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of Death Due to Amyloid Related Based on the available scientific evidence,
Imaging Abnormalities with the Committee recommended the following:
Edema (ARIAE). —— ® Update the local product information for

Lecanemab to include earlier MRI after
the second infusion.

®* Request a Direct Healthcare
Professional Communication (DHPC)

%) from the Marketing Authorization

Holder to raise healthcare professional’s

awareness of this important safety
concern.
®* Request educational materials for
Lecanemab  from the Marketing
Authorization Holder to raise healthcare
professional’s  awareness  of  this

important safety concern.

Belumosudil Mesylate and the

Potential Risk of Death
_

Based on the current available scientific

evidence, the committee recommended to

% request a comprehensive signal evaluation

)) report from the Marketing Authorization
Holder.
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