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Diabetic Foot Consortium Ancillary Study Application (Appendix A)
Please note:
· All applications for Ancillary studies from non-DFC institutions must be sponsored by a member of the DFC
· This application comprises the first of a 2-step review process and will undergo initial evaluation for suitability and scientific merit as a DFC ancillary study. If approved, a second stage of evaluation will assess study-specific DFC/DCC burden.
· Applicants should submit applications at least 8 weeks* prior to their funding deadline to allow for review by the Ancillary Committee and final decision by the DFC Steering Committee
· Submissions must be received at least 2 weeks in advance of the monthly Ancillary Committee meeting (2nd Wednesday of each month) in order to initiate review that month
· Submissions are reviewed on a first come first serve basis. Each meeting reviews a maximum of 3 proposals per meeting, but is subject to change.  
· Please submit completed applications to DFC-Ancillary@umich.edu
· *Expedited review may be available in certain instances; if needed, please submit request with description of extenuating circumstances via email to DFC-Ancillary@umich.edu
· For Revision Submissions, please provide responses to committee comments and a tracked changed revised proposal


The proposal should not exceed 5 pages, not including references and bio-sketches and must contain the following:

Study Title:  

PI Information (For each Principal Investigator include first and last name, email, phone number, mailing address and institutional affiliation. Include a NIH-style bio-sketch for each PI with your application):

Co-Investigator and Key Personnel (For each Co-Investigator include first and last name, email, phone number, mailing address and institutional affiliation. Include a NIH-style bio-sketch for each Co-I with your application:

Sponsoring DFC member (for non-DFC applicants): 

Planned Start Date:
Planned End Date:

Funding Source and Grant Number (if applicable):

Estimated Costs:

Design and Methods: (limit to 3 pages)

· Statement of primary objectives and aims: 2-3 sentences
· Brief background, significance, and rationale 
· Study design and procedures
· Define the study patient population (inclusion and exclusion criteria)
· Main outcome measures
· Duration of follow-up, number of visits
· Describe sample and data collection
· Describe specific assays and experiments proposed
· Rationale that the study/trial should be done in the DFC or why only in DFC
· Sample size and justification (including power calculation)
· Plans for analysis (For each study aim, describe the plan(s) for data analysis, the specific hypothesis that the statistical method will test/estimate, how controls will be included, is the goal for estimation vs. hypothesis testing)
· Anticipated results and study timeline
· Data requested:
·  From the DFC central database or Biorepository
· Justification for request of limited and irreplaceable biomaterial (if applicable)
· References


· Principal Investigator must read and acknowledge the following
· [bookmark: OLE_LINK34][bookmark: OLE_LINK35]Applicant understands and accepts the 2-step review process for this application: (1) initial review for scientific merit and suitability as a DFC ancillary study, followed by (2) detailed review of DFC site burden and funding as well as Data Coordinating Center involvement
· Applicant agrees to acknowledge the Diabetic Foot Consortium in all publications resulting from the proposed study
· Applicant agrees to adhere to timelines for data publication and release as proposed in this Ancillary Application, and to contact the Ancillary Committee Project Manager with any updates to the timeline as needed
· Applicant agrees to adhere to the data sharing policy as dictated by the parent U01 award 
· Applicant agrees to register all Human Subjects studies in Clinicaltrials.gov and to adhere to associated reporting requirements for data publication
· Applicant agrees to provide the Ancillary Committee Project Manager with timely updates regarding status and details of the associated application for grant funding
· If funded, applicant agrees to provide an annual Progress Report to the DFC per committee specifications   
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