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Copaxone 20 mg/ ml Solution for injection
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Contains: Glatiramer acetate 20 mg
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For reducing the frequency of relapses in patients with relapsing-remitting multiple sclerosis.
Copaxone is indicated for the treatment of patients who have experienced a well-defined first
clinical episode and are determined to be at high risk of developing clinically definite multiple
sclerosis (CDMS).

These patients should have MRI findings which are compatible with the diagnosis of multiple

sclerosis.
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4.6 Fertility, pregnancy and lactation

Pregnancy

A large amount of data on pregnant women (more than 1 000 exposed outcomes)
indicate no malformative nor feto/neonatal toxicity.
Copaxone can be used during pregnancy, if clinically needed.

4.8 Undesirable effects

In all clinical trials with Copaxone 20 mg/ml, injection-site reactions were seen to be the
most frequent adverse reactions and were reported by the majority of patients receiving
Copaxone. In controlled studies, the proportion of patients reporting these reactions, at least
once, was higher following treatment with Copaxone 20 mg/ml (70%) than placebo injections
(37%).

The most commonly reported injection-site reactlons in clinical trials and in post marketmg
experience ;which-were-n ity :
patients; were erythema pain, mass, pruritus, oedema 1nﬂammat10n aﬂd hypersens1t1v1ty and
rare occurrences of lipoatrophy and skin necrosis.
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In the fourth trial noted above, an open-label treatment phase followed the placebo-controlled
period. No change in the known risk profile of Copaxone 20 mg/day was observed during the
open-label follow-up period of up to 5 years.

Description of selected adverse reactions

Anaphylactic reactions may occur shortly following administration of glatiramer

acetate, even months up to years after initiation of treatment (see section 4.4).

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Clinical efficacy and safety

Post-hoc subgroup analyses were performed in patients with various baseline characteristics
to identify a population at high risk to develop the second attack. For subjects with baseline
MRI with at least one T1 Gd-enhancing lesion and 9 or more T2 lesions, conversion to CDMS
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was evident for 50% of the placebo subjects vs. 28% of the Copaxone subjects in 2.4 years.
For subjects with 9 or more T2 lesions at baseline, conversion to CDMS was evident for 45%
of the placebo subjects vs. 26% on Copaxone in 2.4 years. However, the impact of early
treatment with Copaxone on the long term evolution of the disease is unknown even in these
high-risk stbg as-th ~was-mainby-designed-to-assess-the time to-the second-ever
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