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 Comments Due:   06/30/2004    

TO ALL POTENTIAL APPLICANTS
SUBJECT:  DRAFT RFA – Contraceptive and Reproductive Health

     Technologies Research
USAID intends to award a cooperative agreement under this RFA to a U.S organization based on full and open competitive procedures.   
The draft RFA is provided for industry comments.  The contents of the draft may change prior to the formal release of the RFA.  Comments on this draft RFA should be submitted to Deborah Simms-Brown at dsimms@usaid.gov or by fax at (202) 216-3132, by 4:30 pm EST on June 30, 2004.  
USAID does not intend on replying directly to industry comments received, but may revise the final RFA based on a review of responses received in a manner advantageous to the government.
Sincerely,

Deborah Simms-Brown

Contracting Specialist

M/OAA/GH/POP

 Issuance Date:  TBD

 Closing Date:  TBD

 Closing Time:  TBD

 Subject:  Request for Applications (RFA) DRAFT FOR COMMENTS
           Contraceptive and Reproductive Health Technologies Research

 The United States Agency for International Development (USAID) is seeking applications for an Assistance Agreement for funding a program for Contraceptive and Reproductive Health Technologies Research (CRTU).  The authority for the RFA is found in the Foreign Assistance Act of 1961, as amended.

 The Recipient will be responsible for ensuring achievement of the program objective to develop and test new contraceptive methods, microbicides and other reproductive health products, improve existing contraceptive technologies, conduct quality assurance surveillance of contraceptives and reproductive health technologies, and increase the understanding and use of these technologies in family planning and reproductive health programs in developing countries.  Please refer to the Program Description for a complete statement of goals and expected results.

 Pursuant to 22 CFR 226.81, it is USAID policy not to award profit under assistance instruments.  However, all reasonable, allocable, and allowable expenses, both direct and indirect, which are related to the grant program and are in accordance with applicable cost standards (22 CFR 226, OMB Circular A-122 for non-profit organization, OMB Circular A-21 for universities, and the Federal Acquisition Regulation (FAR) Part 31 for-profit organizations), may be paid under the grant.

 Subject to the availability of funds, USAID intends to provide approximately $125,000,000.00 in total USAID funding to be allocated over the five (5) year period.  USAID reserves the right to fund any or none of the applications submitted.

 For the purposes of this program, this RFA is being issued and consists of this cover letter and the following:

     1.  Section A - Grant Application Format;

     2.  Section B - Selection Criteria;

     3.  Section C – Program Description;

     4.  Section D - Certifications, Assurances, and Other Statements

 of Applicant/Grantee;

 For the purposes of this RFA, the term "Grant" is synonymous with "Cooperative Agreement"; "Grantee" is synonymous with "Recipient"; and "Grant Officer" is synonymous with "Agreement Officer".

 If you decide to submit an application, it should be received by the closing date and time indicated at the top of this cover letter at the place designated below for receipt of applications.  Applications and modifications thereof shall be submitted in envelopes with the name and address of the applicant and RFA # (referenced above) inscribed thereon, to:

   (By U.S. Mail)

     U.S Agency for International Development

     Office of Acquisition and Assistance, GH/OAA/GH/POP

     Ronald Reagan Building, Room 7.09-103

     1300 Pennsylvania Avenue, NW

     Washington, DC 20523-7900


Attn:  Ms. Deborah Simms-Brown

   (By All Other Means of Delivery)

     U.S. Agency for International Development

     Office of Acquisition and Assistance, M/OAA/GH/POP

     1300 Pennsylvania Avenue, NW, 


Ronald Reagan Building, 14th Street Guard Desk

     Washington, DC  20523

     Attn: Ms. Deborah Simms-Brown

 Applicants are requested to submit both technical and cost portions of their applications in separate volumes.  Award will be made to that responsible applicant(s) whose application(s) offers the greatest value.

 Issuance of this RFA does not constitute an award commitment on the part of the Government, nor does it commit the Government to pay for costs incurred in the preparation and submission of an application.  In addition, final award of any resultant grant(s) cannot be made until funds have been fully appropriated, allocated, and committed through internal USAID procedures.  While it is anticipated that these procedures will be successfully completed, potential applicants are hereby notified of these requirements and conditions for award. Applications are submitted at the risk of the applicant; should circumstances prevent award of a cooperative agreement, all preparation and submission costs are at the applicant's expense.

 The preferred method of distribution of USAID procurement information is via Fedgrants.gov on the world wide web (www). This RFA and any future amendments can be downloaded from the Agency Web Site. The World Wide Web Address is http://www.fedgrants.gov.  Select "Applicant", then click on "USAID Offices", and select the appropriate location and search for the RFA. If you have difficulty with accessing the RFA, please contact Ms. Mercedes Williams at 202-712-1799 for technical assistance. Receipt of this RFA through Fedgrants.gov must be confirmed by written notification to the contact person noted below.  It is the responsibility of the recipient of the application document to ensure that it has been received from Fedgrants.gov in its entirety and USAID bears no responsibility for data errors resulting from transmission or conversion processes.

