 DFC Master Protocol Data Request Form

Purpose: Request data from the DFC Master Protocol. 
When: Whenever DFC Master Protocol data are required by an investigator. 
Completed by: The investigator requesting data. 
Before completing this form, review: 
· Appendix 1 for the information collected under the DFC MP
· Appendix 2 to review the timing of data collection 
· Appendix 3 for the DFC MP operational definition for wound healing
· Appendix 4 for the DCC constructed derived datasets and variables
Instructions: Review the files listed above. 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). 

A. Administrative Information

Investigator name and contact information (For each principal investigator, include first and last name, email, phone number, mailing address, and institutional affiliation): 

Date requested: 

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

[bookmark: _Hlk194487701]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:
NOTE: The DCC can take up to 5 business days to review this form. 
















B. Timepoint(s) for Requested Data 
NOTE: See Appendix 2 for the schedule of activities. 

Is this data request for all available time points? 
☐ Yes (If yes, skip to Section C below.) 
☐ No (If no, proceed with the rest of Section B.)

Please select the data collection time points for inclusion: 

	Timepoints To Include
	Visit Number
	Week

	☐
	Visit 1*
	0

	☐
	Visit 2
	2

	☐
	Visit 3*
	4

	☐
	Visit 4
	8

	☐
	Visit 5
	12

	☐
	Visit 6
	16

	☐
	Visit 7
	20

	☐
	Visit 8
	24

	☐
	Visit 9
	28

	☐
	Visit 10
	32

	☐
	Visit 11
	36

	☐
	Visit 12
	40

	☐
	Visit 13
	44

	☐
	Visit 14
	48

	☐
	Visit 15
	52

	☐
	Visit 16
	78

	☐
	Wound Healing Confirmation Visit
	Two weeks after wound closure 

	☐
	Final Status
	N/A


   *Biospecimen collection occurs at these time points. 

Please indicate any other timepoint considerations (if applicable): 









C. Participant (Denominator) Selection 

Does this data request have (or will have) a corresponding biospecimen request? 
☐ Yes (If yes, skip to Section D below.) NOTE: Data will only be distributed after all                biospecimens have been received by PI. 
☐ No (If no, proceed with the rest of Section C.)

Are there any data elements that dictate whether participants provide sufficient information to contribute to your study? 
Example 1: A primary predictor for the study is baseline WIfI infection status. Participants should only be selected if they have baseline WIfI infection status data. Select “Yes”.  
Example 2: The primary outcome for the study is confirmed wound healing status at 12 weeks. Participants should only be if healing/non-healing status can be obtained at 12 weeks. Select “Yes”. 
Example 3: The primary outcome for the study is wound healing status at 14 weeks and a primary predictor is baseline wound duration. Participants should only be selected if healing/non-healing status can be obtained at 14 weeks and if wound duration is non-missing at baseline. Select “Yes”.  
☐ Yes (If yes, proceed with the rest of Section C.)
☐ No (If no, skip to Section D below.)

If “yes” was selected, please detail any data element requirement(s) impacting participant selection and answer the questions below. Be sure to answer questions 3 and 4 if wound healing status is a required data element. 
Example: The primary outcome for the study is wound healing status at 14 weeks and a primary predictor is baseline wound duration. Participants should only be selected for this study if healing/non-healing status can be obtained at 14 weeks and if wound duration is non-missing at baseline. 

	Data Element 
Example: Wound healing status
Example: Wound Duration 
	Time Frame
Example: 14 weeks
Example: Baseline
	Notes


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



1. Can participants with amputations of the study ulcer be included in your study? 
☐ Yes (If yes, these participants are classified as non-healers at or after the date of amputation when using the DFC approved wound healing status variable.) 
☐ No 

2. Some participants miss visits while participating in the DFC Master Protocol. Can participants with missing visits be included in this study as long as they meet all criteria in this form?  
☐ Yes, without limits (e.g., participants can have one or more missing visits)
☐ Yes, with limits (e.g., participants can have up to one missing visit)
	Specify limit: 
☐ No, participants must have complete data prior to healing or final status (e.g., amputation if participants with amputations are included in the study)

If wound healing status is a data element identified above, please answer questions 3 and 4. Otherwise skip to Section D. 

3. Will you be using the DFC approved operational definition for wound healing status for this study? NOTE: See Appendix 3 for the operational definition of wound healing. 
☐ Yes
☐ No – specify alternative operational definition: 

4. Does participant selection need to be weighted based on the wound healing status of a participant? 
Example: The study requires data 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, participant selection will not be weighted by healing status.)

D. Data Elements (Variables) Requested
NOTE: See Appendix 1 for each case report form (CRF) and specific variables.  
NOTE: See Appendix 3 to understand the operational definition of the wound healing endpoint that the DCC will use by default. 
NOTE: See Appendix 4 to understand the derived datasets and key derived variables. 
NOTE: No dates will be distributed. All date variables have been converted to “days from consent”.  

