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Status RECRUITING
Phase Phase 2
Sponsor Ipsen
Enrollment 641 participants

Key Eligibility Criteria

Inclusion (7)

• Capable of giving signed informed consent, which includes compliance with the requirements and restrictions listed in the ICF. 
Participant has provided written informed consent and signed privacy/data protection documentation;

• Male or female e18 to 80 years of age at the time of signing the informed consent;

• Diagnosis of either EM or CM, per ICHD-3 criteria, for at least 12 months prior to the screening visit;

• Diagnosis of migraine at d50 years of age;

• Participants in the EM group: History of EM diagnosis and headache frequency (i.e. migraine and non-migraine headache): d14 
headache days in the 4 weeks prior to randomisation on study Day 1 based on information recorded in the eDiary; migraine 
frequency: e6 migraine days in the 4 weeks prior to randomisation on study Day 1 based on information recorded in the eDiary;

... and 2 more (see full listing online)

Exclusion (28)

• History or current diagnosis of migraine with brainstem aura, retinal migraine, complications of migraine, tension-type headache, 
trigeminal autonomic cephalalgias, hypnic headache, hemicrania continua or new daily persistent headache;

• Headache attributed to another disorder (e.g. secondary headaches), except medication overuse headache (MOH);

• Current uncontrolled psychiatric or psychological condition, or one that could confound assessment of headaches/migraines or 
interfere with study participation;

• Risk of self-harm or harm to others as evidenced by past suicidal behaviour or endorsing items 3, 4, or 5 on the C-SSRS at 
screening or Day 1.

• Participants presenting with a swallowing disorder of any origin which might be exacerbated by botulinum toxin treatment, such 
as:

... and 23 more (see full listing online)

Locations (166 total)

Central Research Associates, Birmingham, Alabama, United States
Rehabilitation & Neurological Services, LLC, Huntsville, Alabama, United States
MD First Research - Chandler - Neurology, Chandler, Arizona, United States
... and 163 more locations

https://clinicaltrials.gov/study/NCT06625060
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