 In the event of an inconsistency between the documents comprising this RFA, it shall be resolved by the following descending order of precedence:

     (a)  Section II - Selection Criteria;

     (b)  Section I - Grant Application Format;

     (c)  Program Description;

     (d)  This Cover Letter.

 Any questions concerning this RFA should be submitted in writing to Deborah Simms-Brown, Contract Specialist, via facsimile at (202) 216-3132 or via internet at dsimms@usaid.gov.  If there are problems in downloading the RFA off the INTERNET, please contact the USAID INTERNET Coordinator on (202) 712-4442.  Applicants should retain for their records one copy of all enclosures which accompany their application.
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                SECTION A - GRANT APPLICATION FORMAT

  PREPARATION GUIDELINES

 All applications received by the deadline will be reviewed for responsiveness to the specifications outlined in these guidelines and the application format.  Section II addresses the technical evaluation procedures for the applications.  Applications which are submitted late or are incomplete run the risk of not being considered in the review process.  "Late applications will not be considered for award" or "Late applications will be considered for award if the Agreement Officer determines it is in the Government's interest."

 Applications shall be submitted in two separate parts: (a) technical and (b) cost or business application. Technical portions of applications should be submitted in an original and five (5) copies and cost portions of applications in an original and two (2) copies.

 The application should be prepared according to the structural format set forth below.  Applications must be submitted no later than the date and time indicated on the cover page of this RFA, to the location indicated on page 3 of the cover letter accompanying this RFA.

 Technical applications should be specific, complete and presented concisely.  The applications should demonstrate the applicant's capabilities and expertise with respect to achieving the goals of this program.  The applications should take into account the technical evaluation criteria found in Section II.

 Applicants should retain for their records one copy of the application and all enclosures which accompany their application.  Erasures or other changes must be initialed by the person signing the application.  To facilitate the competitive review of the applications, USAID will consider only applications conforming to the format prescribed below.

  TECHNICAL APPLICATION FORMAT

A. Cover Sheet (1-2 pages): 
· Title of RFA 
· Identify nameS of all organizations in partnership 
· Applicant should provide the names of the individuals responsible for the preparation of the application, the level of effort of each individual in the process and what, if any, role they would continue to play during the performance of the agreement. 
· Applicant should also identify the primary point of contact for the application, with address, phone number, fax number and internet address.

 B. Program Description (35-40 pages): Applicants should focus on describing how they propose to achieve the overall goal of this agreement through the accomplishment of the three intermediate results. The application should describe the Applicant’s innovative ideas, approaches and capacity to achieve the results of the program.  Applicants are requested not to merely repeat what is already described in the Results Framework.

 Activity Objective and Intermediate Results The program description should address: 
Result 1. Improved and new contraceptive and reproductive health technologies developed, evaluated and approved 
· Applicant(s) should describe their global technical leadership in the area of contraceptive and reproductive health technology development and testing, experience with bringing new products to the market, ability to work in close collaboration with other partners, bilateral and multilateral donors and foundations, the FDA and other national level regulatory agencies, and other stakeholders. 
· The applicant should describe any existing collaborative relationships with the pharmaceutical industry and the private sector. 
· Applicant(s) should elaborate on their vision of the contraceptive and reproductive health technology needs of women and men for the next decade, taking into account variations in age and gender norms, possible leads/ideas that meet these needs strategically and efficiently, and ideas for additional studies on contraceptives and medical therapies for program guidance. 
Result 2. Microbicides and microbicides/spermicides developed, evaluated and approved 
· Applicant(s) should describe their ability to be leaders in the area of microbicide development, current (if any) leads under investigation by their organization, ability to leverage other donor funding for this area, collaborative relationships with other implementing groups, and their vision for the future. 
· Applicant(s) should demonstrate their knowledge of the current range of activities and products under development and their ideas about what is needed to get a product on the market and then used. 
Result 3. Use of contraceptives, microbicides and reproductive health technologies optimized and expanded 
· Applicant must describe their ability to implement epidemiological, surveillance and behavioral research, etc., as described in the Program Description, and their experience in ensuring that research results are utilized by programs. 
· Applicant should elaborate on how their will develop collaborative relationships with service delivery organizations, both U.S.-based and in-country, their previous experience working with field programs for the utilization of research results, etc. and the plans to expand/improve such relationships for impact in the field. 
· Evidence of efficient mechanisms for cost-effective transfer of knowledge, skills and technology to other U.S. based and developing country organizations will be given high priority. 
· Applicant must also elaborate on how the quality assurance activities they have proposed will serve the field and are synergistically related to the biomedical and program research activities. 
Critical Issues 
· Applicant should respond to each of the Critical Issues as described in the Program Description, focusing on how they will ensure that the activities suggested by these themes are implemented, the issues and challenges facing the implementation of these themes, as well as possible solutions to those issues. 
· In particular, Applicants are to describe: specific clinical capacity; details about the biostatistical capacity and level of support that can be provided to other organizations; a realistic, cost-effective plan for field presence, including in which countries the applicant proposes to have core-funded field staff; possible composition of the TAC; collaborative arrangements with other organizations for moving research results into programs; specific processes for peer and IRB review; cost-effective knowledge management plan. 
· Details about laboratory capacity and the level of support that can be provided for sampling, testing, report generation, inter-laboratory studies, QA support to a variety of organizations in the field, QA research, as well as global QA leadership. 
· Applicants are encouraged to suggest realistic ways in which the USAID Cognizant Technical Officer/Technical Advisor (CTO/TA) and PRH can be of assistance in the implementation of these activities and achievement of results.

