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BACKGROUND:

Dimethyl fumarate (DMF) is an oral therapy approved
for treatment of relapsing forms of multiple sclerosis
(MS). Though DMF is generally well tolerated,
gastrointestinal (Gl) side effects are not uncommon,
particularly during initiation of treatment. A better
understanding of the prevalence and intensity of
specific Gl symptoms occurring with DMF could prove
useful in characterizing the Gl response to DMF
therapy, and help direct strategies to mitigate these
symptoms.

OBJECTIVE:

The aim of this study was to further characterize the
prevalence, intensity and frequency of specific Gl
symptoms during initiation of therapy.

METHODS:

Twenty-four patients with relapsing-remitting MS were enrolled into
an IRB-approved study and assessed for Gl symptoms over the first
2 weeks of DMF therapy, as part of a screening process to
determine eligibility for a subsequent evaluation of mitigation
strategies for Gl symptoms. DMF was prescribed at 120 mg twice
daily for the first 7 days, then increased to 240 mg twice daily on day
8. One patient terminated treatment due to flushing, and therefore
was excluded. Patients recorded their daily Gl symptoms using the
Modified Acute Gl Symptom Scale (MAGISS) - which evaluates 9
symptoms on a 10-point intensity scale: upper and lower abdominal
pain, nausea, vomiting, bloating, flatulence, diarrhea, constipation,
and indigestion. Scores of 4-10 were considered
moderate-to-severe intensity. One patient did not report symptom
intensity for 4 of the symptoms, therefore was excluded from some
analyses. Data were analyzed using standard descriptive statistical
methods using GraphPad Prism v6.05 (La Jolla, CA).

TABLE 1
PATIENT CHARACTERISTICS

Gender 83% female, 17% male
Body Weight (kg; median, range) 71,55-118

Age (years; mean = st. dev., range) 46 £ 13, 27-72
Disease Duration (years; median, range) 10, 0.2-38
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