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* FDA is warning that cases of life-threatening anaphylaxis have been reported with multiple sclerosis
medicine glatiramer acetate, resulting in hospitalization and death. This reaction can occur after the first
dose or after injections administered any time while on treatment, even after an Injection given several
years after starting the medicine. In most of the reported cases, anaphylaxis occurred within an hour of
administering the medicine. , A

*  Therisk of anaphylaxis and recommendations for patients and health care professionals are being added
to a new Boxed Warning, FDA’s most prominent warning, and to the W arnings and Precautions section
of the glatiramer acetate prescribing information.

* Be aware that initial symptoms of anaphylaxis might overlap with those of an immediate post injection
reaction, which could lead to a delay in recognizing and treating anaphylaxis.

e Educate patients on the signs and symptoms of immediate post-injection reactions, which are common,
typically occur within minutes after the injection, and can involve symptoms such as flushing, chest
pain, palpitations, anxiety, shortness of breath, rash, or hives. These Symptoms are generally transient
and resolve without specific treatment within 30 minutes. Instruct them to contact their prescriber if
they experience any of these Symptoms and discontinue taking the medicine unti] instructed to restart,

* Explain the signs and symptoms of anaphylaxis and instruct patients to stop taking glatiramer acetate
and seek immediate medical attention if they develop these Symptoms.

* Do not restart the medicine in patients that experience anaphylaxis unless a clear alternative etiology is
identified.
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Healthcare professionals and patients are encouraged to report adverse events or side effects to JFDA through the following channels:
email: jpe@jfda jo
website: h_rms://vigiﬂow-eforms,who-umc.org«'io/it)c
Phone No: +962-6-5632000
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