Indicate which key derived variables should be included in the requested data: 
☐ Wound healing endpoint (subject level format) 
☐ Wound healing endpoint (longitudinal format)
☐ Wound duration (days from consent) 
☐ Wound area – standard of care measurements
☐ Other, specify: 

Indicate the additional data elements that should be included in the distributed data. Check the box to include data elements from a specific CRF. Then specify the desired variables. If all variables from the CRF are requested, indicate “all”. If only specific variables from the CRF are requested, provide the variable name. 

	[bookmark: _Hlk208491166]Include Variables from this CRF
	CRF (Note: See Appendix 1) 
	DCC Table Name (For DCC Use)
	Requested Variables
(Note: See Appendix 1. Specify specific variables or “all”)

	☐ 
	OWM_AMPUTATIONS
	RCC_FORM_AMP
	 

	☐ 
	OWM_CONCOMITANT MEDICATIONS
	RCC_FORM_MED_LOG
	 

	☐ 
	OWM_DEMOGRAPHICS
	RCC_FORM_DEM
	 

	☐ 
	OWM_DIABETIC FOOT ULCER RATING
	RCC_FORM_UR
	 

	☐ 
	OWM_DIABETIC FOOT ULCER SCALE SHORT FORM
	RCC_FORM_DFSS
	 

	☐ 
	OWM_FINAL STATUS
	RCC_FORM_FS
	 

	☐ 
	OWM_FOCUSED PHYSICAL EXAM
	RCC_FORM_PHYS
	 

	☐ 
	OWM_HEALTH LITERACY
	RCC_FORM_HLS
	 

	☐ 
	OWM_INFORMED CONSENT
	RCC_FORM_IC
	 

	☐ 
	OWM_LAB VALUES
	RCC_FORM_LAB
	 

	☐ 
	OWM_MEDICAL HISTORY
	RCC_FORM_MH
	 

	☐ 
	OWM_MICHIGAN NEUROPATHY SCREENING INSTRUMENT PATIENT
	RCC_FORM_MNSI_PT
	 

	☐ 
	OWM_MICHIGAN NEUROPATHY SCREENING INSTRUMENT PHYSICAN
	RCC_FORM_MNSI_PH
	 

	☐ 
	OWM_OFFLOADING AND ADHERENCE
	RCC_FORM_OFF
	 

	☐ 
	OWM_PHONE CALL FOLLOW UP
	RCC_FORM_CALL
	 

	☐ 
	OWM_PRO ADMINISTRATION
	RCC_FORM_PRO
	 

	☐ 
	OWM_PROMIS 4a
	RCC_FORM_P4A
	 

	☐ 
	OWM_SERIOUS ADVERSE EVENT
	RCC_FORM_SAE
	 

	☐ 
	OWM_SF12 HEALTH SURVEY
	RCC_FORM_SF12
	 

	☐ 
	OWM_SOCIAL FACTORS
	RCC_FORM_SF 
	 

	☐ 
	OWM_THE SOCIAL DETERMINANTS BATTERY (SDB SF) COORDINATOR
	RCC_FORM_SDBC
	 

	☐ 
	OWM_THE SOCIAL DETERMINANTS BATTERY (SDB SF) PATIENT
	RCC_FORM_SDBP
	 

	☐ 
	OWM_WIFI CLASSIFICATION
	RCC_FORM_WIFI
	 

	☐ 
	OWM_WOUND CONFIRMATION STATUS
	RCC_FORM_WC
	 

	☐ 
	OWM_WOUND DEBRIDEMENT
	RCC_FORM_DEB
	 

	☐ 
	OWM_WOUND EVALUATION
	RCC_FORM_EVAL                            
	 

	☐ 
	OWM_WOUND EVALUATION FOLLOW UP
	RCC_FORM_EVALFU
	 

	☐ 
	OWM_WOUND HISTORY INDEX ULCER HISTORY
	RCC_FORM_IUH
	 

	☐ 
	OWM_WOUND IMAGING
	RCC_FORM_IMG
	 

	☐ 
	OWM_WOUND THERAPIES AND DRESSING
	RCC_FORM_WTD
	 



E. Other Considerations 

Please document any other information the DCC should consider when selecting participants or variables for this study: 

F. Data format (check all that apply) 
 ☐ SAS – NOTE: SAS format library will be provided with variable and value formats
 ☐ Stata – NOTE: Stata files will be provided with variable and value formats applied
 ☐ CSV – NOTE: Variable labels and formats will be lost with this option.

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 Signature: 

             _______________________________


3. Date finalized: 

             _______________________________


4. Date data transferred to Dropbox:  

             _______________________________
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