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RFP INSTRUCTIONS
Please read these instructions carefully before submitting your proposal
(RFP2006.01)
LOI SUBMISSION DEADLINE:  October 6, 2006
SUBMIT ORIGINAL AND ELECTRONIC COPIES OF THE FULL PROPOSAL 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 x 235  
Fax : (212) 227-7541
E-mail:  RFP@tballiance.org


DO NOT INCLUDE THESE INSTRUCTIONS WITH YOUR PROPOSAL
Approved proposals will be funded through a staged funding agreement (FA).  The terms of the agreement will govern the relationship with the Global Alliance for TB Drug Development (TB Alliance).

Before sending your proposal to the TB Alliance, be sure that it includes all requested documentation.  Please note that the TB Alliance will not consider proposals unless they:
· Provide complete proposals from collaborators/partners;

· Do not include inappropriate budget items, such as scientific meeting travel or unacceptable institutional overhead expenses; 

· Include the signature of the responsible administrative official of the Institution/company. 

ABOUT THE TB ALLIANCE
The Global Alliance for TB Drug Development (TB Alliance) is a not-for-profit public-private partnership accelerating the discovery and development of affordable new anti-TB drugs that will shorten treatment, be effective against multi-drug resistant strains, treat TB-HIV co-infection, and improve treatment of latent infection.  Working with public and private research laboratories worldwide, it is leading the development of the first, most comprehensive portfolio of TB drug candidates in nearly forty years.
Operating Principles
The TB Alliance establishes collaborations with outstanding scientists worldwide, leveraging scientific advances and catalyzing TB research and development (R&D). The goal is to develop a regimen that can dramatically improve TB therapy.  The TB Alliance is interested in novel drugs and drug combinations that can avoid cross-resistance with existing drugs and radically shorten the course of treatment with lower toxic side effects to increase patient compliance and slow the spread of the disease and the development of multi-drug resistant (MDR) strains.
The TB Alliance accelerates drug discovery and development by tracking the progress of all TB drug development efforts worldwide, and intervenes selectively when its efforts will help advance promising drug candidates.  Our strategy is built on partnerships where both risks and incentives are shared.  By bringing together public and private parties that contribute scientific and financial resources, we leverage market forces while removing the barriers that have deterred TB drug development for decades.
To maintain control and accountability for its investments, the TB Alliance establishes clear, pre-defined milestones for its contracting partners.  The TB Alliance provides staged funding, expert scientific and management guidance, and some limited infrastructure (project management, legal support, etc.).  

Intellectual Property Rights
The TB Alliance pursues intellectual property rights (IPR) to ensure the availability of novel technologies for public benefit.  This approach allows the TB Alliance, at each stage of the development process, to balance affordability and health equity with effective incentives for collaboration and win-win agreements.

The TB Alliance negotiates terms and conditions based on a variety of factors, including the public health impact of the technology, level of investment, valuation, stage of scientific and clinical development, pipeline requirements, timing, and other business, economic and public health considerations.
Confidentiality and Conflicts of Interest
Members of the Board of Directors, officers and all members of the various committees of the TB Alliance serve the public purposes to which the TB Alliance is dedicated.  Accordingly, each has a duty to conduct the affairs of the TB Alliance in a manner consistent with the TB Alliance’s purposes and to make all decisions solely to promote its best interests.  This duty dictates that members not disclose or use any information received in their capacity as members for purposes other than evaluation of matters relevant to and in the interest of the TB Alliance.  Avoiding any conflicts also requires that the TB Alliance be fully informed about its own transactions and arrangements and those in which members may have an interest. 
For this reason, any member of the TB Alliance Scientific Advisory Committee, Portfolio Committee or Board of Directors who elects to submit a proposal for funding will be required to resign from his or her position within the TB Alliance.
THE APPLICATION, REVIEW AND AWARD PROCESS

The TB Alliance invites proposals from organizations that have the capability to evaluate new drug combinations against Mycobacterium tuberculosis in relevant preclinical models, with the goal of moving any promising combinations into clinical development. 
Review of Proposals
Proposals received by the TB Alliance are reviewed by the TB Alliance R&D staff, members of the Scientific Advisory Committee, and scientific consultants.