Personnel Capability/Staffing/Expertise (approximately 10 pages): 
· Applicants are required develop a comprehensive staffing plan that demonstrates an appropriate balance of skills and accountability to enable achievement of the CRTU results.  
· The staffing pattern should reflect the minimum number of highly experienced technical and support staff sufficient to manage activities under the Cooperative Agreement.  
· The Applicant should propose the optimal mix of technical personnel, at the headquarters and field office level, necessary to achieve the results of the Project.  
· The overall staffing pattern should reflect strong experience and technical expertise in the areas of biomedical and program research and related activities in FP/RH and HIV/AIDS, quality assurance of commodities, service delivery programs in different social and cultural contexts, and the utilization of research results in developing countries.

·  Applicants should provide: a full staffing plan, including technical support staff, with underlying rationale (including a justification for the total number of full-time and part-time staff being proposed and anticipated subproject load per staff member); 
· Applicants should provide an organizational chart demonstrating lines of authority and staff responsibility accompanied by position descriptions for each position proposed; Summaries of the qualifications of key personnel and other technical and administrative staff. 
· Application should provide at least two past performance references for each key personnel. 
· Applicant should provide a matrix of all personnel and relevant skills that they bring to the performance of this activity.

D. Management plans (approximately 5 pages): 
Describe your approach to managing the cooperative agreement.  The applicant should address the following topics. 
· Provide an overall organizational chart for CRTU implementation showing roles, responsibilities and lines of authority across all partners, including any sub-grantees/subcontractors receiving significant funds for specific program components. 
· Applicants must clearly address the specific role of partners and how their skills will be utilized to achieve the program objective.  Please note that USAID’s expectation is that in the case of partnerships with multiple organizations, staff of all partners should be co-located. 
· Applicants should provide a draft management plan that includes their strategy to address key management challenges such as internal and external coordination of partners and staff, establishing roles and lines of authority, financial management and decision-making and management skills to ensure success in achieving results. 
· Applications should reflect a willingness to partner with non-traditional and creative partners and utilize diverse human resources effectively. Applicants should address how they intend to manage the operational partnerships in order to maximize the input and utility of all partner organizations, including any leveraging of resources and cost savings.

Monitoring and evaluation (approximately 5 pages): 
· Applicants should lay out a framework for monitoring performance of each of the three results under the CTRU Activity Objective. 
· Applicants should propose a strategy that describes information necessary to track progress.  At a minimum, Applicants should identify specific outcomes that would lead to their contribution towards achieving each of the three results, benchmarks, milestones and indicators that would be used to measure progress, and a detailed plan of how indicators might be tracked on an ongoing basis to facilitate results reporting to USAID Washington and USAID Missions. 
· Applicant should submit a comprehensive monitoring and evaluation plan with appropriate, realistic and measurable indicators for the Activity Objective and three Results outlined in the framework (Attachment 2). 
· Applicant should describe how they will collect data for the indicators, and how they will document process level information to demonstrate progress towards achieving higher level results.  To the extent possible, indicators at all levels should have widely shared definitions and allow aggregation of results across countries, regions and/or the entire program. 
· USAID is more interested in measuring the impact of research on programs rather than a mere accounting of the numbers of different types of activities. 
· Applicants are encouraged to propose cost-effective, results oriented monitoring systems at the country and global levels based on pertinence, feasibility and availability of funding.

Institutional Capability 
· Applicants are encouraged to propose creative collaborative partnerships with other U.S. and/or international organizations, NGOs, private voluntary organizations, and firms to implement activities under this program. 
· Inclusion of non-traditional and innovative partners, such as south-to-south partners and faith-based organizations, is highly desirable. 
· Applicant(s) can explore different working arrangements with implementing partners for specific components of the program such as, outsourcing for some quality assurance activities, biostatistical support, etc.

