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Autoimmune hepatitis (with damage to the liver)
and haemophagocytic lymphohistiocytosis)
problems with the heart and blood vessels
occurring within 1-3 days of receiving the
medicine, including bleeding in the lungs, heart
attack, stroke, cervicocephalic arterial dissection
(tears in the lining of the arteries in the head and
neck);

Severe neutropenia.

‘ Recoflnn"l;i"endation:

1.

The pharmaceutical company producing this
product should add the warnings in their leaflet
to include the risks mentioned above.

Health care practitioners:

Should only initiate treatment in adults with
relapsing-remitting MS that is highly active
despite treatment with at least two typc of MS
medicine) or where other disease-modifying
therapies cannot be used.

For patients being treated with Lemtrada, vital
signs should be monitored before and during the
intravenous infusion. If clinically significant
changes are observed, discontinuation of
infusion and additional monitoring, including
ECG, should be considered.
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- Liver function tests should be carried out before
and during treatment. If patients develop signs of
liver damage, unexplained liver enzyme
elevations or symptoms suggestive of hepatic
dysfunction (e.g. unexplained nausea, vomiting,
abdominal pain, fatigue, anorexia, jaundice or
dark urine), Lemtrada should only be re-
administered following careful consideration.

- Patients who develop signs of pathological
immune activation should be evaluated
immediately, and a diagnosis of
haemophagocytic lymphohistiocytosis
considered. Symptoms of immune activation
may occur up to 4 years after the start of
treatment.

3. Lemtrada Patients being treated with Lemtrada
who are benefitting from it may continue
treatment in consultation with their doctor.
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