*Date and time of specimen collection: (m m/dd/yyyy) at (hh):(mm) (24-hr clock)
*Date and time the participant/ subject last ate: (m m/dd/yyyy) at (hh):(mm) (24-hr clock)
Relationship to Headache and Medications
[bookmark: Check1]*Elapsed time since last headache^: (please specify)
|_| Hours |_| Days |_| Weeks |_| Months |_| Unknown
*Elapsed time from last headache to sample collection^:
(please specify) |_| Hours |_| Days |_| Weeks |_| Months |_| Unknown
*Record severity of last headache prior to sample collection on a scale of 0-10: (please specify)
(0 = Least severe, 10 = Most severe)
*Did the participant/subject’s medication history change around time of specimen collection^?
|_| Yes |_| No |_| Unknown
^These elements should be captured on other study specific source documents (e.g. Headache Diary, and Prior and Concomitant Medications) and should be pre-populated if initially collected elsewhere to avoid redundant data points.
To be answered for females only
*Is the participant/subject currently premenopausal? |_| Yes |_| No |_| Unknown
*If Yes, specify day of cycle (e.g. first day of menses is day 0) at time of sample collection: (#)
*Is the participant/subject currently pregnant? |_| Yes |_| No |_| Unknown
*If Yes, specify number of gestational week(s): (#)
*Is the participant/subject currently postpartum? |_| Yes |_| No |_| Unknown
*If Yes, specify the number of days/weeks the participant/subject is postpartum:
(#) |_| Days, (#) |_| Weeks
Complete for Pediatric-studies ONLY
*Is the participant/subject premenarchal? |_| Yes |_| No |_| Unknown
This document provides guidance on the types of specifications that should be documented in the protocol if the study involves collection of biospecimens. As the majority of the items that follow will be dictated on the protocol level and NOT collected for each and every specimen, CDEs are not associated with these guidelines.
Specimen Collection 
*Did the subject/participant have any specimen(s) collected for biomarkers?
|_| Yes |_| No (STOP) |_| Unknown (STOP)
*What type of specimen was collected from the participant/subject? (Choose ONLY one – complete this form for each type of specimen collected)
|_| *Blood, specify type: (Choose one) |_| Platelet-rich plasma |_| Platelet-free plasma |_| Serum 
|_| *CSF, complete the following:
i. *WBC Cell count (include units): (please specify)
ii. *RBC Cell count (include units) : (please specify)
iii. *Total Protein (include units) : (please specify)
iv. *Glucose (include units): (please specify)
v. *Method of testing for hemoglobin contaminants: (please specify)
|_| Urine
|_| Saliva
|_| Other, specify:
Specimen Processing
*Was centrifugation performed? |_| Yes |_| No (Skip to Q4) |_| Unknown (Skip to Q4)
If Yes, were there any substances added before or after centrifugation?
|_| Yes, specify: |_| No |_| Unknown
*Speed of centrifugation: (please specify) RPM
*Temperature of centrifugation: (please specify) 0 C
*Were any other processing methods performed? |_| Yes, specify: |_| No |_| Unknown
*Was the specimen frozen? |_| Yes |_| No (Skip to next section) |_| Unknown (Skip to next section)
*Has the original specimen been repeatedly re-frozen or re-thawed?
|_| Yes |_| No (Skip to next section) |_| Unknown (Skip to next section)
*Frozen aliquot volume: (please specify) |_| milliliters (mL) |_| microliters (µL)
*Time of specimen freezing: (hh):(mm) (24-hr clock)
*Storage temperature: (please specify) 0 C
Assay Information
(Assay Information should be collected for each assay performed and result obtained. This CRF should be completed multiple times to accommodate multiple assays and results)
*Date and time of assay time: (m m/dd/yyyy) at (hh):(mm) (24-hr clock)
*Assay method used:
*Results of assay: (Choose only one)
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|_| Normal
|_| Abnormal
|_| Clinically Significant
|_| Other, specify:
|_| Unknown



General Instructions
This form contains data elements that are collected for biomarkers. This form is to be used for each type of specimen collected. 
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Date/Time – Record the date/time according to the ISO 8601, the International Standard for the representation of dates and times (http://www.iso.org/iso/home.html). 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.).
· Did the subject/participant have any specimen(s) collected for biomarkers? – If there was no specimen collected for biomarkers or it is unknown that a specimen was collected for biomarkers, discontinue obtaining information from participant/subject
· What type of specimen was collected from the participant/subject? – Choose only one specimen type per CRF. If more than one specimen type collected, additional form(s) should be completed.
· Blood, specify type – No additional instructions.
· CSF, complete the following – Complete as appropriate and include units where applicable.
· Was centrifugation performed? – No additional instructions.
· If Yes, were there any substances added before or after centrifugation? Specify the substances* – No additional instructions.
· Speed of centrifugation – No additional instructions.
· Temperature of centrifugation – No additional instructions.
· Were any other processing methods performed? If yes, specify – No additional instructions.
· Was the specimen frozen? – No additional instructions.
· Has the original specimen been repeatedly re-frozen or re-thawed? – If repeated samples were done, then questions 6-8 need to be repeated for each cycle.
· Frozen aliquot volume – Record and indicate which unit of measure is being used (mL or µL).
· Storage temperature – No additional instructions.
· Elapsed time since last headache – This element should be included on other study-specific source documentation (e.g. Headache Diary). This item should be pre-populated if initially collected elsewhere in order to avoid redundant collection of data.
· Elapsed time from last headache to today’s sample collection – This element should be included on other study-specific source documentation (e.g. Headache Diary). This item should be pre-populated if initially collected elsewhere in order to avoid redundant collection of data.
· Record severity of last headache prior to sample collection on a scale of 0-10– The use of a standard numerical scale is recommended. If a more detailed scale is required per the study, then a different scale could be used.
· Did the participant/subject’s medication history change around time of specimen collection? – Medication history should be included on other study-specific source documentation (e.g. Prior and Concomitant Medications). This item should be pre-populated if initially collected elsewhere in order to avoid redundant collection of data.
· Assay Information – Assay information should be collected for each assay performed and results obtained. Multiple CRFs should be completed if multiple assays are performed and collected.
· Assay method used – No additional instructions.
· Results of assay – Choose only one.
· Is the participant/subject currently premenopausal? – If the participant/subject is currently premenopausal, specify day of cycle (e.g. first day of menses) during collection. To be answered for female participant’s/subject’s only.
· If Yes, specify day of cycle (e.g. first day of menses is day 0) at time of sample collection – No additional instructions.
· Is the participant/subject currently pregnant? – If the participant/subject is currently pregnant, specify number of gestational weeks. To be answered for female participant’s/subject’s only.
· If Yes, specify number of gestational week(s) – No additional instructions.
· Is the participant/subject currently postpartum? – If the participant/subject is postpartum, specify the number of weeks the participant/subject is postpartum. To be answered for female participant’s/subject’s only.
· If Yes, specify the number of days/weeks the participant/subject is postpartum – No additional instructions.
· Is the participant/subject premenarchal? – To be used in pediatric studies ONLY.
*Elements are classified as Core