Funding of Approved Proposals
Approved proposals will be funded through staged funding agreements (FA), for a period that will be agreed upon and will be subject to satisfactory progress.  The terms of the FA govern the relationship between the successful applicant and the TB Alliance.  Once an agreement has been signed, any changes proposed to the approved plan of work or to budget allocations must be submitted to the TB Alliance for approval.
Payments

The schedule of payments is specified in the terms of the FA.  Payments may not be made to any account other than official institutional accounts.

Funding Restrictions
The financial resources available to the TB Alliance are limited, and it is therefore necessary to restrict funding for certain types of expenditures. Please note the following restrictions:

Overhead, administrative or miscellaneous expenses: The TB Alliance will consider financial support for activities, services or materials such as "overhead", "administrative" or "miscellaneous" expenses, e.g., secretarial, clerical, book-keeper salaries, and office supplies and utilities, only if they are directly related to the project, and items are specifically identified. Note that the TB Alliance sets an overhead cap of 10%.  TB Alliance funds may not be used to support the administrative costs of meetings unless specified in the FA.
Capital equipment:  Only equipment that is specific and essential to the project will be approved.  For example, a request for an incubator to increase capacity for this proposal would be supported, but the purchase of an NMR machine would not.
Travel costs: Travel, if any, should be kept to a minimum, and may be paid from TB Alliance funds only if the travel is essential to the successful execution of the proposed work and is itemized in the approved budget. Travel for the purpose of attendance at scientific meetings will not be supported.  Travel expenses for the Principal Investigator (PI) to present research results may be considered on a case-by-case basis. 
Construction costs: The TB Alliance does not fund the cost of construction of new buildings or extensions of buildings.

Quarterly and Annual Financial Reports 
The TB Alliance requires the PI to submit quarterly and annual budget reports. These reports must be made on TB Alliance reporting forms, which will be made available as part of the FA. These reports comprise a critical part of the project evaluation, and are essential for continued financial support of the project.

Financial reports are subject to audit by the TB Alliance's auditors or their designee at the discretion of the TB Alliance.  In order to facilitate such financial reporting and audit, the Institution is required to keep accurate and systematic accounts and records of the project and to permit the TB Alliance to inspect these upon request.
All financial reports must be signed by the PI and the Chief Financial Officer of the Institution.

Quarterly and Annual Progress Reports
Quarterly progress reports and annual progress reports, as well as a terminal report upon completion of the project, are also required.  These may be submitted in narrative form.  The quarterly progress reports need not be extensive, but should indicate any significant progress since the last report.  Annual progress reports should summarize the progress made in the preceding 12 months.
A terminal report must be submitted upon completion of the project. This final report should summarize the course of the project, including, but not limited to, scientific findings, intellectual property and financial statements for activities under the FA.  Annual progress reports and the final report must be signed by the PI and the responsible administrative official of the Institution.
Publications 
Institutions and/or Principal Investigators are encouraged to publish the results of work supported by the TB Alliance. Publication includes dissemination in a presentation at a scientific meeting, abstract, etc.  However, publications will be subject to certain intellectual property rights conditions that will be fully specified in the FA.   All publications must properly acknowledge the support of the TB Alliance.   
Employer's Liability
When project personnel are paid from TB Alliance funds, the TB Alliance assumes no liability as an employer and the Institution’s employees work under the Institution’s normal regulations and discipline.  Such personnel are not entitled to describe themselves as staff members or employees of the TB Alliance.

Research Involving the Use of Laboratory Animals or Captured Wild Animals
Any project funded by the TB Alliance that uses animals must comply with generally accepted principles for the humane treatment of animals, as embodied in the Guiding Principles for Biomedical Research Involving Animals, published by the Council for International Organizations of Medical Sciences (CIOMS, Geneva, 1985).   Information about the proposed use of animals and documentation of institutional approvals for the care and use of animals is required in Appendix B.
INSTRUCTIONS FOR COMPLETING THE APPLICATION FORM
Proposals to the TB Alliance must be prepared in accordance with the instructions provided in this document. Please read all sections carefully before completing the proposal.   An electronic file of the proposal form and these instructions are available on the TB Alliance website.  If you use a word processing program for completing the form, the font size must be no smaller than 10 points.

