Applicant Name (Last, first, middle):

	RESEARCH PROJECT SUMMARY (1 Page Max)



Describe the proposed research and its potential contribution toward the goals of the MSCRF and this RFA.
Provide an overall plan for development of the therapeutic candidate, including (1) A description of the targeted disease, condition or injury and the potential impact that the proposed therapy will have, if successfully commercialized, on the treatment or progression of that disease, injury or condition, or on medical practice; (2) An explanation of why human stem cells are necessary or advantageous to the proposed research; (3) The Research Design, including the Scientific Rationale, Experimental Approaches, Methods and Technique proposed for accomplishing the Project goals within two (2) years.; and (4) If applicable, a Target Product Profile for the therapeutic candidate. Each of the following aspects of a TPP should be addressed: (a) description; (b) significance; (c) indication(s); (d) activity (in vitro/in vivo) and efficacy endpoint (in patients); (e) safety; (f) route; (g) regimen; (h) risk versus benefit and (i) clinical competitiveness. For proposed allogeneic cell therapies, immune tolerance or immunosuppression strategies should be addressed in the above sections.  

Provide an explanation of (i) how clinical practice and treatment of human diseases, conditions or injuries will be advanced by the proposed research; (ii) how the proposed research may contribute to new medical treatments or interventions; and/or (iii) how the proposed research will translate prior research results into new medical therapies or test new therapies in human patients, and the projected timeline for accomplishing such clinical application(s). 

Provide a description of the facilities in which the work will be conducted and how the scientific environment will contribute to the probability of success, especially such things as independent space, department support and institutional support, collaborative arrangements involving on-site resources, unique features of the subject population and support from the Applicant.
In the event that an Applicant PI’s proposal is initially rejected, and the Applicant PI chooses to reapply for Program funding, the Applicant PI must submit a written response to the reviewers’ comments including how those comments were addressed in the resubmitted application.  Please include an introduction to the revised Application and a point-by-point response to the prior scientific review.

Application Number of your previous MSCRF submission: 

Provide a detailed description of the nature and terms of the collaboration, and a management plan explaining such issues as how the Applicant PI and collaborator(s) will communicate and handle confidential information, use milestones to determine resource allocation and Research Project direction, share data and resources, prepare required reports and handle geographic separation, if applicable.

Provide a description of the following bioethical considerations:

Cell lines and ISCRO review

· Does the proposed project use adult, embryonic, iPS or other human stem cell lines?

· If human embryonic stem cells are involved, has the Proposal been approved by an ESCRO/SCRO Committee?

· If an existing stem cell line is to be used, what are the justifications for that line? 

· From where will they be obtained (e.g., commercial source, laboratory and under what protocol or with what institutional approval)?

· If new lines are to be created, what measures will be taken to comply with the Stem Cell Act, as well as existing stem cell research bioethics guidelines?

· If human donors are involved, have they been properly consented?

· Has an ISCRO reviewed and approved the proposed research?

Human subjects and IRB review

· Will human subjects be enrolled in the proposed research?

· If human subjects are involved, what protections will be in place to ensure their rights and welfare?

· Has IRB approval or exemption been obtained for the proposed research, or will it be?

Nonhuman animals and IACUC review

· Will nonhuman animals be used in the proposed research?

· If so, what type/model will be used, sex, and what is the justification?

· How many? What is the justification for the number to be used?

· Has IACUC approval been received, or will it be?

· What measures will be taken to comply with IACUC guidelines?

Provide a list of scientific Literature in support of the Proposal, including Author, Title, Journal, Volume, Publication Date, and Page Numbers.

	BIOGRAPHICAL SKETCH
DO NOT EXCEED 5 PAGES FOR PI AND 2 PAGES EACH FOR OTHER KEY PROJECT PERSONNEL.

	

	NAME AND TITLE


	PROJECT ROLE



	EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, and include postdoctoral training.)

