

Headache Diagnosis CRF Module Instructions
*Some people have changes in their vision with their headache. BEFORE YOUR HEADACHE BEGAN, did you see the following? (Choose all that apply)
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|_| Spots
|_| Stars
|_| Lights
|_| Zigzag lines
|_| Heat waves
|_| No changes in vision

*Some people have changes in their skin sensation with their headache. BEFORE YOUR HEADACHE BEGAN, do you have numbness or tingling in your face or arms? |_| Yes |_| No
If yes, complete the following:
a. Which side(s)? (Choose one) |_| Right |_| Left |_| Bilateral
b. How often? (Choose one) |_| Rarely |_| Sometimes |_| Always
*In which parts of the head does the headache typically occur? (Choose all that apply)

|_| Left temple
|_| Right temple
|_| Front
|_| Top
|_| Back
|_| Around eyes
|_| Behind eyes
|_| Other, specify:

*Which of the following describes the headache pain you feel? (Choose all that apply)

|_| Throbbing
|_| Squeezing
|_| Tightness
|_| Stabbing
|_| Pinching
|_| Pressure
|_| Burning
|_| Pounding
|_| Pulsating
|_| Sharp
|_| Constant
|_| Dull
|_| Other, specify:

How many hours does the TREATED headache last? (Complete all that apply)
a. *Shortest: (please specify) hours
b. *Longest: (please specify) hours
c. *Average: (please specify) hours 
How many hours does the NON-TREATED headache last? (Complete all that apply)
a. *Shortest: (please specify) hours
b. *Longest: (please specify) hours
c. *Average: (please specify) hours
*On average, how bad would you rate the severity of the headaches? (Choose one)

|_| Mild
|_| Moderate
|_| Severe

*How often do your headaches occur? (Choose one)

|_| <1 /per month
|_| 1 to 3 /per month
|_| 1 /per week
|_| 2 to 4 /per week
|_| 5 to 6 /per week
|_| Once per day
|_| Other, specify:

*Over the last 3 months, on average how many days PER MONTH did you have a headache? (please specify) (between 0 and 30)
*Does the headache hurt more when you walk up stairs?

|_| Yes
|_| No
|_| N/A

Additional Pediatric-specific Elements
*Does activity or playing make your headache worse?

|_|Yes
|_|No
|_|Not applicable

*Does the headache change your activity level (i.e., stop playing)?

|_|Yes
|_|No
|_|Not applicable

*When you get a headache at school at what level are you able to function? 

|_|100%
|_|75%
|_|50%
|_|25%
|_|0%

*When you get a headache playing at what level are you able to function?

|_|100%
|_|75%
|_|50%
|_|25%
|_|0%

*Elements are classified as Core

General Instructions
This form contains data elements that are collected for Headache and Migraine diagnosis. The questions should be answered to the best of the participant’s/subjects ability. This information will be used to assist in the participant’s/subject’s care. If there is more than one type of headache (i.e., a frequent mild headache and a more rare severe headache) please describe the information for both.
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Some people have changes in their vision with their headache.  BEFORE YOUR HEADACHE BEGAN, did you see the following – Choose all that apply.
· Some people have changes in their skin sensation with their headache. BEFORE YOUR HEADACHE BEGAN, do you have numbness or tingling in your face or arms?– No additional instructions.
· Which side(s)? / How often?–Choose one.
· In which parts of the head does the headache typically occur? – No additional instructions
· Which of the following describes the headache pain you feel? – Choose all that apply
· How many hours does the TREATED shortest, longest, and average headache last? – Complete all that apply 
· How many hours does the NON-TREATED shortest, longest, and average headache last? – Complete all that apply.
· On average, how bad would you rate the headaches? – Choose ONE. 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 strongly recommend the study investigator determine the severity scale is appropriate for his/her trial.
· How often do your headaches occur? – Choose one.
· Over the last 3 months, on average how many days PER MONTH did you have a headache?–Values should be between 0 and 30.
· Does the headache hurt more when you walk up stairs? – No additional instructions
· Additional Pediatric-specific Elements – The below elements are recommended for pediatric headache studies.
· Does activity or playing make his/her headache worse?
· Does the headache change his/her activity level (i.e., stop playing)?
· When you get a headache at school at what level are you able to function?
· When you get a headache playing at what level are you able to function?
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