All sections of the application must be completed, and you must adhere to the page limits imposed for the various sections. To permit efficient processing of your proposal, please do not write on the back of any page of the application, nor on the back of any pages attached to it. Number any additional pages as instructed in the form itself.

The curriculum vitae of the applicant must be included in the proposal. Please also attach the curricula vitae of any named scientists who will be involved in the project. Other formats containing the same information requested in Appendix A are acceptable but must not exceed the maximum page limitation of two pages per individual.  Please note that a complete list of publications is not required; only the most important publications should be listed.

PART I.  GENERAL INFORMATION 
1.1 Name of Principal Investigator and Institutional Affiliation

First name(s) should be spelled out in full. Please provide the address at which you receive your professional correspondence.

The Principal Investigator (PI) is the individual within an Institution who is responsible for all technical aspects of the work referred to in the FA.  The Institution is any legal entity, such as a pharmaceutical company, a biotech company, a research institute, a university, an NGO, a ministry or a research council, within which the PI is working and to which he or she is responsible.

If the PI leaves the Institution with which the FA is made or ceases to actively direct the project, the Institution shall promptly inform the TB Alliance of this fact, in which case the TB Alliance shall have the right to terminate the FA.  The TB Alliance shall also have the right to transfer the project to the PI’s new Institution.  If another PI is proposed by the Institution, the project may be continued provided the written approval of the TB Alliance has been obtained in advance.
Under normal circumstances, only one Principal Investigator is expected per project. Other investigators should be listed as co-investigators.

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):

Activity 1: In vitro evaluation of synergistic and antagonistic effects under replicating and non-replicating conditions.
------AND/OR-------
Activity 2: Evaluation of potential pharmacokinetic interactions of all potential 3-drug combinations that meet certain defined criteria in mice.                        
--------AND/OR------
Activity 3: In vivo evaluation of potential 3-drug combinations for bactericidal activity in a mouse model and pre-selection of candidate combinations.           
AND
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------
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
The proposed starting date will be agreed upon in the FA, and should be entered in the following format: day/month/year.
1.4  Estimated Duration
The estimated duration of the project should be indicated.

1.5  Total Budget 

Indicate the total budget requested for the duration of the project in US dollars.  This number should be the same as that shown in the Grand Total in Section 2.2.
1.6 Official Signing for Applicant Organization

The person identified in this section must be an individual who has the authority to make commitments, including financial commitments, for the organization.  
1.7 Collaborations and Partnerships

All public and private collaborators and partners associated with the proposal must be listed in this section, and the budget must clearly specify expenses for each collaborative and partner Institution.  Detailed information on the nature of such collaborations and partnerships, and the budget associated with the proposed collaborations and partnerships, will be required in Parts V and VI.  

Although only one proposal is to be submitted, its content must specify the contribution of each collaborator/partner.  

1.8  Use of Animals
Indicate whether vertebrate animals are to be used in the project.  If “yes,” complete Appendix B.  All projects involving animals must demonstrate responsible animal care and use, and adhere to applicable laws regulating animal research.  Such assurance can be demonstrated by certification from the Association for Assessment and Accreditation of Laboratory Animal Care (AAALAC International) or equivalent accrediting organizations.  In addition, all animal protocols must be approved by an institutional animal care and use committee (IACUC).
TABLE OF CONTENTS FOR THE APPLICATION

The table of contents can serve as a checklist and a useful tool in completing the application.  Please insert the appropriate page numbers in the table of contents when you have completed the application. 

PART II.  BUDGET

Please provide detailed budget data in accordance with the instructions in each section.  When more than one Institution is involved in the proposed project (collaborations/partnerships), the budget section must clearly specify expenses for each Institution. Unless otherwise specified in the FA, all payments are made to the Principal Investigator's Institution.

2.1 Budget Details
All budgets must be submitted in US dollars. Budgets in other currencies are not acceptable. If any budget line requires funds in any other currency, indicate the reasons for this under Section 2.3 of the proposal, "Budget Justification,” and give the conversion rate used.

