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PROJECT TITLE: PRECLINICAL EVALUATION OF NEW DRUG COMBINATIONS AGAINST TUBERCULOSIS
PART I. GENERAL INFORMATION Please print or type
Selected information from this section may be released to the general public if the proposal is funded.


1.1 Name of Principal Investigator and Institutional Affiliation 




	Last name
	
	First name(s) 
	

	Title
	

	Full name of Institution
	

	Full postal address of Principal Investigator (to be used for professional correspondence):

	

	Telephone 
	
	Fax
	

	E-mail 
	


1.2 Scope of Project
	Please indicate which of the following major activities will be covered under this proposal (see Section 4 of the RFP, "Major Activities," for explanation of the major project activities):

 FORMCHECKBOX 
Activity 1: In vitro evaluation of synergistic and antagonistic effects under replicating and non-replicating conditions.
------AND/OR-------
 FORMCHECKBOX 
Activities 2:  Evaluation of potential pharmacokinetic interactions of all potential 3-drug combinations that meet certain defined criteria in mice.                        
                                                                   ------AND/OR-------
 FORMCHECKBOX 
Activity 3: In vivo evaluation of potential 3-drug combinations for bactericidal activity in a mouse model and pre-selection of candidate combinations.           
                                                                          AND
 FORMCHECKBOX 
Activity 4: In vivo evaluation of the pre-selected candidates for sterilizing activity in a mouse model of treatment shortening, and selection of final regimen candidates for preclinical development.
                                                               ------AND/OR------
 FORMCHECKBOX 
Activity 5: Confirmation of in vivo efficacy of the final combinations from Activity 4 in a secondary TB animal model using a different animal species.



	1.3 Proposed Starting Date (dd/mm/yy): 
	
	1.4 Estimated Duration:
	


	1.5 Total Budget (in US Dollars)(should be the same as the grand total shown in Section 2.2)
	$


1.6 Official Signing for Applicant Organization



	Name 
	
	Title
	

	Address: 
	

	Phone 
	
	Fax
	

	E-mail 
	


Signature of Individual Named in 1.6

Signature of Principal Investigator

(“per” signature NOT acceptable) 



(“per” signature NOT acceptable)

	Signature 
	
	Signature
	

	Date
	
	Date
	


1.7 Collaborations and Partnerships
	Does this project include a collaboration or partnership?
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 


	If "Yes," please list all additional Institutions involved in this proposal
 (Detailed information on collaborations and partnerships is required in Part V, Section 5.3 and Part VI, 
Section 6.3) 

List all Institutions and names of Co-Investigators.  Signed letters of agreement from each detailing their role MUST be attached in Section 6.3.

	1)

	2)

	3)


1.8 Use of Animals

	Are vertebrate animals to be used in this project?
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 


	If "Yes," provide additional information in Appendix B
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SUBMIT ORIGINAL AND ELECTRONIC COPIES TO:
The Global Alliance for TB Drug Development
80 Broad Street, 31st Floor, New York, NY 10004, USA
Attn:  Ms. Marie Messina
Voice: (212) 227-7540  ext. 235      E-mail:  RFP@tballiance.org
PART II. BUDGET 
2.1 Budget Details  

(Please use supplied budget forms for each activity)

2.2. Budget Summary
(Please use supplied budget summary form)
2.3 Budget Justification: The budget must clearly reflect the planned activities and the costs required.  Provide detailed justification for each item in the budget stating how the cost figures were derived in relation to the activities to be undertaken.  Describe and justify the percent of effort, responsibilities, and activities planned for each person identified in 2.3A.  Use up to two additional pages, if necessary.  Also, provide biographical sketches for all key personnel in Appendix A.
A. Personnel:

	 
	Personnel
	Name
	% of time
	Budget Requested (US$)

	 
	 
	 
	devoted 
	 
	
	
	
	
	
	 

	 
	 
	 
	to project
	Year 1
	
	Year 2
	
	Year 3
	
	Total

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	1
	Principal Investigator
	TBD
	0%
	$0 
	 
	$0 
	 
	$0 
	 
	$0 

	2
	TBD
	TBD
	0%
	0 
	 
	0 
	 
	0 
	 
	0 

	3
	TBD
	TBD
	0%
	0 
	 
	0 
	 
	0 
	 
	0 

	4
	TBD
	TBD
	0%
	0 
	 
	0 
	 
	0 
	 
	0 

	5
	TBD
	 
	0%
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	Total Personnel
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


B. Supplies:

	Supplies
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	
	
	
	
	
	
	
	
	
	
	

	 
	 
	Total Supplies
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


C. Equipment:

	Equipment
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	
	
	
	
	
	
	
	
	
	
	

	 
	 
	Total Equipment
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


D. Animals:

	Animals
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	Cost per year (including risk factor)
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	
	
	
	
	
	
	
	
	
	
	

	 
	 
	Total Animals
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


E. Travel:

	Travel
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	Travel
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	Accomodations (XX days@$XXX per day for each stay)
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	
	
	
	
	
	
	
	
	
	
	

	 
	 
	Total Travel
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


F. Miscellaneous:

	Miscellaneous
	 
	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	 
	 
	0 
	 
	0 
	 
	0 
	 
	0 

	
	
	
	
	
	
	
	
	
	
	

	 
	 
	Total Miscellaneous
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 

	
	
	
	
	
	
	
	
	
	
	

	Total Direct Cost
	 
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 

	Indirect Cost 
	15.0%
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 

	
	
	
	
	 
	
	 
	
	 
	
	 

	Total costs
	 
	 
	$0 
	 
	$0 
	 
	$0 
	 
	$0 


2.4 Other Support for All Personnel Named in 2.3 A.   For each source of support, provide name of supporting institution (company, agency, etc.), duration and dates of support, amount, title of project, any intellectual property rights agreements and how the project relates to this Proposal.  Use additional pages if necessary.  
	Has this or a substantially similar proposal been submitted to any other organization or funding agency?
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 


	If "Yes," to what organization(s) or agency? What was the outcome?



