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Cases of hepatitis and hepatic
failure, including fatal outcomes,
have been reported with clofarabine
treatment (see section 4.8). Patients
should be monitored for liver
functions, and signs and symptoms
of hepatitis and hepatic failure.
Clofarabine should be discontinued
immediately if substantial increases
in liver enzymes and/or bilirubin
are observed

Special warnings
and precautions
for use
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Hepato-biliary disorders

Common: Hyperbilirubinaemia,
jaundice, veno-occlusive disease,

increases in alanine (ALT)* and
aspartate (AST)* aminotransferases
Frequency not known. Cases of
hepatitis and hepatic failure have
been reported, including fatal
outcomes

Hepato-biliary disorders: The liver
is a potential target organ for
clofarabine toxicity and 25.2% of

Undesirable
effects




patients experienced at least one
hepato-biliary disorders adverse
event (see sections 4.3 and 4.4).
Six events were considered to be
related to clofarabine of which
acute cholecystitis (1 event),
cholelithiasis (1 event),
hepatocellular damage (1 event;
patient died (see above)) and
hyperbilirubinaemia (1 event; the
patient discontinued therapy (see
above)) were considered to be
serious. Two paediatric reports
(1.7%) of veno-occlusive disease
(VOD) were considered related to
study drug.

VOD cases reported during the
post-marketing period in paediatric
and adult patients have been
associated with a fatal outcome (see
section 4.4).

Cases of hepatitis and hepatic
failure have been reported,
including fatal outcomes (see
section 4.4).
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