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Lamictal|(lamotrigine):/Drug/Safety Communication - Studie ;Shgvy/l'gc;;ge_lssd'
Riskof/ Heart,Rhythm) Problems in Patients with Heart Disease (1)

AUDIENCE: Patient, Health Professional,
Pharmacy, Neurology, Cardiology, Psychiatry

ISSUE: An FDA review of study findings
showed a potential increased risk of heart
rhythm problems, called arrhythmias, in
patients with heart disease who are taking the
seizure and mental health medicine Lamictal
(lamotrigine). FDA wants to evaluate whether
other medicines in the same drug class have
similar effects on the heart and are also
requiring safety studies on those medicines.
FDA will update the public when additional
information from these studies becomes
available.

FDA required these studies, called in
vitro studies, to further investigate Lamictal's
effects on the heart after FDA received reports
of abnormal electrocardiographic (ECG)
findings and some other serious problems. In
some cases, problems including chest pain, loss
of consciousness and cardiac arrest occurred.
FDA first added information about this risk to
the lamotrigine prescribing information and
Medication Guides in October 2020, which has
been updated.

Z% il 8 T & 1 ¥
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sIR7 (1)

BACKGROUND: Lamotrigine is used
alone or with other medicines to treat seizures
in patients 2 years and older. It may also be
used as maintenance treatment in patients with
the mental health condition bipolar disorder
to help delay the occurrence of mood episodes
such as depression, mania, or hypomania.

RECOMMENDATION:

Patients should not stop taking your
medicine without first talking to your
prescriber because stopping lamotrigine
can lead to uncontrolled seizures or new or
worsening mental health problems. Contact
your health care professional right away, or
go to an emergency room if you experience
an abnormal heart rate or irregular rhythm,
or symptoms such as a racing heartbeat,
skipped or slow heartbeat, shortness of breath,
dizziness, or fainting.

Read more about the MedWatch Safety
Alert, including a link to the FDA Drug Safety
Communication, at: https://reurl.cc/ WEQxq5
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