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[bookmark: _Toc220485012]Overview
This document describes the Diabetic Foot Consortium (DFC) studies and the Statistical Analysis for Biomedical and Educational Research (SABER) group Data Coordinating Center (DCC) process for DFC grants that use DFC Master Protocol Data and Specimens. Not all sections of this document will be relevant to every study. 

[bookmark: _Toc220485013]Study Kick-off 	
The DCC will email the study principal investigator (PI) to schedule a study kick-off meeting once notification of study approval is sent to the DCC. This is a meeting that will orient the PI to the relevant study processes and policies covered in this document. The DCC PM will create a Dropbox folder for each study PI and all study documentation from the DCC will be shared via this Dropbox. 

[bookmark: _Toc220485014]Use of SABER DCC UMODs 	
The study PI is expected to communicate with the DCC project manager (PM) and the statistician (Stats) over email using the DFC UMODs: DFC-DCC-PM@umich.edu and DFC-DCC-Stats@umich.edu. This ensures the most timely and accurate responses to requests and inquiries. 

[bookmark: _Toc220485015]SABER Statistical Review of Approved Proposal  	
Before requesting specimens or data, a final version of the approved proposal must be submitted to SABER. This final proposal should account for all feedback from reviewers and be up-to-date. SABER statisticians will review the proposal to ensure appropriate study design, statistical analyses, and power/sample size calculations. This review will occur within 10 business days of the kick-off meeting or within 10 business days of receiving the final proposal, whichever is later.  

[bookmark: _Toc220485016]Specimen Distribution Process
For DFC studies that require biospecimens, see the processes below.  	
1. [bookmark: _Hlk172887820]The study PI completes the Specimen Request form and emails it to the DCC PM (DFC-DCC-PM@umich.edu). The Specimen Request form should be completed in detail. The DCC statistician will require up to 5 business days to review the submitted Specimen Request form. 
2. When submitting the Specimen Request form, the PI must provide multiple dates/times where they are available for a 30-minute follow-up meeting to review request with the DCC PM and the DCC statistician. This meeting is necessary to ensure accuracy of the specimen distribution. This meeting should occur between 5 and 10 business days after submitting the Specimen Request form to ensure timely distribution of specimens. If it is determined during this meeting that the submitted Specimen Request form does not provide sufficient documentation, the PI must edit the Specimen Request form and resubmit it to the DCC. The DCC will have 5 business days to review the resubmitted form. The DCC will either accept the resubmitted form or request additional edits. 
3. The DCC statistician will require up to 15 business days after the specimen review meeting or after an updated Specimen Request form has been accepted to create and validate the specimen pick list. This pick list will be sent by the DCC PMs to the CLASS Laboratory (CLASS Lab) for distribution to the PIs. If the CLASS Lab does not have enough inventory to satisfy the PI specimen request, the DCC statistician will check the CLASS Lab inventory within 40 business days. The 40-business day timeline is needed because samples are usually batch shipped from sites on a monthly basis. CLASS Labs then needs time to store, record, and then update the inventory tracker shared with SABER.
4. CLASS Lab requires up to 10 business days to pull and ship specimens. CLASS Lab only ships specimens Monday-Wednesday. 
5. Timing for meeting occurrences and specimen distributions may be impacted by University of Michigan (UM) holidays and/or season days. 
6. Timing for meeting occurrences and specimen distributions may be impacted by DCC DFC OSMB preparations and participation. The DCC reserves the right to postpone all activities in the 6-week lead up to DFC OSMB meetings (tentatively scheduled for mid-April and mid-November of each year). 
7. Timing for meeting occurrences and specimen distributions may be impacted by other DCC DFC priorities. The DCC will communicate any delays in processing specimen requests.  
8. If additional specimens are required for the study to be completed, a 10% increase in sample size does not require approval from the DFC Executive Committee. Requests greater than a 10% increase in sample size must be approved by the DFC Executive Committee. Please email the executive committee (DFC-Executive.Committee@umich.edu) and be sure to include the DFC PMs in your communication (DFC-DCC-PM@umich.edu.)

[bookmark: _Toc220485017]Data Distribution Process
For DFC studies that require master protocol data for statistical analyses conducted by the PIs (not the DCC), see the processes below. 

Data will not be distributed for studies when the DCC is conducting the statistical analyses until after the DCC statistical analyses are complete.  
1. The study PI authors a statistical analysis plan using the DCC template. The statistical analysis plan is provided to the DCC PM team (DFC-DCC-PM@umich.edu) prior to data distribution. 
2. The study PI reviews all DCC provided data documentation prior to completing the Data Request form.
3. The study PI completes the Data Request form and emails it to the DCC PM (DFC-DCC-PM@umich.edu). The Data Request form should be completed in detail. The DCC statistician will require up to 5 business days to review the submitted Data Request form. 
4. If it is determined that the submitted Data Request form does not provide sufficient documentation, the PI must edit the Data Request form and resubmit it to the DCC. The DCC will have 5 business days to review the resubmitted form. The DCC will either accept the resubmitted form or request additional edits. 
5. The DCC statistician will require up to 10 business days after the Data Request form has been accepted to create and validate the data for distribution.
6. Timing for meeting occurrences and data distributions may be impacted by University of Michigan (UM) holidays and/or season days. 
7. Timing for meeting occurrences and data distributions may be impacted by DCC DFC OSMB preparations and participation. The DCC reserves the right to postpone all activities in the 6-week lead up to DFC OSMB meetings (tentatively scheduled for mid-April and mid-November of each year). 
8. Timing for meeting occurrences and data distributions may be impacted by other DCC DFC priorities. The DCC will communicate any delays in processing data requests.  
9. Any questions about the distributed data should be directed to DFC-DCC-Stats@umich.edu. 