 G. Past Performance References

 Applicants must provide the five most current past performance references for itself and references for each proposed subrecipient expected to perform at least 20% of the activities under the proposed program.  References provided should be for work similar in nature to that proposed in the Program Description, and in the last five years. (A duplicate of this information is as required in the Cost Proposal as an Attachment).

Each reference should include the following:

1)
Name of the organization 
2)
Name of the project 
3)
Brief project description 
4)
Period of performance 
5)
Estimated dollar value 
6)
Name, title, and telephone number of a point of contact at the organization for whom the work or activity was performed.

Include resumes for all proposed staff and letters of commitment from key personnel in an annex.  To the extent possible, full-time or near-full-time staff should be proposed.

  COST APPLICATION FORMAT

 The Cost or Business Application is to be submitted under separate cover from the technical application.  Certain documents are required to be submitted by an applicant in order for an Grant Officer to make a determination of responsibility.  However, it is USAID policy not to burden applicants with undue reporting requirements if that information is readily available through other sources.

 The following sections describe the documentation that applicants for Assistance award must submit to USAID prior to award. While there is no page limit for this portion, applicants are encouraged to be as concise as possible, but still provide the necessary detail to address the following:

   A.  A copy of the program description that was detailed in the applicants program description, on CD-ROM, formatted in Word97.

   B.  Include a budget with an accompanying budget narrative which provides in detail the total costs for implementation of the program your organization is proposing.  The budget must be submitted using Standard Form 424 and 424A which can be downloaded from the USAID web site, http://www.usaid.gov/procurement_bus_opp/procurement/forms/sf424/;

     - the breakdown of all costs associated with the program according to costs of, if applicable, headquarters, regional and/or country offices;

     - the breakdown of all costs according to each partner organization involved in the program;

     - the costs associated with external, expatriate technical assistance and those associated with local in-country technical assistance;

     - the breakdown of the financial and in-kind contributions of all organizations involved in implementing this Cooperative Agreement;

     - potential contributions of non-USAID or private commercial donors to this Cooperative Agreement;

     - your procurement plan for commodities (note that contraceptives and other health commodities will not be provided under this Cooperative Agreement).

   C.  A current Negotiated Indirect Cost Rate Agreement;

   D.  Required certifications and representations (as attached):

   E.  Cost share has been recommended to be 10% of the total estimated amount.  If the applicant proposes a cost share of less than  10%, it will be deemed as not responsive, and will be removed from further consideration.

   F.  Applicants who do not currently have a Negotiated Indirect Cost Rate Agreement (NICRA) from their cognizant agency shall also submit the following information:

     1.  copies of the applicant's financial reports for the previous 3-year period, which have been audited by a certified public accountant or other auditor satisfactory to USAID;

     2.  projected budget, cash flow and organizational chart;

     3.   A copy of the organization's accounting manual.

   G.   Applicants should submit any additional evidence of responsibility deemed necessary for the Grant Officer to make a determination of responsibility.  The information submitted should substantiate that the Applicant:

     1.   Has adequate financial resources or the ability to obtain such resources as required during the performance of the award.

     2.   Has the ability to comply with the award conditions, taking into account all existing and currently prospective commitments of the applicant, nongovernmental and governmental.

     3.   Has a satisfactory record of performance.  Past relevant unsatisfactory performance is ordinarily sufficient to justify a finding of non-responsibility, unless there is clear evidence  of subsequent satisfactory performance.

     4.   Has a satisfactory record of integrity and business ethics; and

     5.   Is otherwise qualified and eligible to receive a grant under applicable laws and regulations (e.g., EEO).

   H.   Applicants that have never received a grant, cooperative agreement or contract from the U.S. Government are required to submit a copy of their accounting manual.  If a copy has already been submitted to the U.S. Government, the applicant should advise which Federal Office has a copy.

   In addition to the aforementioned guidelines, the applicant is requested to take note of the following:

   I.  Unnecessarily Elaborate Applications - Unnecessarily elaborate brochures or other presentations beyond those sufficient to present a complete and effective application in response to this RFA are not desired and may be construed as an indication of the applicant's lack of cost consciousness.  Elaborate art work, expensive paper and bindings, and expensive visual and other presentation aids are neither necessary nor wanted.

   J.  Acknowledgement of Amendments to the RFA - Applicants shall acknowledge receipt of any amendment to this RFA by signing and returning the amendment.  The Government must receive the acknowledgement by the time specified for receipt of applications.

   K.  Receipt of Applications - Applications must be received at the place designated and by the date and time specified in the cover letter of this RFA.

   L.  Submission of Applications:

     1.  Applications and modifications thereof shall be submitted in sealed envelopes or packages (1) addressed to the office specified in the Cover Letter of this RFA, and (2) showing the time specified for receipt, the RFA number, and the name and address of the applicant.