The budget must relate directly to the planned activities and the costs of the resources required to conduct these activities. For example, costs, especially for laboratory-oriented research, could be broken down into total numbers of staff-months (e.g., assign 50% of total salary to this budget for a person who will spend 50% time and effort on the proposed project), rental or purchase of equipment and its maintenance, purchase of supplies and chemicals, purchase of animals and their maintenance, etc. If additional space is needed for budget items, expand under "Budget Justification,” Section 2.3 of the form.

2.2 Budget Summary
Summarize all cost components for the duration of the project. 
2.3 Budget Justification
The budget must clearly reflect the planned activities and the costs required. Justify each budget line, stating how the cost figures were derived in relation to the activities to be undertaken. Pay particular attention to major or unusual items. Use a maximum of two additional pages, if necessary, writing on one side only and numbering them as instructed on the form. The following information should be provided for the various budget lines:

A.  Personnel: For each person, give name, position and total salary requested. Additional information is required for key personnel (see Appendix A).

B.  Supplies: List separately the costs of the various categories of expendable supplies (e.g., laboratory reagents, glassware).

C.  Equipment: Give general justification for minor equipment and identify any piece of equipment costing more than US $5,000 (major equipment), and justify its purchase in relation to the work proposed. Give strong technical justification for your request of equipment costing over US $10,000. 

D.  Animals: Specify species, number, purchase costs and costs of maintenance.

E.  Travel: Travel expenses should be minimized, and must be directly related to the project.  List separately the costs of transportation, per diem (indicate per diem scale paid by the Institution), and any other costs (specify). Please note that the TB Alliance does not support travel for the purpose of attending scientific meetings.

F.  Other Expenditures: Itemize under this budget line any other expenditure required for the proposed work such as overhead costs.  Please note that overhead may not exceed 10%.
2.4 Other Support for All Personnel Named in Section 2.3A
Identify each person who will be working on the proposed project.  For any person identified who is supported by funds other than from the TB Alliance, identify the supporting Institution, the duration, amount and time period of that support, any intellectual property rights agreement(s) resulting from that support that bear on this project, and how the work supported by the Institution relates to this proposal.  This information may require additional pages. 
PART III.  RESOURCES AND ENVIRONMENT

This section should describe the facilities in which you will conduct the proposed project, and define the resources that will support the project, including any facilities in which you will conduct animal procedures and maintain animals used in the proposed project.  All proposed projects involving animal studies must have institutional approval and demonstrate responsible animal care and use, and adhere to applicable laws regulating animal research.   Appendix B must be completed for any proposal that includes animal studies.
PART IV. PATENT AND INTELLECTUAL PROPERTY RIGHTS

Provide complete information on the following intellectual property matters including patent and copyright information.  Your answer should include:
A. A description of any obligations or agreements concerning ownership, assignment, royalty or enforcement rights for any patent that would result from the proposal and project technologies;

B. A description of any proprietary or patented technology that will be used in your project;
C. Copies of any statement, policy or procedure of your Institution or Institutions relating to patents and copyrights, including a description of any institutional position with respect to ownership of patent or copyright rights in the results of your research;

D. A description of any licenses for third party materials included or needed for the work described in your proposal;

E. A description of  commitments to any third parties for any rights in the research or technologies of your proposal;

F. A description of any collaborative input to your research from third parties and the nature of each collaborator's contribution;

G. A description of any other ownership or control of intellectual property rights relating to your proposal or proposed project technologies.

PART V.  PROJECT DESCRIPTION

Describe the project in the order given (refer to the guidelines below). Continue for a maximum of 10 pages (Part 5.1 to 5.4), using 10 points, single-space type, writing on one side only and numbering them as instructed in the form.  Any additional supporting information may be attached as Appendix C.  However, it is expected that the entire narrative (Part 5.1 to 5.4) will be limited to no more than 10 pages, and that anything inserted in Appendix C will serve only as supporting material, rather than as an extension of the 20 page limit. Please note that proposals for Activities 3 and 4 will be considered together and so the page limit for Activities 3 and 4 together will not exceed more than 20 pages (Part 5.1 to 5.4), using 10 points, single-space type.
Proposals should satisfy as many as possible of the following criteria; otherwise, provide a strategy to address the resulting development hurdles:

