Cystic Fibrosis Foundation Therapeutics, Inc. (CFFT)

Policies and Guidelines Governing Non-Competing 

Award and Contract Renewals

Use this report with these award types:

Clinical Research Awards, Drug Discovery Awards, Drug Development Awards, High-Throughput Screening, Therapeutics Development Awards, Phase III Clinical Trials, Therapeutic Development Centers (TDCs), TDC Cores, and any CFFT RFAs. Also use this form for any 3rd, 4th, or 5th Year Clinical Fellowships, Leroy Matthews Physician/Scientist Award, or Harry Shwachman Clinical Investigator Awards issued by CFFT.  For those awards issued by CFF, use the CFF renewal form.
	All reports MUST be submitted electronically. 

E-mail report and signed Face Page (PDF) to CFFTAwards@cfftherapeutics.org 
If electronic submission of the signed Face Page is not possible, submit the original by mail.

Questions?  Contact the Grants & Contracts Office via e-mail or call (301) 951-4422


Awards and contracts originally approved for one year cannot be renewed.  The applicant may submit a new award application for competitive review through one of the CFFT Research Programs.  

Awards and contracts originally approved for more than one year are funded annually.  Funding for the subsequent year is contingent upon submission and approval of a renewal application and available funds.  Please refer to the Terms and Conditions of Award that accompanied the Award Letter for further information regarding reporting requirements. 

The renewal application must be submitted 90 days before the start of the next budget period.  Late applications may result in delays in the processing of the award letter.  CFFT recognizes that less than one year of work will have been completed at the time of submission of the Year 1 renewal application.
Renewal applications must include the following:
· CFFT Face Page.  
· Lay Abstract:  Provide a brief summary of the objectives, aims, and methods of this project in non-scientific terms.  Make reference to the relationship of this work to cystic fibrosis.  Do not exceed 3/4 page.

· Detailed report of progress during the year.  This section should present in detail:

(1)
The scope of work accomplished during the year

(2)
The progress and results obtained to date, whether or not results have been published as they relate to specific aims

(3)
Problems/issues encountered and actions taken

(4)
Plans for the coming project year, as related to the experimental design and methodology.  Clearly indicate any anticipated and/or implemented changes from the original application in design, methods and/or procedures and the reasons for these changes.  This section should not exceed 10 pages.

· Staffing.  Please note any changes in the professional staffing of the project and the reasons for change from the original proposal.

· Budget.  A detailed budget and budget justification should be submitted only if there is a need to make shifts that exceed more than 25% of the funds designated for any category.  Maximum funding allowed on renewals is the amount recommended by CFFT during review of the original application.

· Publications/Presentations.  List authors, titles and complete citation (if available) for publications or presentations that have resulted from this work.  Manuscripts and/or abstracts that have been submitted should be listed.  Copies of these should accompany the application.

· Invention Disclosures/Patents.  Indicate all invention disclosures and/or patents filed or issued that have resulted from the relevant CFFT support.  If none exist at this time please notify CFFT at the time a patent(s) issues and the corresponding CFFT account number(s) that provided support leading to the patent(s).
· For research projects supported by multiple awards, please indicate the estimated percentage of CFFT support to the total.
Renewal applications for must not exceed 15 single-sided pages, including pages for summary charts, graphs or tables.  For multi-center awards, individual sections for each site must not exceed this limit.
Cystic Fibrosis Foundation Therapeutics, Inc.
Award and Contract Renewal Application

FACE PAGE

	Type of Award:
	
	CFFT Acct #
	


	Principal Investigator:
	


	Project Title:
	


	Proposed Renewal Period:
	


	Proposed Renewal Amount:
	


	PI’s Mailing Address and Phone/Fax Numbers:
	


	Human Subjects 
( No     ( Yes
	Human Subjects Assurance #: 

IRB Status and Date: 


	Vertebrate Animals

( No     ( Yes
	Animal Welfare Assurance #:
IACUC Status and Date:


	Recombinant DNA
( No     ( Yes
	Biohazards  ( No     ( Yes

IBC Status and Date:  


Copies of IRB, IACUC, and/or IBC approvals are required as a contingency of payment.
	Institution:
	


	Name and Title of Official Authorized to Sign for Institution:
	


We, the undersigned, certify that the statements herein are true and complete to the best of our knowledge agree to conform to the regulations, policies, and objectives of CFFT concerning this type of research project.  All signatures must be in BLUE INK only.
Signature of PI & Date: 


Signature of Sponsor (if applicable) & Date: 


Signature of Official Authorized to 

Sign for Institution & Date: 

All reports must be submitted electronically.  E-mail report and signed Face Page (PDF) to CFFTAwards@cfftherapeutics.org.   If electronic submission of the signed Face Page is not possible, then mail the original to:  Cystic Fibrosis Foundation Therapeutics, Inc., Grants & Contracts Office, 6931 Arlington Rd, Bethesda, MD  20814.
Complete the budget and budget justification only if there is a need to make shifts that exceed more than 25% of the funds designated for any category in the original budget.
DETAILED BUDGET FOR YEAR ___

From: __________  Through: __________

	Personnel  (Applicant Organization Only)
	TOTALS

	Name


	Position Title
	%
	Hours per Week
	Salary
	Fringe Benefits
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Subtotals
	
	
	

	Consultant Costs
	

	
	

	
	

	Subtotal
	

	Equipment  (Itemize)
	

	
	

	
	

	
	

	Subtotal
	

	Supplies  (Itemize by category)
	

	
	

	
	

	
	

	Subtotal
	

	Travel  (Domestic only)
	

	
	

	
	

	Subtotal
	

	Patient Care Costs
	

	
	

	
	

	Subtotal
	

	Other Expenses  (Itemize by category)
	

	
	

	Subtotal
	

	TOTAL DIRECT COSTS
	

	INDIRECT COSTS
	

	TOTAL COSTS
	


BUDGET JUSTIFICATION

	Year:   01


	From:


	Through:



	Direct Costs:


	Indirect Costs:


	Total Costs:




Provide justification by major categories.  Indirect costs cannot exceed 8% of direct costs.