     2.  Faxed applications will not be considered; however, applications may be modified by written or faxed notice, if that notice is received by the time specified for receipt of applications.

   M.  Preparation of Applications:

     1.  Applicants are expected to review, understand, and comply with all aspects of this RFA.  Failure to do so will be at the applicant's risk.

     2.  Each applicant shall furnish the information required by this RFA.  The applicant shall sign the application and print or type its name on the Cover Page of the technical and cost applications.  Erasures or other changes must be initialed by the person signing the application.  Applications signed by an agent shall be accompanied by evidence of that agent's authority, unless that evidence has been previously furnished to the issuing office.

     3.  Applicants who include data that they do not want disclosed to the public for any purpose or used by the U.S. Government except for evaluation purposes, should:

       (a) Mark the title page with the following legend:

 "This application includes data that shall not be disclosed outside the U.S. Government and shall not be duplicated, used, or disclosed - in whole or in part - for any purpose other than to evaluate this application.  If, however, a grant is awarded to this applicant as a result of - or in connection with - the submission of this data, the U.S. Government shall have the right to duplicate, use, or disclose the data to the extent provided in the resulting grant.  This restriction does not limit the U.S. Government's right to use information contained in this data if it is obtained from another source without restriction. The data subject to this restriction are contained in sheets ; and

       (b) Mark each sheet of data it wishes to restrict with the following legend:

 "Use or disclosure of data contained on this sheet is subject to the restriction on the title page of this application."

   N.  Explanation to Prospective Applicants - Any prospective applicant desiring an explanation or interpretation of this RFA must request it in writing within three weeks of receipt of the application to allow a reply to reach all prospective applicants before the submission of their applications.  Oral explanations or instructions given before award of a Grant will not be binding.  Any information given to a prospective applicant concerning this RFA will be furnished promptly to all other prospective applicants as an amendment of this RFA, if that information is necessary in submitting applications or if the lack of it would be prejudicial to any other prospective applicants.

   O.   Grant Award:

     1.  The Government intends to award one Grant resulting from this RFA to the responsible applicant whose application conforming to this RFA offers the greatest value (see also Section II of this RFA). The Government may (a) reject any or all applications, (b) accept other than the lowest cost application, (c) accept more than one application (see Section III, Selection Criteria), (d) accept alternate applications, and (e) waive informalities and minor irregularities in applications received.

     2.  The Government may award the Grant on the basis of initial applications received, without discussions.  Therefore, each initial application should contain the applicant's best terms from a cost and technical standpoint.

     3.  Neither financial data submitted with an application nor representations concerning facilities or financing, will form a part of the resulting Grant.

   P.  Authority to Obligate the Government - The Grant Officer is the only individual who may legally commit the Government to the expenditure of public funds.  No costs chargeable to the proposed Grant may be incurred before receipt of either a fully executed Grant or a specific, written authorization from the Grant Officer.

   Q.  The Contractor/Recipient is reminded that U.S. Executive Orders and U.S. law prohibits transactions with, and the provision of resources and support to, individuals and organizations associated with terrorism.  It is the legal responsibility of the contractor/recipient to ensure compliance with these Executive Orders and laws.  This provision must be included in all subcontracts/subawards issued under this contract/agreement.

   R.  Foreign Government Delegations to International Conferences - Funds in this [contract, agreement, amendment] may not be used to finance the travel, per diem, hotel expenses, meals, conference fees or other conference costs for any member of a foreign government's delegation to an international conference sponsored by a public international organization, except as provided in ADS Mandatory Reference "Guidance on Funding Foreign Government Delegations to International Conferences [http://www.info.usaid.gov/pubs/ads/300/refindx3.htm] or as approved by the [CO/AO/CTO].

              SECTION B - SELECTION CRITERIA

 The criteria presented below have been tailored to the requirements of this particular RFA.  Applicants should note that these criteria serve to: (a) identify the significant matters which applicants should address in their applications and (b) set the standard against which all applications will be evaluated.  To facilitate the review of applications, applicants should organize the narrative sections of their applications in the same order as the selection criteria.

 The technical applications will be evaluated in accordance with the Technical Evaluation Criteria set forth below.  Thereafter, the cost application of all applicants submitting a technically acceptable application will be opened and costs will be evaluated for general reasonableness, allowability, and allocability.  To the extent that they are necessary (if award is made based on initial applications), negotiations will then be conducted with all applicants whose application, after discussion and negotiation, has a reasonable chance of being selected for award.  Awards will be made to responsible applicants whose applications offer the greatest value, cost and other factors considered.

 Awards will be made based on the ranking of proposals according to the technical selection criteria identified below.

Application will be evaluated and scored based on the following criteria out of a total score of 100 points.

