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[ife-threatening and fatal cases have been reported in patients with relapsing remitting multiple

sclerosis (RRMS) receiving (Alemtuzumab). This includes reports of autoimmune hepatitis

(ATH) and hasmophagocytic lymphohistiocytosis (HLH), as well as temporally associated

serious cardiovascular reactions.

Healthcare professionals are advised to:

» Evaluate serum transaminases (ALT and AST) and total bilirubin levels before starting
treatment and periodically for 48 months afier the last (Alemtuzumab) dose.

s Interrupt or stop treatment with (Alemtuzumab) and promptly measure serum transaminases
snd total bilirubin if patients develop clinical signs and symptoms of hepatic dysfunction,
including unexplained liver enzyme elevations.

. Immediately evaluate patients who show symptoms of pathologic immune activation and
consider a diagnosis of HLH.

« Monitor vital signs, including blood pressure, before and during (Alemtuzumab) infusion. It
there are clinically significant changes in vital functions, stop (Alemtuzumab) infusion and
consider appropriate interventions as guided by clinical status.
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Health care professionals and patients are encouraged 1o report adverse events or side effects to JFDA

using:

s Wehsite: www.jida.jo
o Mobile application: (Jordan fda)
Yellow card form. 'd
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