Questions we're
still asking In
Alzheimer’s
about
donanemab

(Kisunla™)
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Donanemab was
approved in Japan
last week
(September 24th), a
few months after its
FDA approval (July
2Nnad).

The EMA is still
reviewing Iits
application.
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Derek Lowe, from In the Pipeline
blog wrote, “All new drugs are

investigational drugs,” in a recent
post.

This couldn’t be truer in
Alzheimer's with the anti-amyloid
class coming under a lot of
scrutiny, including NICE rejecting
Biogen/Eisai's Legembi for
reimbursement in the UK in
August due to a lack of cost
effectiveness.
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For donanemab we have
some important questions
to answer in the real world

Two attributes of donanemab are
essential to consider

(i) The need for ongoing MRI to detect

amyloid related imaging abnormalities
(ARIA)

(i) a novel approach of stopping
treatment when amyloid plaque is
cleared

Ongoing investigation is needed to
understand how it will impact the
disease treatment paradigm (both
medically and commercially)
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If amyloid plaque is
cleared below the
threshold and treatment
stopped, will the slowing
of disease progression
continue at the same rate
in the long term?
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Will amyloid begin to
reaccumulate longer term
(post 12 months)?

Will it be faster or slower
than the first time?



How will amyloid be
monitored longer term
post-treatment in the
real world?
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Is there the possibility a
second treatment
regimen will be needed if
amyloid reaccumulates?

When would you start
this?
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For now we have to wait and
see how patients and
prescribers begin to respond

We look forward to longer term
clinical data and real world
evidence to begin to address
these questions and learn from
this first generation of approved
“Disease Modifying Therapies”
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