1. Key Personnel and Other Staff (40 points)

· The key personnel should have advanced degree in health sciences or related field and demonstrated experience in the field of RH/FP research and service delivery.   Demonstrated ability to manage highly complex projects, address the conceptual framework and advance the state-of-the-art in contraceptive and reproductive health technology development, research and utilization.   Combined the key personnel provide the breadth and depth of technical expertise and management experience needed in FP/RH biomedical and program research, implementation, monitoring and evaluation. (20 points)

· Other staff:  The staff and staffing pattern proposed for non-key positions demonstrate excellence in terms of key technical and organizational requirements and provide an appropriate mix of skills while avoiding excessive staffing (20 points).

2. Technical Approach   (35 points)                                               

The technical approach will be evaluated on the overall merit (creativity, clarity, state-of-the-art technical knowledge, and responsiveness) and feasibility of the program approach and strategies proposed to achieve the program’s activity objective, and proposed results and sub-results.  The technical approach that will be assessed based on the following:

· Quality of proposed strategies, approaches and interventions designed to achieve the three results and sub-results (20 points);

· The extent to which specific implementation issues, solutions, and strategies to deal with the Critical Issues highlighted in the Program Description.   (15 points)

3. Management Plan (10 points)   

· The extent to which the application provides appropriate plan for effectively coordinating and managing activities and any sub-grantees/subcontractors or other collaborating organizations, including non-traditional and innovative partnerships, with clear lines of management responsibility and technical oversight committees, etc.(5 points). 

· Extent to which the application provides appropriate strategies or approaches for coordinating with those of other USAID-supported organizations, with foreign governments, and their development partners.   (5 points)

4. Monitoring and Evaluation Plan (10 points)

· Extent to which the application has clearly defined and realistic performance targets and indicators that will describe the outcomes. 

· Extent to which the application clearly describes how performance will be measured, in terms of results and benchmarks, in a cost-effective and timely fashion. 

5. Institutional Capability and Past Performance (5 points)  

· The extent to which the applicant has successfully managed and implemented worldwide and/or national research and technical assistance projects in the FP/RH sector.

· The extent to which the application demonstrates openness to creative and/or non-traditional partners whose particular capabilities or approaches might strengthen the overall capacity of the lead organization.

· The extent to which the application demonstrates institutional capability and experience, and technical competence to implement and support the range of activities outlined in the RFA, and the combined expertise of all sub-grantees and other partners will be complementary, not duplicative in accomplishing the objective of CTRU.  

                SECTION C - PROGRAM DESCRIPTION

Contraceptive and Reproductive Health Technologies Research and Utilization (CRTU) 

I. DESCRIPTION OF CRTU 
A.
Introduction
The U.S. Agency for International Development (USAID) Bureau for Global Health (GH), Office of Population and Reproductive Health (PRH), is issuing this “Request for Applications (RFA)” for a cooperative agreement to build upon its previous work in contraceptive and reproductive health technology research, development and utilization.  The activity funded under this RFA is expected to develop and test new contraceptive methods, microbicides and other reproductive health products, improve existing contraceptive technologies, conduct quality assurance surveillance of contraceptives and reproductive health technologies, and increase the understanding and use of these technologies in family planning and reproductive health programs in developing countries.  While the emphasis is on contraceptive technology development and use, development and testing of HIV/AIDS-related technologies, such as microbicides and other prevention technologies, are also important element of this program.

Through this RFA, USAID seeks assistance to expand the range and support the use and availability of safe, effective, acceptable and affordable technologies for the prevention of unplanned pregnancy and sexually transmitted infections (STIs), including HIV, in family planning and reproductive health (FP/RH) programs worldwide.  This Activity Objective (AO) will be accomplished through the achievement of the three results listed below.  The results, as they relate to this award, are explained in detail in the scope of work of this program description.

Result 1
Improved and new contraceptive and reproductive health technologies developed, evaluated and approved.

Result 2
Microbicides and microbicide/spermicicdes developed, evaluated and approved.

Result 3
Use of contraceptives, microbicides and reproductive health technologies optimized and expanded.  

Result 1 will contribute towards expanding the range of technology options available to women and men worldwide to prevent unplanned pregnancy.  Technologies are defined here to include not only contraceptives, but also tools for improving service provision and use, such as safe injection systems, service delivery algorithms and job aids etc., to assist service providers, program managers and clients.  This result will also increase knowledge of existing contraceptives including gathering information on the use of these methods in an era of HIV/AIDS.  Result 2 is focused on the development of technologies to prevent HIV/STIs, while Result 3 aims to increase the availability and use of these technologies in service delivery programs with the goal of ultimately decreasing unintended pregnancy and reducing the incidence of HIV/AIDS and STIs.

