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140 mg duration = minimum (last 140 mg dose date + 27, EOS date, date of data 
cut off) – first 140 mg dose date + 1. 

Change from Baseline in Monthly Efficacy Measurement 
The change from baseline in monthly efficacy measurement is the monthly efficacy 

measurement in between consecutive exposures to IP prior to the given time point 

minus the baseline monthly efficacy measurement (see Interval Based on Dose Dates 

for OLE Phase table presented in Section 6.4).  For example, the change from baseline 

in monthly migraine days at week 12 will be calculated as: 

(Monthly migraine days between week 12 interval start date and week 12 interval 
end date) – Baseline monthly migraine days  

If the baseline or post-baseline value is missing, then the change from baseline is set to 

be missing.  

Following efficacy endpoints will be calculated as above: 

Secondary endpoints 
 change from baseline in monthly migraine days 
 change from baseline in monthly acute migraine-specific medication treatment in 

days 
 change from baseline in cumulative monthly headache hours 

Exploratory endpoints 
 change from baseline in monthly migraine attacks 
 change from baseline in monthly headache (migraine and non-migraine 

headache) days 
 change from baseline in monthly moderate and severe headache (migraine and 

non-migraine headache) days 
 change from baseline in monthly average severity of migraine pain 
 change from baseline in monthly average severity of migraine related symptoms 

(nausea, vomiting, phonophobia, photophobia) for qualified migraine headaches 
 Change from baseline in migraine-specific quality of life, as measured by 

the MSQ, version 2.1 
 Change from baseline in migraine-related disability, as measured by the 

MIDAS 
 Change from baseline in pain interference with daily activities and 

migraine-specific impact, as measured by the PROMIS Pain Interference 
Scale short form and single pain and migraine symptom interference 
questions 

 Change in physical impairment over time as measured by the MPFID 
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