	INSTITUTION AND LOCATION
	DEGREE

(if applicable)
	YEAR(s)
	FIELD OF STUDY

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


A. Positions and Honors
	


B. Select up to five (5) relevant publications (in reverse chronological order). Include online publicly accessible links. Manuscripts in preparation, manuscripts submitted but not yet accepted and those currently in revision cannot be included.
	


C. Previous Grant or Project Support
	


	NAME OF ORGANIZATION:

ACTIVE□/PENDING□ (Please check box if project is active or pending approval.)

	Title of Project (or Subproject):

Funding Source:

Who is receiving this support? 
	Dates of Approved/Proposed Project:

Annual Direct Costs:


	Percent Effort:




The major goals of this project are…
	NAME OF ORGANIZATION:

ACTIVE□/PENDING□ (Please check box if project is active or pending approval.)

	Title of Project (or Subproject):

Funding Source:

Who is receiving this support? 
	Dates of Approved/Proposed Project:

Annual Direct Costs:


	Percent Effort:




The major goals of this project are…
	NAME OF ORGANIZATION:

ACTIVE□/PENDING□ (Please check box if project is active or pending approval.)

	Title of Project (or Subproject):

Funding Source:

Who is receiving this support? 
	Dates of Approved/Proposed Project:

Annual Direct Costs:


	Percent Effort:




The major goals of this project are…
	NAME OF ORGANIZATION:

ACTIVE□/PENDING□ (Please check box if project is active or pending approval.)

	Title of Project (or Subproject):

Funding Source:

Who is receiving this support? 
	Dates of Approved/Proposed Project:

Annual Direct Costs:


	Percent Effort:




The major goals of this project are…
DETAILED BUDGET FOR ENTIRE GRANT PERIOD

	From (mm/dd/yyyy):
	     
	Through:
	     


	Personnel 

(Key project staff)
	Role on Project
	% Effort 

on Project
	Salary Request
	Fringe Benefits


	Totals
	MSCRF

FUNDS
	ORG.

MATCH

	Click to enter text.

	PI
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	

	

	
	
	
	
	
	
	

	Salary and Fringe Total
	     
	     
	
	     
	     


	Operational Costs for full grant period
	
	Totals ($)
	MSCRF

FUNDS
	ORG.

MATCH

	Consultant/Contractual Costs -   Specialized services obtained under a subcontract or interdepartmental arrangement for services required for the project and / or Consultant fees to obtain advice or guidance on particular aspects of the project
 
	Subtotal $
	     
	     
	     

	Travel – 

Capped at $5,000
	Subtotal $
	     
	     
	     

	Equipment, Materials and Supplies - 
	Subtotal $
	     
	     
	     

	Other Direct Costs - 
	Subtotal $
	     
	     
	     

	Other Indirect Costs – 
Indirect costs are not allowed
	Subtotal $
	     
	     
	     

	Operational Costs Total
	$
	
	
	


	
	SUBTOTAL DIRECT COSTS $

Total Salary, Fringe and operational Costs
	     
	     
	     


	
	INDIRECT COSTS (not allowed) $
	     
	     
	     


	TOTAL BUDGET REQUEST (Direct + Indirect Costs)
	TOTAL $
	     


Please ensure the amounts listed here exactly match what is entered in the budget related question web fields.
BUDGET JUSTIFICATION

Provide a detailed justification for each of the line items in the proposed budget. If there are multiple items in a line, include all items. Justification should include the purpose/need for each item and actual anticipated costs for the items. All budgeted costs must be required for and used in the proposed project. Please read the budget guidelines in the RFA for allowable and non-allowable expenses.
Click to enter text.
If you are submitting supporting documents, please complete this template to list the documents you have attached.
	SUPPORTING MATERIALS:  TABLE OF CONTENTS
	REQUIRED DOCUMENT?

(YES/NO)
	ATTACHED?

(YES/NO) 

	IRB letter of approval or statement of pending approval
	
	

	Other institutional assurances
	
	

	Copy of informed consent form
	
	

	Letter(s) of agreement with cooperating institutions or agencies
	
	

	Sample proposed questionnaire or survey instrument
	
	

	Other (please identify):
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