	Do you intend to submit this proposal elsewhere?
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 


	If "Yes," to what organization(s) or agency?


PART III.  RESOURCES AND ENVIRONMENT  
Provide a short description of the facilities to be used for this project, including the nature of the facilities, capabilities, proximity and availability to the project.  Describe biosafety procedures, the biosafety level that will be required for your project, and assurance that all research will comply with applicable regulations for the handling of infectious agents.
A. Laboratory:

B. Computer:

C. Animal:

D. Office:

E. Other:

F. Equipment:

G. Additional Resources:

PART IV. INTELLECTUAL PROPERTY RIGHTS
Provide complete information on intellectual property matters, including all patents, patent proposals, copyrights, assignment of rights, etc. that may have an impact on this proposal.  

PART V. PROJECT DESCRIPTION  

For detailed requirements please refer to the RFP 2006.01 and the Instructions.  Sections 5.1 through 5.4 cannot exceed ten (10) pages using 10 point, single-space type. Since Activities 3 and 4 will be considered together Sections 5.1 through 5.4 of the proposal cannot exceed twenty (20) pages using 10 point, single-space type. Supporting information may be permitted as Appendix C.  Any additional pages should be numbered V2, V3, etc. Supporting information may be submitted as Appendix C.  Join additional pages if needed. The project description must include: 
5.1 
Background Information and Preliminary Results

5.2 
Experimental Design and Methods
5.3
Description and Justification of All Proposed Collaborations/Partnerships 
5.4 
Critical Assessment and Possible Limitation of Approach in Relation to Project Objectives

5.5 
References (use additional pages if necessary)
PART VI.  ENDORSEMENT OF THE PROPOSAL
6.1 Acceptance of Conditions by the Principal Investigator

I have read the conditions set out in the Instructions which were provided with the application and I agree to abide by them. I shall be actively engaged in the project.  If my proposal is successful the terms of the funding agreement will govern. 

	Signature of the Principal Investigator
(“per” signature NOT acceptable)
	
	Date
	


6.2 Declaration of Institutional Endorsement

I confirm that I have read this proposal and that, if support is granted, the work will be accommodated and administered in the Department/Institution in accordance with the conditions in the Instructions as described therein and in the terms and conditions set forth in the Funding Agreement.  I also confirm that the Principal Investigator (name),                                         
 is a full-time employee of this institution.

Official Signing for Applicant Organization


	Signature of the Responsible Administrative Official of the Institution 
	
	
	

	(“per” signature NOT acceptable)
	
	Date
	


	Name 
	
	Title
	

	Full name of Institution
	

	Full postal address:
	

	

	Telephone 
	
	Fax
	

	E-mail
	


6.3 Letters of Support from Collaborators and/or Partners
Attach original letters of support, consortia and all contractual agreements from all collaborators and/or partners listed in this proposal, if any.  Such letters must specify the work to be done in conjunction with the proposed project.

APPENDIX A.  BIOGRAPHICAL SKETCH FORM
Provide the following information for all key personnel. 

Copy this page or follow this format for each person. (2 pages maximum)
	Name 
	


	Position / Title
	


Education / Training (Begin with baccalaureate or other initial professional education and include postdoctoral training.)
	Institution and Location
	Degree
	Year(s)
	Field of Study

	
	
	
	


Research and Professional Experience: Concluding with present position, list, in chronological order, previous employment, experience, patents or other intellectual property, grants held, and honors.  Include present membership on any public advisory committee. List, in chronological order, the titles, all authors, and complete references to all publications during the past three years and to representative earlier publications pertinent to this proposal.  If the list of publications in the last three years exceeds two pages, select the most pertinent publications.  DO NOT EXCEED TWO PAGES.

APPENDIX B.  ANIMAL CARE AND USE APPROVALS

Provide information documenting Institutional approval for the use of animals in research.  This includes identification of the protocol by name and protocol number, an abstract of the protocol, and the starting and ending dates of the approved protocol.  Attach a copy of the protocol approval page. 

All proposed projects involving animal studies must demonstrate responsible animal care and use, and adhere to applicable laws regulating animal research.  A statement attesting that animals will be maintained in facilities that comply with accepted principles for the humane treatment of animals must be provided, unless a copy of accreditation from the Association for Assessment and Accreditation of Laboratory Animal Care (AAALAC International) or equivalent accreditation is provided.

Research may not begin, nor will funding be made available, unless this information is received by the TB Alliance.
APPENDIX C.  SUPPORTING MATERIAL
If necessary, provide supporting material (please refer to PART V, PROJECT DESCRIPTION, above.)















� If this is not the case, please attach a signed statement clearly specifying the Principal Investigator's relationship with the Institution and the principal source of Principal Investigator’s salary





� An official of the Institution - other than the Principal Investigator - fully empowered to enter into contractual arrangements on behalf of the Institution
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