Research Proposal Outline to be presented to NAFTNet Steering Committee

(Proposal submission format: 11-point font, 1.5 line spacing and not to exceed 10 pages.)

(Oral PowerPoint presentation to the Steering Committee not to exceed 20 minutes)

For additional support, see NIH guides: 

https://grants.nih.gov/grants/peer/critiques/rpg.htm
And

https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/research-forms-e.pdf   pages 77-81 

Title of Project:
Primary investigator:





Date of submission:

Proposed start date for project:

Proposed end date for project:

Lay Summary: 

Please provide a 1-2 paragraph summary written in non-technical, lay terms.  This should outline the aims of the project, give a brief statement of methods to be used, what new information is to be gained by the research, the significance of the research and how it is related to fetal diagnosis and/or therapy.

Research Plan: 
The research plan should be organized according to the following format: Central Hypothesis, Specific Aims, Background and Significance, Research Design and Methods, Budget and Appendices.

Central hypothesis and research question
Describe the key hypothesis and the main research question being addressed by the research. 

Specific Aims with primary and secondary outcomes (One page is recommended)
List the specific objectives of the project.  Describe concisely and realistically what the specific research described in the application is intended to accomplish and any hypotheses that are to be tested.  
Background and Significance (One to two pages recommended)
The background should describe what is known about the research topic and describe either the lack of data on the topic or why there is clinical equipoise on the proposed intervention/management. Sufficient background information with references should be provided to allow a researcher not familiar with the project to understand the question and the source of the equipoise. Preliminary or pilot data should be briefly included here.

The significance of the proposed research and importance of the question should be clearly stated. It is particularly important that there be a discussion of how the research will test the proposed hypotheses.  
Innovation
Explain how the application challenges and seeks to shift current research or clinical practice paradigms
Research Design and Methods: (2-5 pages recommended) 

Study population  

Include study N and anticipated N available from NAFTNet centers considering the inclusions and exclusions criteria. List inclusion and exclusion criteria and number of centers that would potentially be involved in enrolling patients.
Study methodology
Should include type of study. Methodology should be described in sufficient detail here to allow for a critical appraisal of feasibility at your and other centers and assess the potential biases in the proposed methodology.
If randomized trial, state method of randomization, whether central or center-specific randomization will be used, stratification or other methods to assure balance, and concealment methods. 
Describe recruitment timing and methodology.

For prospective studies, describe the procedure(s) the subjects will be exposed to, whether considered part of clinical care or part of the experimental methodology.

Describe the data collection methodology.

Describe the ascertainment of the primary study outcome in sufficient detail to demonstrate that it is clinically relevant, free of bias and measurable in all subjects. Describe briefly data collection for secondary outcomes.

State whether interim analyses will be undertaken and for a randomized trial, describe the data and safety-monitoring plan, including formation, location, frequency of review, and criteria that will be used to terminate the study.
Questions to address include: Are there any special skills or services that will be necessary at centers that enroll patients?  How will the PI “certify” centers regarding these skills?
Sample size calculation and statistics to be used

Include alpha and beta values to be used. 

Is statistical support planned/ required?
Describe the data coordinating center.

Plans for long-term follow-up
Methods and length of follow-up

Are there any potential maternal or fetal ethical concerns regarding this study?
Describe if yes
Procedures for informed consent and adverse event reporting
Proposed time table to complete the study and demonstration of feasibility, from approval at NAFTNet Steering Committee to publication of the results. 
Regulatory requirements (check all that apply):

( study requires IRB/REB approval_______

( study requires IACUC (Institutional Animal Care and Use Committee) approval__________
( study will require a DSMB

Budget:

(Include description of time commitment and personnel needs at participating NAFTNet centers, and potential funding mechanisms for this support)

	Detailed Budget For Project (Year ______ )

Direct Costs Only
	Budget From
	Budget To

	Personnel

	Name
	Role on Project
	FT or PT
	% Effort
	Base
Salary
	Salary Requested
	Totals

	
	PI
	
	
	XXXXX
	XXXXXX
	XXXXX

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Subtotals


	XXXXXX
	XXXXXX
	XXXXX
	
	
	

	Equipment (Itemize)

	

	Supplies


	

	Patient Care Costs


	Inpatient
	

	
	Outpatient
	

	Other Expenses


	

	SUBTOTAL DIRECT COSTS
	

	TOTAL DIRECT COSTS


	$

	


Indirect and In-kind costs for participating centers: 

Describe any indirect and in-kind costs to be bared by the participating centers.

Budget Justification:

Provide justification for the direct and indirect costs of the study in relation to the problem being studied. Is the cost in keeping with the societal cost pf the problem being studied? Why would we expect a granting agency to fund this research instead of others?

Current and Pending Support/Funding for the PI:  
If applicable, list all research project support available to you (active, approved or pending) for funding. List NIH project grants, NIH K awards, portions of NIH program projects, NIH contracts, contracts from industry, grants from other non-federal health agencies, any funds available to you through other investigators as well as departmental/institutional support.

Special Instruction:

Please indicate if special reviewers should evaluate this proposal:

 (Example: pediatric neurology, pediatric cardiology, etc.)

Appendices (Not included in page count)

Appendix A:

Names and contact information for co-investigators currently identified
Appendix B:

Data Collection Instruments, Case Report Forms (can be in draft format)

Appendix C:
PI Biosketch (New NIH format)