B.  Program Background

For more than two decades USAID has been recognized as a global leader in the field of contraceptive research and development.  Furthermore, during the last decade, USAID has played an increasingly significant role in the fight against HIV/AIDS and other STIs by expanding its research portfolio to include development and testing of microbicides and dual protection technologies (for protection against pregnancy and HIV/STIs) such as female and male condoms, and studying issues of acceptability and service delivery related to these new technologies.  USAID has played a role in the development, testing and/or approval of almost every contraceptive available in the market today – from conducting clinical trials of low-dose oral contraceptives to establish safety and efficacy, to assisting in the development and testing of the CuT-380A IUD, to evaluating and supporting the clinical trials leading to FDA approval of novel female barriers methods such as the Reality female condom and Lea’s Shield.  In addition, USAID has played a key role in improving the provision and use of these and other methods throughout the world.    

USAID has also played a leadership role through predecessor procurements, such as the Contraceptive Technology Research Program (CTR) implemented by FHI, in assuring the quality of contraceptives that it provides worldwide.  The quality assurance activities of USAID are synergistically linked with its contraceptive development and testing program and are a unique contribution to the field. 

Recent external evaluations of two of the major biomedical projects supported by PRH [the former Population Council Program Grant and Family Health International’s CTR Program; reports are available on the POPTECH Project website, www.poptechproject.com, or upon request] have identified the following key lessons:

· USAID must continue to maintain capacity to conduct large scale clinical trials for products appropriate for use in developing countries;

· In addition to developing new/improved contraceptive and reproductive health technologies, it is critical to understand the use and acceptability of these products by different populations, study the long-term use of these products and the non-contraceptive health benefits that they might provide to women and men, and understand how these technologies can be introduced through different service delivery systems.  Such program research has proven to be most effective when implemented synergistically with biomedical research;

· USAID’s research projects are very valuable for providing critical technical assistance to other USAID-supported research programs in areas such as biostatistical support, cost studies, research design, etc.;

· One of the strengths of the current USAID research portfolio is the ability of the implementing organizations to not only develop and test new technologies, but also monitor the quality of the technologies provided by USAID around the world.  These quality assurance activities have proven invaluable in evaluating new technologies during preparation for clinical trials.  Another lesson learned is that knowledge of developing country programs is essential for effective quality monitoring and standards development.   USAID is considered a global leader in the field of developing international standards for quality assurance of contraceptive products. USAID Missions have relied heavily on technical assistance for these activities and continue to support them with field support funds. 

· USAID’s research program is unique in its ability to relate research to service delivery.  USAID-supported research is implemented primarily to answer specific field needs highlighted by its bilateral and other country programs.  One of the key lessons learned from several USAID research programs is that having field research staff to provide technical assistance and capacity building support to USAID Missions, service delivery programs implemented by other CAs, and host country organizations, is essential to ensure the utilization of research results for program improvement.

The above lessons learned have been incorporated into the remainder of the Program Description of this RFA which is specifically for a project to follow-on to the current CTR agreement (CCP-A-00-95-00022).   

C.   Issues and Challenges 

The majority of funding for contraceptive research and development during the last few decades has been provided primarily by the public sector.  Pharmaceutical companies have provided some of the funds that have gone into improving existing contraceptive products, mainly for oral contraception.  However, most of these companies are not supporting the development of new products, especially microbicides, because they perceive them to have a much smaller private sector market, considerably lower profit margins than other health products, and because of concerns about liability.  The NIH, USAID, WHO and some private foundations have been the primary donors supporting contraceptive research and development.  With the advent of HIV/AIDS, both the public and private sectors (predominantly through foundations) have been mobilized to develop microbicides and new barrier methods that prevent the transmission of HIV/AIDS and other STIs.  Even with all the advocacy and political support for microbicide development, the public sector again emerges as the primary supporter for microbicide research and development, providing the majority of all the current funding for microbicide research.  USAID is a critical member of the public sector coalition and needs to continue its support for applied research in the development and testing of contraceptives, microbicides and other reproductive health technologies, especially those that are suitable for developing country populations.  USAID’s comparative advantage lies in applied research geared towards developing country needs, while NICHD also funds basic research in contraceptive and microbicide development and is expected to continue such support.   

Despite increases in the range of available methods for preventing unwanted pregnancy and STIs, the understanding of their mechanisms of action, and innovations in their provision through service delivery programs over the past fifteen years, family planning and reproductive health programs will face many new questions and challenges during the next decade.  The demand for safe, effective, acceptable and affordable contraceptives and disease prevention technologies will continue to grow as millions more young women and men throughout the world reach reproductive age.  Therefore, USAID’s continued support for applied/program research in this area is essential for the improvement of FP/RH programs worldwide. 