[bookmark: _Toc220485018]Data Upload Review Process
For DFC studies that require DCC statistical support utilizing data generated from biospecimens, see the processes below.  

The study PI must distribute specimen data to the DCC after the PI has processed the specimens. The PI should inform the DCC on their expected timeframe for processing specimens during the initial kick-off meeting. 

Once all specimens have been processed, the PI is responsible for uploading the data to the DCC. All data should be submitted in one upload after all specimens have been processed. The DCC will provide access and instructions on the use of the data upload module, once it is available.  The module will provide error messaging, in cases of upload failure that will clearly identify the reason for the failure.  DCC staff will be available for assistance, if needed.

The PIs are required to provide the DCC with a sample of data that will be used to establish the column names, data types and data structure for all study data transfers to the DCC.  This example should be provided as early as possible so the DCC can prepare and test an upload module. This sample data should be placed on Dropbox and the DCC PM should be notified when the data has been made available.  A codebook of the data table will be made available once the data columns, data types and data structures have been finalized, tested and made available.

All data files for upload will need to be in CSV format.  
Timing for activities associated with the data upload process may be impacted by UM holidays, UM season days, and by DCC DFC OSMB preparations and participation as outlined above.

[bookmark: _Toc220485019]DCC Statistical Analysis Plan (SAP) Development and Statistical Analyses 
For DFC studies that do not require DCC statistical support, a SAP must be provided to the DCC prior to data distribution to the PIs. See the section “DCC Statistical Analysis Plan (SAP) Review” below for more details. 

For DFC studies that require DCC statistical support, see the process below. 

The DCC statistician will work with the PI to develop a robust SAP after the specimen distribution process is well underway. The SAP should be completed before the PI uploads the specimen data to the DCC. The SAP provides the roadmap for all data transformations and statistical analyses that will be completed by the DCC statistician. The SAP will include mock tables, listings, and figures (TLFs). The DCC statistician will draft a SAP based on the approved grant. Meetings between the DCC statistician and the PI may be necessary to ensure all necessary elements are included in the SAP. The DCC PM will reach out to the PI to schedule these meetings. 

The final SAP will be reviewed by the DFC DCC Director and NIDDK representatives. The final SAP will be approved by both the DCC statistician and the PI.
Statistical analyses will be conducted by the DCC statistician according to the SAP, including the creation of TLFs. A report including TLFs will be provided to the PI when the SAP analyses have been completed. The DCC PM will arrange meetings between the DCC statistician and the PI to review the statistical analysis report. Deviations from the approved SAP must be authorized by the DFC DCC Director before the DCC Stats team will undertake alternative or additional analyses.
Timing for meeting occurrences, SAP development, and statistical analyses may be impacted by UM holidays, UM season days, and by DCC DFC OSMB preparations and participation as outlined above.

[bookmark: _Toc220485020]DCC Participation in Manuscript Production 
For DFC studies that require DCC Statistical support, see the process below. 

The DCC will participate in manuscript production. The DCC typically prepares the statistical methods section of the manuscript and reviews the rest of the manuscript for accuracy. Exact responsibilities will be discussed on a project-by-project basis and agreed upon by the writing team, which the DCC is a part of. Timing for manuscript related efforts may be impacted by UM holidays, UM season days, and by DCC DFC OSMB preparations and participation as outlined above.

[bookmark: _Toc220485021]DCC Statistician Authorship Expectations	
For DFC studies that require DCC Statistical support, see the process below. 

SABER statisticians that are responsible for the development and execution of statistical analyses and/or data interpretations are expected to be offered authorship on draft publications resulting from their efforts. More than one statistician may be an author depending on the nature of the study that the draft publication is based on. A statistician is typically included as the second or third author of the draft publication. If there is more than one statistician author on the draft publication, the second or third author should be the more senior statistician. 

[bookmark: _Toc220485022]DCC Statistical Analysis Plan (SAP) Review  
For DFC studies that do not require DCC statistical support, a statistical analysis plan must be provided to the DCC prior to data distribution to the PIs. See the process below. 
The study PI authors a SAP, preferably using the DCC SAP template, and emails it to the DCC PM (DFC-DCC-PM@umich.edu). The SAP should be completed in detail and provide specific information about the statistical tests that will be performed to analyze the DFC data. SAPs that are not sufficiently detailed will be returned to investigators. The DCC will provide a SAP template to investigators (please email DFC-DCC-Stats@umich.edu if need the template and have not received it). The DCC statistician will require up to 15 business days to review the submitted SAP and provide feedback. 
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