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Introduction :

Dimethyl fumarate (DMF, TECFIDERA®) has been recently approved for multiple
sclerosis. The most common DMF adverse reactions are flushing and gastro intestinal
events. Indeed, a dose escalation is necessary after 7 days from 120 mg to 240 mg
bid to minimize the occurrence of adverse effects at the treatment beginning.

Purpose .
We report a patient treated by DMF who experienced dyspnea after increasing the

dosage.

Methods :
= An adverse effect declaration was reported from the Department of Neurology
= Naranjo algorithm was used to evaluate the probabillity of adverse drug reaction

Results :

A 48 year old woman without medical or surgical history received DMF for multiple
sclerosis started at a dose of 120 mg bid. Dosage was increased on day 7 at a dose
of 240mg bid. 24 hours later, she experienced dyspnea that required hospitalization

on day 20.

New dose escalation led in the next 24 hours to a recurrence of dyspnea with
breathlessness. DMF was finally stopped. The Naranjo score was 9 so this ADR
was considered as definite.
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Discussion-Conclusions :

his Is the first dyspnea case reported to the French Pharmacovigilance system.
Since this event, another case of dyspnea involving DMF was reported in our
hospital. It seems important to monitor the tolerance of DMF treatment particularly
after the dose escalation, whatever the symptoms.

The management of some adverse reactions by dose reducing may be necessary.
Adverse drug reactions discovered during post-marketing authorization should
systematically be reported to the Pharmacovigilance System.
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