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Introduction: Relative to episodic migraine, chronic migraine is associated with substantially greater disease-state burden due 
to higher rates of disability, comorbid conditions, acute medication use and healthcare resource utilization. Galcanezumab 
is approved for prevention of chronic and episodic migraine. Results from a long-term Phase 3study in patients with chronic 
migraine are reported.The objective of the study was to assess proportions of patients with chronic migraine who shift to 
episodic migraine status during treatment with galcanezumab or placebo.

Materials and methods: REGAIN included patients aged 18–65years with an ICHD-3β diagnosis of chronic migraine who met 
chronic criteria during a 1-month prospective baseline period (i.e. ≥15headache days/month, of which at least 8are migraine 
headache days [MHDs]). Patients were randomized 2:1:1to receive subcutaneous monthly injections of placebo, galcanezumab 
120 mg (with a loading dose of 240 mg) or galcanezumab 240 mg for up to 3 months of double-blind treatment. Patients who 
completed the double-blind period could enter a 9-month open-label extension (120 or 240 mg/mo galcanezumab). Results 
from patients who received galcanezumab during the double-blind and/or open-label periods are reported. Achieving episodic 
migraine status was defined as <8MHDs or <15headache days/month for ≥3consecutive months. In addition, we evaluated 
the proportions of patients who shifted to <8 MHDs/month (low frequency) and <4MHDs/month (very low frequency). 

Results: In REGAIN, at baseline, mean (SD) number of MHDs/month was 19.4(4.5) and mean (SD) number of headache days/
month was 21.4(4.1). At the end of double-blind treatment period (Month 3), a greater proportion of galcanezumab-treated 
patients shifted to episodic status (30.9%) than did placebo-treated patients (19.7%). Among galcanezumab-treated patients 
across the entire 12-month trial, 65.1% shifted from chronic migraine to episodic status, 44.2% shifted to low frequency 
and 21.5% shifted to very low frequency for ≥3consecutive months. Proportions of patients shifting from chronic migraine to 
episodic status for ≥3consecutive months and until last patient visit were: shift to episodic status: 55.0%; shift to low frequency: 
33.4%; shift to very low frequency: 13.9%. 

Discussion and conclusions: Treatment with galcanezumab led to a majority of patients with chronic migraine shifting to 
episodic migraine status. These results suggest that long-term treatment with galcanezumab may lead to substantial reductions 
in the disability and economic burden associated with chronic migraine. 

Disclosure: The study was previously presented at the AMCP (2019) Academy of Managed Care Pharmacy 2019- 31st Annual 
Meeting & Expo; San Diego, CA, USA; Mar 25-28, 2019, and printed by The Journal of Managed Care & Specialty Pharmacy.


