancies in efficacy and safety between
the biosimilar and the reference drug, it is
vital that we carefully analyse these results
and that we remain alert and vigilant. Our
patients will certainly be grateful!
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