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Study objective
To determine if fremanezumab improves functional performance on headache-free days (HFDs) for patients with migraine.
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Figure Effect of fremanezumab on the number of HFDs

Summary results
Patients with migraine receiving fremanezumab had more
HFDs with normal functional performance.
Classification of evidence
Class II.
What is known and what this paper adds
Migraine can impair functional performance during interictal
periods. This study shows that patients receiving fremanezumab had more HFDs with normal functional performance.
Participants and setting
This study examined 297 patients with high-frequency episodic
migraine (HFEM; i.e., 8–14 monthly headache days) and 263
patients with chronic migraine (CM; i.e., >15 monthly headache
days) at 62 US sites between January 2014 and January 2015.
Design, size, and duration
This double-blind study assigned participants to treatment
groups via central randomization. The participants with
HFEM received placebo (n = 104) or fremanezumab at 225
mg/month (n = 96) or 675 mg/month (n = 97), and the
participants with CM received placebo (n = 89) or fremanezumab at 675 mg (month 1) followed by 225 mg/month
(n = 88) or 900 mg/month (n = 86). Participants used a daily
electronic diary for 3 months. The functional outcomes included work/school/household chore performance, speed of
work completion, concentration, and feeling of fatigue.
Primary outcome measures
The primary outcomes were the diﬀerences between the
placebo- and fremanezumab-treated participants in functional
performance on HFDs.
Main results and the role of chance
In the HFEM group, patients receiving fremanezumab consistently had more HFDs with normal functional performance
in all measures (p < 0.005). In the CM group, patients on

**p < 0.01, ***p < 0.001.

fremanezumab had increased HFDs with normal functional
performance on some measures, such as freedom from concentration diﬃculties (p ≤ 0.0284).
Harms
No major drug-related adverse events were noted.
Bias, confounding, and other reasons for caution
Drug-related side eﬀects might have unblinded some patients.
This study did not use standardized questionnaires.
Generalizability to other populations
The lack of non-US sites may limit the generalizability of this
study’s results.
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