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Project Proposal Submission Form
			
DFCI QUALITATIVE AND SURVEY STUDY REVIEW COMMITTEE
PROJECT PROPOSAL SUBMISSION


Please Note:
· This form is to be used for all non-interventional, qualitative and survey study projects involving DFCI patients and/or their associated caregivers, seen within the Breast Oncology Center.

· The committee will review all projects on a rolling basis to evaluate scientific merit, feasibility, respondent burden, institutional priority, and potential overlap, and to determine whether sufficient resources exist within the center to support such a project.  

· Projects MAY NOT begin until approval by this committee has been granted.  All projects are subject to an annual review if there is an intention to continue beyond 1 year from project approval date.

· In scope:
· Non-interventional, qualitative and survey studies including for quality improvement (QI) and/or for research purposes
· Including but not limited to: surveys (paper or electronic), key informant interviews, focus groups
· Examples: Paper-based survey to assess patient satisfaction with wait times.  Web-based survey to assess patient understanding of surgical options.  Key informant interview to solicit feedback on a new clinical program.  Focus group to refine a survey instrument for an eventual prospective study. 
· Out of scope:
· Prospective studies that involve an intervention, should be presented at the DF/HCC research meeting and requires sign-off by the disease center leader prior to IRB submission.
· Examples: Prospective study to evaluate the effects of a web support group on self-reported anxiety/depression among young woman newly diagnosed with breast cancer.  Prospective study to evaluate the utility of a novel decision aid for management of DCIS.


· Please fill out the following form as completely as possible in order to give the committee a full understanding of the proposed project.

· Please include a copy of the protocol and any study materials (i.e. questionnaires, interview guide, etc) with this form.  

· If you have any questions regarding this form or the approval process please contact Sam Grossmith, 617-632-1904, sgrossmith@partners.org 
 
IMPORTANT: Any modifications to this request that substantially affect the accrual goal, survey instruments, study procedures, or timeline, or involve a change in project aims MUST be re-submitted to DFCI Qualitative and Survey Study Review Committee for re-review and approval before work continues. 

Thank You,
The DFCI Qualitative and Survey Study Review Committee
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1.  Summary of Proposed Project (Including Project Goal(s)):

Please complete the table below including the following. Please note that proposals that do not include this minimum information will be returned without review.

	Background 
(1 paragraph max)
	

	Objectives/Specific Aims
	

	Cohort of interest
	

	How will cohort be identified
	

	Accrual goal
	

	Instruments to be used
	

	Estimated length of time to complete study procedures*
	

	Statistical plans, if applicable
	

	Estimated accrual period
	

	Estimated timeframe to project completion
	


*e.g. one-time 15-minute paper survey; 60 min one-time focus group; three serial 10 minute electronic surveys


		
2. IRB Protocol and Study Instruments

[bookmark: Fetch]Please attach a copy of the proposed IRB protocol and any study instruments.  Once the protocol has been approved by the IRB, please forward a copy of the DF/HCC protocol number to this committee. IRB approval is not required for the approval of this review committee. However, both IRB approval and the approval of this committee are required before any study procedures begin.
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