Biospecimen Collection and Processing CRF Module Instructions
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|_| No known single gene disorder
|_| Mendelian
|_| Mitochondrial
|_| Other
2) 
3) Pregnant or in postpartum state?

|_| Yes
|_| No
|_| Unknown

If YES, specify current state:
[bookmark: Check29]
|_| Pre-partum 1st trimester
|_| Pre-partum 2nd trimester
|_| Pre-partum 3rd trimester
|_| Active labor
|_| Postpartum first 24 hrs
|_| Postpartum first week
|_| Postpartum > 1 week
4) 
5) Taking supplements?

|_| Yes
|_| No
|_| Unknown

If YES, type(s) of supplements (Choose all that apply):

|_| Beta Carotene
|_| Calcium
|_| Dehydroepiandrosterone (DHEA)
|_| Echinacea
|_| Flax Seed Oil
|_| Folic Acid
|_| Ginko
|_|Ginseng
|_| Saw Palmetto
|_| Soy Protein Powder
|_| Soy Supplements
|_| St. John's Wort
|_| Vitamin A
|_| Vitamin C
|_| Vitamin E
|_| Weight Loss Supplements
|_| Wheat Germ
|_| Other, specify: 
6) 
7) Date last had an alcoholic drink (M M/D D/Y Y Y Y):
|_| N/A – has not consumed an alcoholic drink within the past year
8) Date and time last ate (M M/D D/Y Y Y Y):
(HH:MM, 24 hr clock):
9) *Date and time of sample collection (M M/D D/Y Y Y Y):
(HH:MM, 24 hr clock):
The remainder of 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.
General Sample Collection Information
1) Patient position during sample collection:

|_| Seated
|_| Standing
|_| Lying
2) 
3) Type of sample:

|_| Venous: (Further indicate venous type)
|_| Serum
|_| Plasma
|_| Platelets
|_| Buffy coat
|_| Whole blood
|_| Arterial: (Further indicate arterial type)
|_| Serum
|_| Plasma
|_| Platelets
|_| Buffy coat
|_| Whole blood
|_| Cerebral Spinal Fluid
|_| Buccal swab
|_| Brain tissue
|_| Saliva
|_| Newborn cord blood
|_| Amniotic fluid
|_| Placenta
|_| Other, specify 
4) 
5) Method of blood collection:

|_| Routine venipuncture w/ tourniquet
|_| Routine venipuncture w/o tournique
|_| Drawn through peripheral venous catheter
|_| Drawn through central venous catheter
|_| Drawn through PICC (peripherally inserted central catheter)
|_| Drawn through peripheral arterial puncture
|_| Drawn through arterial peripheral line
|_| Drawn through arterial central line
|_| Special procedures
|_| Other, specify: 
6) 
7) Was sample hemolyzed (Gross hemolysis, microscope not required)?

|_| Yes
|_| No
|_| Unknown
8) 
9) Needle gauge size:

|_| 16 gauge
|_| 18 gauge
|_| 20 gauge
|_| Other, specify:
|_| Unknown
10) 
11) Type of collection tube:

|_| Blood cultures- SPS
|_| Citrate Tube
|_| Serum Tube
|_| BD Vacutainer SST/ Gel Separator Tube
|_| BD Vacutainer PST
|_| Heparin Tube
|_| Gel Separator Tube with Heparin
|_| EDTA tube
|_| Fluoride (glucose) Tube
|_| Polypropylene
|_| Other, specify: 

Cerebral Spinal Fluid (CSF) Sample Collection Information
1) Location of CSF collection:

|_| L3-5
[bookmark: Check2]|_| Ventricular
|_| Cisternal 
2) 
3) Method of CSF collection:

|_| Sample collected directly from catheter
|_| Sample collected from bag/ reservoir
|_| Other, specify 
4) 
5) Total volume of CSF collected (mL):
6) CSF and serum collected simultaneously?

|_| Yes
|_| No
|_| Unknown
7) 
8) CSF and plasma collected simultaneously?

|_| Yes
|_| No
|_| Unknown
9) 
10) Collection grossly bloody?

|_| Yes
|_| No
|_| Unknown

Sample Shipping Information
1) Sample shipped?

|_| Yes
|_| No (Skip Q2)
|_| Unknown (Skip Q2)
2) 
3) Shipping conditions (choose all that apply):

|_| Dry ice
|_| Overnight
|_| Other, specify: 

Sample Processing Information
1) Number of aliquots:
2) Volume of aliquots (µL):
3) Sample centrifuged?:

|_| Yes
|_| No (Skip to Q7)
|_| Unknown (Skip to Q7)
4) 
5) Time sample centrifuged (M M/D D/Y Y Y Y):
(HH:MM, 24 hr clock):
6) Speed at which sample centrifuged (RPMs):
7) Temperature of centrifugation (°C): 
8) Sample protected from ambient light?:

|_| Yes
|_| No
|_| Unknown
9) 
10) Sample kept cooler than room temperature?:

|_| Yes
|_| No
|_| Unknown
11) 
12) Date and time of sample freezing (M M/D D/Y Y Y Y):
(HH:MM, 24 hr clock):
13) Temperature sample stored (°C):
14) Method of freezing before analysis:

|_| Snap- frozen
|_| Dry ice-ethanol
|_| Slowly cooled
|_| Storage at -20°C
|_| Storage at -80°C
|_| Other, specify: 
15) 
16) Number of freeze-thaw cycles:
17) Material used to store sample:

|_| Glass
|_| Plastic, specify type: 
18) 
19) Additives used to store sample (Choose all that apply):

|_| EDTA
|_| Heparin
|_| Citrate
|_| None
|_| Other, specify:
20) 
21) Clotting procedure used?:

|_| Yes
|_| No
|_| Unknown
22) 
23) Aliquoting before analysis?:

|_| Yes
|_| No
|_| Unknown
24) 
25) Date and time of analysis (M M/D D/Y Y Y Y):
(HH:MM, 24 hr clock):
26) Date of sample expiration (M M/D D/Y Y Y Y):
|_| N/A – no expiration 
* Element is classified as Core
General Instructions
This CRF includes data typically recorded when collecting or processing biospecimens. Many of the data elements on the CRF do not necessarily need to be collected for each sample if the protocol specifies a constant value for all samples (e.g., patients should be seated when collecting the specimens). However, it is important to describe these parameters specified by the protocol when reporting results and sharing data and that is why the elements are recommended as Stroke CDEs.
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Genetic Disorder – Choose one
· Pregnant or in postpartum period – Answer only if the participant/subject is female.
· Pregnant or in postpartum period current state – Answer only if female participant/subject is pregnant or in postpartum state.
· Date of last alcohol consumption – Have patient provide best estimate of the date. The preferred format for recording date is MM/DD/YYYY. 99/99/9999 can be used to indicate an unknown date.
· Date and time last ate – The preferred format for recording date and time is MM/DD/YYYY HH:MM (24-hour clock). 99/99/9999 can be used to indicate an unknown date. Similarly, 99:99 can be used to indicate an unknown time.
· Date and time of sample collection – The preferred format for recording date and time is MM/DD/YYYY HH:MM (24-hour clock). 99/99/9999 can be used to indicate an unknown date. Similarly, 99:99 can be used to indicate an unknown time.
