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Infections

The immune system effects (see section
11 Clinical pharmacology) of Gilenya
may increase the risk of infections (see
section 7 Adverse drug reactions). Before
initiating treatment with Gilenya, a recent
complete blood count (CBC) (i.e. within 6
months or after discontinuation of prior
therapy) should be available.

Initiation of treatment with Gilenya
should be delayed in patients with severe
active infection until resolution.

Liver function

Recent (i.e. within last 6 months)
transaminase and bilirubin levels should
be available before initiation of treatment

with Gilenya.

Prior treatment with
immunosuppressive or immune-
modulating therapies

Before initiating treatment with Gilenya, a
recent CBC (i.e. after discontinuation of
prior therapy) should be available to
ensure any immune effects of such
therapies (e.g. cytopenia) have resolved.

Natalizumab or teriflunomide

Due to the long half-life of natalizumab or
teriflunomide, caution regarding potential

additive immune effects is required when
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Due to the long half-life of natalizumab,
concomitant exposure, and thus
concomitant immune effects, could occur
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switching patients from these therapies to
Gilenya. A careful case-by-case
assessment regarding the timing of the
initiation of Gilenya treatment is
recommended

Alemtuzumab
Due to the characteristics and duration of
alemtuzumab immune suppressive effects

described in its product information,
initiating treatment with Gilenya after
alemtuzumab is not recommended unless
the benefits of Gilenya treatment clearly
outweigh the risks for the individual
patient.

if Gilenya is started within the first 2 to 3
months following discontinuation of
natalizumab. Therefore a careful case-by-
case assessment regarding the timing of
the initiation of Gilenya treatment is
recommended when switching patients
from natalizumab to Gilenya.

Pharmacodynamic interactions

Caution should also be applied when
switching patients from long-acting
therapies with immune effects such as
natalizumab, teriflunomide or
mitoxantrone.

Pharmacodynamic interactions

Caution should also be applied when
switching patients from long-acting
therapies with immune effects such as
natalizumab or mitoxantrone.

Interactions
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