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Known hypersensitivity to fingolimod, or Contraindicati
to any of the excipients ons

Infections

The immune system effects (see section
11 Clinical pharmacology) of Gilenya
may increase the risk of infections,
including opportunistic infections (see
section 7 Adverse drug reactions).

Isolated cases of cryptococcal meningitis
have been reported in the post-marketing
setting (see section 7 Adverse drug
reactions). Patients with symptoms and
signs consistent with cryptococcal
meningitis should undergo prompt
diagnostic evaluation. If cryptococcal
meningitis is diagnosed, appropriate
treatment should be initiated.

Basal cell carcinoma
Basal cell carcinoma (BCC) has been
reported in patients receiving Gilenya (see

section 7 Adverse drug reactions).
Vigilance for BCC is warranted.

Infections

The immune system effects (see section
11 Clinical pharmacology) of Gilenya
may increase the risk of infections (see
section 7 Adverse drug reactions).

Warnings and
precautions




Tabulated summary of adverse drug
reactions

Primarys | piacebo Fingolimo | Frequenc

ystem org _ d y range
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% .Smg

Preferred N=783 0.5 mg

Term % dose

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

Basal 5(0.6) 14 (1.8) | commo
cell n
carcino

ma

Adverse drug reactions from
spontaneous reports and literature
(frequency not known)

Immune system disorders

Hypersensitivity reactions, including rash,

urticaria and angioedema upon treatment
initiation.

Infections

In the post-marketing setting cases of
infections with opportunistic pathogens,
such as viral (e.g. VZV, JCV, HSV),
fungal (e.g. cryptococci including
cryptococcal meningitis) or bacterial (e.g.
atypical mycobacterium), have been
reported (see section 6 Warnings and

precautions).

Haemophagocytic syndrome

Very rare cases of haemophagocytic
syndrome (HPS) with fatal outcome have
been reported in patients treated with
fingolimod in the context of an infection.
HPS is a rare condition that has been
described in association with infections,
immunosuppression and a variety of
autoimmune diseases. A causal
relationship between HPS and Gilenya
has not been established.

Adverse drug
reactions
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