5.1  Background Information and Preliminary Results
Clearly state the aims and objectives of the project.  Show how the research relates to:
· TB Alliance priorities: Identification of the best drug combination for reducing the treatment duration for tuberculosis;
· Current scientific knowledge relevant to the project:  It may be appropriate here to outline preliminary results;
· Achieving the project objectives and how they may contribute to improved TB treatment and control.
Identify milestones to be met during the course of the project, and anticipated results.
5.2  Experimental Design and Methods
Provide information on experimental design and methods as described in the Request for Proposals, including statistical methods, to a level of detail that will permit critical evaluation by experts. Indicate an approximate time schedule for each part of the proposed plan of work.

The following should be clearly outlined:

· experimental design 

· statistical design and proposed analysis 

· methods (with relevant bibliographic references) 

· resources
· flow chart indicating progression strategy and decision points
Indicate whether trained staff, facilities and methods are already available, and if not, the nature of the support requested with respect to:

· personnel

· training 

· equipment

· other resources (e.g., cold rooms, small animal facilities)
Identify milestones to be met during the course of the project, critical go/no-go decision points, and anticipated results.
5.3  Description and Justification of All Proposed Collaborations/Partnerships
Please give the names and institutional affiliations of all proposed collaborators and/or partnerships (if any). 
Indicate both the potential and need for such collaborations and partnerships within the project, and describe the type of collaboration envisaged.  In all cases, collaborations and partnerships must be based on mutual agreement between the parties concerned.  Therefore, a letter of support from each collaborator is required (see Section VI, No. 6.3).

Indicate here the links that would be established with other drug development research projects (if any).

5.4  Critical Assessment and Possible Limitations of Approach in Relation to Project Objectives
Outline here your own critical assessment of the approach taken and its possible limitations in reaching the project's objectives.

5.5   References
Attach copies of relevant scientific publications (as PDF files) which support the proposed study. 
PART VI. Endorsement of the Proposal

6.1 – 6.2 Endorsement of the Proposal
Signatures other than those of the PI and responsible administrative official are not acceptable
The proposal must be endorsed by the PI and the responsible administrative official of the Institution where the work is to be conducted. The signatures of the PI and responsible administrative official will certify that the program and financial information provided is accurate.
Note that if the PI is not a full-time employee of the Institution, the responsible administrative official should attach a signed statement specifying clearly the PI’s relationship with the Institution, and indicating the source of the PI’s salary.
6.3  Letters of Support from Collaborators and/or Partners 
Identify collaborators and/or partners on this page.  Attach ORIGINAL letters of support from collaborators and partners.  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

Appendix B must be completed for any proposal that involves animal studies.  All such projects must demonstrate responsible animal care and use, and adhere to applicable laws regulating animal research.  Such assurance can be demonstrated by certification from the Association for Assessment and Accreditation of Laboratory Animal Care (AAALAC International) or equivalent accrediting organizations.  In addition, all animal protocols must be approved by an institutional animal care and use committee (IACUC).
Appendix C
Supporting material: please refer to PART V, PROJECT DESCRIPTION, above. 
SUBMISSION OF PROPOSALS

Potential contractors are encouraged to submit a Letter of Intend (LOI) to the TB Alliance. LOIs must arrive at the TB Alliance as e-mail attachments or by mail no later than close of business October 6, 2006. Applicants who have submitted acceptable LOIs will be invited to submit full proposals which must be received by the TB Alliance no later than January 5, 2007.
The original with signatures and an electronic copy of the completed proposal must be submitted to the TB Alliance. Complete information is essential for rapid consideration of proposals. Please ensure that all required signatures have been obtained and that any additional documentation is appended to the original proposal. Also make sure that all partners submit their official letters of support so that they may be attached to the application prior to its submission.  Original proposals may be submitted either by mail or courier.
All proposals must be submitted to the TB Alliance at the following address:
The Global Alliance for TB Drug Development

80 Broad Street, 31st Floor
New York, NY  10004
ATTN:  Ms. Marie Messina
E-mail:  RFP@tballiance.org
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