 DFC Master Protocol Biospecimen Request Form

Purpose: Request biospecimens from the DFC Master Protocol. 
When: Whenever DFC Master Protocol biospecimens are required by an investigator. 
Completed by: The investigator requesting biospecimens. 
Instructions: One request form should be completed for each relevant study. The form should be completed electronically by typing into the space provided for the items below. Email completed form to DFC-DCC-PM@umich.edu at the SABER Data Coordinating Center (DCC). 
Note: The DFC operational definition of wound healing is assumed unless otherwise specified in Section E of this form. See Appendix 1 for more details. 

A. Administrative Information

A1. Investigator name: 



A2. Date requested: 



A3. Provide the title of your study or describe the purpose of your request:



A4. Name and shipping address for specimens: 



A5. Provide your FedEx or UPS shipping account number below:
NOTE: The investigator covers the cost of shipping. 


A6. Provide batch size requirements (number of units needed per shipment): 


[bookmark: _Hlk194487701]A7. Provide dates/times (ET) over the next two weeks for a 30-minute meeting to review this request form with DCC project management and statistics teams if questions arise:
NOTE: The DCC can take up to 5 business days to review this form. 


B. Timepoint(s) for Requested Biospecimens 
Biospecimens are collected at Visit 1 (Week 0, Baseline) and Visit 3 (Week 4). 

☐ Only Visit 1 Biospecimens
☐ Only Visit 3 Biospecimens
☐ Both Visit 1 and Visit 3 Biospecimens. NOTE: Biospecimens will be selected from the same participants (matched pairs) unless otherwise requested in Section E. 

C. Biospecimen Request 
Select all that apply. The amount requested should reflect the amount needed to perform assays. The actual volume provided may vary. 

	Biospecimen Type 
	Visit 1 Number of Unique Participants Requested
	Visit 1 Biospecimen Amount / Volume Requested
	Visit 3 Number of Unique Participants Requested
	Visit 3 Biospecimen Amount / Volume Requested

	☐ Serum
	
	
	
	

	☐ Plasma
	
	
	
	

	☐ Urine 
	
	
	
	

	☐ Wound tissue RNA 2mL tube [1]
	
	N/A
	
	N/A

	☐ Wound tissue DNA 2mL tube [1]
	
	N/A
	
	N/A

	☐ Wound tissue 15mL Falcon tube [1]
	
	N/A
	
	N/A

	☐ Wound dressing
	
	N/A
	
	N/A

	☐ Wound fluid swabs
	
	N/A
	
	N/A

	☐ Wound fluid discs
	
	N/A
	
	N/A


[1] Wound debridement tissue is not quantified by weight or volume. Debrided tissue is first placed into a tube with 1mL RNA Later. If tissue volume is greater than 0.5mL, a second RNA Later tube will be used to store up to 0.5mL of tissue. Remaining tissue is placed in DNA tubes in similar fashion – if tissue volume is greater than 0.5mL for the first DNA tube, a second DNA tube will be used to store up to 0.5mL of tissue. Any remaining tissue is then placed into a 15mL Falcon tube. 

D. Data Elements Impacting Biospecimen Selection (Patient Population) 
NOTE: This section of the Biospecimen Request form aids in the appropriate selection of biospecimens for this study. This is not a data request. The DFC Master Protocol Data Request form is used to obtain data.  

D1. Are there any data elements that dictate whether participants’ specimens provide sufficient information to contribute to your study? 
Example: The primary outcome for the study is wound healing status at 14 weeks and a primary predictor is baseline wound duration. Biospecimens should only be selected for participants where healing/non-healing status can be obtained at 14 weeks and where wound duration is non-missing at baseline. Select “Yes”.  
☐ Yes (If yes, proceed with the rest of Section D.)
☐ No (If no, skip to Section E below.)

D2. If “yes” was selected, please detail any data element requirement(s) impacting biospecimen selection and answer the questions below. 
Example: The primary outcome for the study is wound healing status at 14 weeks and a primary predictor is baseline wound duration. Biospecimens should only be selected for participants where healing/non-healing status can be obtained at 14 weeks and where wound duration is non-missing at baseline. 

	Data Element 
Example: Wound Healing Status
Example: Wound Duration

	Visit/Weeks
Example: 14 weeks
Example: Baseline

	Requirements/Notes
Example: Must have healing status (healed/not healed) at week 14. 
Example: Non-missing wound duration at baseline


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



If wound healing status is a data element identified above, please answer question D3 below. Otherwise skip to Section E. 

D3. Do the biospecimens need to be weighted based on the healing status of a participant? 
Example: The study requires biospecimens from healing and non-healing participants equally (50% healers, 50% non-healers). 
☐ Yes (Specify below.)
☐ Number or % of participants with healed wounds = __________
☐ Number or % of participants without healed wounds = __________
☐ No (If no, biospecimen selection will not be weighted by healing status.)

E. Other Considerations 

Please document any other information the DCC should consider when selecting biospecimens for this study: 



Thank you for completing this form. The DCC will review this form within the next 5 business days. 



	Data Coordinating Center use only

1. Date received at DCC: 

______________________________
MM/DD/YYYY 

2. DCC PM: 

             _______________________________


3. Date finalized:  

             _______________________________


4. Date shipped from CLASS Lab:  

             _______________________________
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