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U.S. Food & Drug
Administration
Publication Date:

08/28/2025

Drug Indication: - -

Slow the progression of
Alzheimer's disease in patients
with mild cognitive impairment or

mild dementia stage of disease.

Safety Topic:

FDA to recommend additional,
earlier MRI monitoring for patients
with Alzheimer's disease taking

Legembi (lecanemab).

Safety Notification

PharmPix Clinical Department

PharmPix is committed to
the health and wellness of
our members.

The clinical team wants to
communicate you with the
latest up-to-date drug
safety information.

FDA Recommends EérlierAMRI Monitoring for Patients

Taking Leqembi®

It is for this reason that we are notifying you that
on 08/28/2025 the U.S. Food and Drug
(FDA)
communication for the following product(s):

Administration published a safety

Legembi (lecanemab).

Reason for Communication:

The FDA is recommending an additional, earlier
magnetic resonance imaging (MRI) monitoring
prior to the 3™ infusion for patients with

Alzheimer’s disease taking Legembi
(lecanemab). The earlier monitoring can identify
with

abnormalities with edema (ARIA-E), which is

individuals amyloid-related  imaging
characterized by brain swelling or fluid buildup.
ARIA-E

serious and life-threatening events, including

is usually asymptomatic, although

seizure and status epilepticus, can occur and

there have been deaths.

Health care professionals should be aware of the
new recommendations and perform monitoring
MRIs on patients between the 2™ and 3™ Legembi
infusions. Health care professionals should advise
patients (or their caregivers) to immediately contact
them if they experience ARIA-E symptoms, such as
headache, confusion, dizziness, vision changes,
nausea, aphasia, weakness or seizure. In this case,
health care professionals should order urgent

MRIs.

Pharmacy Required Action:

Advise patients that they should not discontinue
using the medication without contacting their

healthcare provider.

Assess whether the potential benefits of continuing
the drug outweigh the potential risks highlighted in

this safety communication.
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Remember you can report adverse events related to this or any other drug product at MedWatch: The FDA Safety Information and Adverse Event Reporting Program by

any of the following ways:

Complete and submit the MedWatch Online Voluntary Reporting Form online.

Download FDA Form 3500 or call 1-800-332-1088 to request a reporting form, then complete and return to the address on the pre-addressed form or submit by fax to 1-

800-FDA-0178.

Additional information can be found at: MedWatch: The FDA Safety Information and Adverse Event Reporting Program.

If you have any questions or wish to have more information regarding this document, you can call us at 787-522-5252- ext. 219. Our pharmacists will help you.

In addition, know that you can access our recent communications at our providers’ portal: https://www.pharmpix.com/providers/.
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