

Headache Diary CRF Module Instructions
Instructions: 
For each day please answer the three “yes/no” questions. “Meds Y/N” asks whether or not medications were taken for the headache/migraine. On headache days, please also answer whether you think the headache is a migraine. A migraine is defined as pain in the head that includes at least 2 or more of the following features (1. throbbing; 2. pain in front, side, or back of head; 3. moderate or severe pain; 4. worsens with activity) AND 1 or more of the following 2 associated symptoms (1. nausea and/or vomiting; 2. light/sound sensitivity).
Table 1 Table for Recording Daily Headaches
	SUNDAY
	MONDAY
	TUESDAY
	WEDNESDAY
	THURSDAY
	FRIDAY
	SATURDAY

	Date: // (m m/dd/yyyy)	mm	dd	yyyy
[bookmark: Check3][bookmark: Check4]Headache Yes |_| No|_|
[bookmark: Check5][bookmark: Check6]Migraine Yes |_|No|_|
[bookmark: Check7][bookmark: Check8]Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|

	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|

	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|

	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|

	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|
	Date: // (m m/dd/yyyy)	mm	dd	yyyy
Headache Yes |_| No|_|
Migraine Yes |_|No|_|
Meds Yes |_| No |_|


[bookmark: _GoBack]If you answered “YES” for ‘Headache Y/N’ or ‘Migraine Y/N’, please complete the appropriate Headache Record CRF (Acute or Preventive) capturing additional detailed information regarding the headache/migraine per the study.
NOTE: 
When reviewing the calendars with participants/subjects, be sure to verify the presence of a headache/migraine EACH DAY and check the appropriate Headache Record CRF has been completed for EACH headache day.
1. [bookmark: Check1][bookmark: Check2]Who is completing the headache diary? (Choose all that apply) |_| Participant/Subject |_| Caregiver |_| Other, specify:
2. Comments: 


Headache Calendar
[bookmark: OLE_LINK2][Study Name/ID pre-filled]	Site Name:
	Subject ID:
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General Instructions
This CRF Module is recommended for all headache and migraine studies that need to collect headache occurrence data on a daily basis. The information provided in the diary should be completed and reviewed per the study requirements. If the participant/subject indicates presence of a headache or migraine on the diary, it is also recommended to complete the appropriate Headache Record CRF (Acute or Preventive) that captured additional detailed information regarding the headache/migraine. Use the comments section to provide any additional information that pertains to the headache or migraine.
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Date – Record the date/time according to the ISO 8601, the International Standard for the representation of dates and times ((Click here for International Standard for Dates and Times). 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.).
· Headache Y/N – If ‘Yes’ answered, the appropriate Headache Record CRF (Acute or Preventive) must be completed for each yes capturing additional information about the headache.
· Migraine Y/N – A migraine is defined as pain in the head that includes at least 2 or more of the following features (1. throbbing; 2. pain in front, side, or back of head; 3. moderate or severe pain; 4. worsens with activity) AND 1 or more of the following 2 associated symptoms (1. nausea and/or vomiting; 2. light/sound sensitivity). If ‘Yes’ answered, a Headache Record CRF must be completed for each yes capturing additional information about the migraine.
· Meds Y/N – This question asks whether medications were taken for headaches/migraines.
· Who is completing the headache diary? – No additional instructions
· Comments – Provide any additional information that pertains to the headache or migraine.
*All elements on this CRF are classified as Core
Reference
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