1) *Data collected date (m m/dd/yyyy):
2) *Does the participant/subject suffer from headaches?
|_| Yes |_| No (STOP)
a. *Describe the typical pain severity:
|_| Mild (Most of the time I can ignore my headache and continue what I am doing)
|_| Moderate (My headache makes concentration difficult, but I can perform undemanding tasks)
|_| Severe (I cannot concentrate nor do much of anything)
i. *If Severe, which of the following best describes how the participant/subject is usually affected?
|_| Able to work/function normally
|_| Working ability or activity impaired to some degree
|_| Working ability or activity severely impaired
|_| Bed rest required
b. *Rate your typical pain on a scale of 0 - 10 (“0” = no pain & “10” = the worst pain):
3) *When the participant/subject has a headache, does he/she experience any of the following?
a. *Nausea:
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|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
b. 
c. *Vomiting:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
d. 
e. *Dizziness:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
i. 
ii. Vertigo (The feeling that you or your environment is moving or spinning; an illusion of movement):

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
iii. 
iv. Nonvertigo (The feeling of unsteadiness, lightheaded, motion sickness):

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
f. 
g. *Increased neck pain or stiffness:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
h. 
i. *Increased sensitivity to light:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
j. 
k. *Increased sensitivity to noise:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
l. 
m. *Increased sensitivity to smell:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
n. 
o. *Pain made worse by routine physical activity:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
p. 
q. *Pain on one side of head only:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
r. 
s. *Pulsating/throbbing headaches:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
t. 
u. *Weakness on one side:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
v. 
w. *Seeing shimmering lights, lines, dark spots, other shapes or colors before the eyes, before or during the headache and lasts more than a few minutes but less than an hour:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
x. 
y. *One-sided numbness of lips, tongue, fingers, or legs that migrates or moves and starts before the headache becomes severe and lasts less than an hour:

|_| 0 = Never
|_| 1 = Rarely
|_| 2 = Less than half the time
|_| 3 = Half the time or more
4) 
5) *On average, how many days per month has the participant/subject had headaches in the past 3 months (based on a 30 day month)?

|_| 0-4 days per month
|_| 5-9 days per month
|_| 10-14 days per month
|_| 15-19 days per month
|_| >24 days per month
|_| Continuous/nearly continuous (essentially no headache-free time)
a. 
b. Actual average number of days per month the participant/subject had headaches in the past 3 months (numeric value between 0 and 30):
c. 
d. Does this recent 3 month frequency represent a change compared to the prior 3 months?
|_| Yes |_| No
If yes, specify change:
|_| Increased |_| Decreased |_| Unchanged
*Elements are classified as Core




Symptoms, Frequency and Severity CRF Module Instructions

General Instructions
This CRF Module is recommended to collect baseline symptoms, frequency and severity of headache(s) for all headache studies.
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Date of assessment - Record the date/time according to the ISO 8601, the International Standard for the representation of dates and times (Click here for ISO website). The date/time should be recorded to the level of granularity known (e.g., year, year and month, complete date plus hours and minutes, etc.).
· Does the participant/subject suffer from headaches? – If Yes, the participant/subject suffers from headaches, indicate the typical severity.
· Severity – Severity assessment in headache trials is most commonly collected as mild, moderate, severity; however pain severity is most commonly collected using an 11-point scale. It’s unclear which of the two scales is more robust in differentiating active versus placebo or between two active treatments. We would recommend the use of both scales for future Preventive trials.
· When the participant/subject has a headache, does he/she experience any of the following” (3a-3i) - Check all that apply. If the participant/subject has not had any of the symptoms that collected, please skip over the questions that do not apply to them. If the participant/subject is are not sure about an answer, or cannot remember the answer to a question, the question should be answered as best as he/she can.
· On average, how many days per month has the participant/subject had headaches in the past 3 months? This question should sort out chronic and episodic headache patients according to the IHS definition, thus this time horizon is at least three months.
· Actual average number of days per month the participant/subject had headaches in the past 3 months– Numeric value between 0 and 30.
· Does this recent 3 month frequency represent a change compared to the prior 3 months?/If yes, specify – No additional instructions.