Contraceptive method choice, access and use:  No single method will ever meet the contraceptive and reproductive health needs of every woman or man.  Issues of safety, acceptability, duration of action, effectiveness, availability, convenience, stage of reproductive life, and affordability play a role in determining the technologies that are made available and how an individual or couple selects and uses a particular technology.  Contraceptive and other reproductive health decisions are also strongly affected by aspects of culture, gender norms, policy and service delivery characteristics in the country where the individual or couple lives.

Increased knowledge of reproductive biology and advances in molecular biology and other disciplines will help to identify new contraceptive and disease prevention research leads.  Some currently available methods may need to be modified and improved to make them safer as we learn more about the risks associated with their long-term use and how to improve effectiveness and acceptability through better formulation and delivery.  Service programs will have to be strengthened to improve quality, and information and technical support will be needed to enable these programs to provide contraceptive and disease prevention methods to the greatest number of people in the most appropriate and affordable ways.  In the era of HIV/AIDS and other rampant STIs, there is an urgent need for contraceptive methods that also protect against these infections and could be employed by women.  Assurances that contraceptive methods do not increase the risk of HIV and other diseases must be made on the basis of sound behavioral and biological research.

Finally, efforts must be made to better meet the contraceptive and other reproductive health technology needs of groups that have traditionally received less attention from family planning programs such as:  adolescents, men, post-pregnancy clients, and refugees.  Adolescents are of special concern; high risk pregnancies and related complications, and exposure to a variety of STIs are among the many reproductive health risks that confront growing numbers of young people in many countries.  Additionally, technologies may affect young people differently than they do adults; acceptability, service delivery and affordability issues may also differ.  Young women, in particular, are vulnerable due to greater biological susceptibility to HIV and STIs and because of low empowerment to make their own decisions and act on them.    

Contraception, family planning and broader reproductive health impact:  Service programs are struggling, not only with questions about the best and most appropriate contraceptives to provide, but also with broader reproductive health needs and concerns.  Illustrative questions of concern include technical and clinical issues such as:  How do contraceptives affect the acquisition and progression of HIV/AIDS? What is the interaction between hormonal and a range of antiretroviral (ARV) compounds? What is the impact of different hormonal contraceptives on reproductive cancers, bone density, etc.? How can family planning programs provide prevention, diagnosis and/or treatment for HIV and other STIs?  Conversely, how can HIV/AIDS programs provide appropriate contraception?  Under what circumstances should this be done and what resources will be needed?  How can service providers best address other reproductive health issues, such as meeting the reproductive health needs of adolescents and men, preventing unsafe abortion, reducing female genital cutting (FGC) and address gender issues such as gender-based violence?  How can health providers mitigate other chronic health conditions that affect the quality of life of many women and men?  Many of these questions will be answered through research supported in collaboration with funding from other donors including the NIH. 

HIV/STI prevention:  In spite of major strides forward in the understanding of the HIV/AIDS epidemic and the biological relationships between STIs and HIV acquisition, an effective microbicide is not yet available.  Microbicide development is particularly important as it could provide protection to women who, due to cultural norms, lack the power to insist on condom use.  Microbicide development is a very expensive and long-term endeavor requiring the support of multiple donors and experienced research organizations.  As mentioned above, USAID is a key player in this field and needs to continue its support for large scale clinical trials and other associated activities of possible microbicidal products through this procurement.  In addition, behavioral research related to HIV/STI prevention needs continued attention through this procurement.      

Product quality:  In addition to developing and improving new reproductive health technologies, it is critical that the quality of these technologies is monitored in programs worldwide so that the products that USAID supplies meet the highest national and international standards. USAID has supported the development of facilities and techniques to evaluate the quality of a wide range of contraceptive and other products, as well as quality assurance monitoring.  In addition, USAID has played a leadership role in helping to set international standards for quality testing of contraceptives in a range of climatic conditions and has provided key technical assistance to field programs through field visits for quality monitoring, etc.  There is continuing need for research to develop quality assurance methods for evaluating other reproductive health products in addition to contraceptives, while at the same time, it is important that quality assurance activities are used to identify biomedical and program research issues.  While currently USAID’s quality assurance activities are based in the U.S., there is a need to strengthen quality assurance programs and capacities in low-resource, developing country sites.  This involves building local capacity for quality assurance, as well as providing the appropriate technologies for implementing such programs.    

D.  Program Emphasis

The advent of the HIV/AIDS epidemic has resulted in a shift in emphasis in USAID’s priorities for biomedical research.  It is expected that a greater emphasis of clinical trial capacity building and funding in developing countries within the CRTU will be for developing and testing new microbicidal products for HIV prevention as opposed to developing new contraceptive options.  This shift in emphasis is also relevant given the growing body of evidence regarding widespread sexual violence against women.  In the field of contraception, the CRTU will focus more on improving the delivery systems for existing hormonal methods (ie. biodegradable systems, vaginal rings, hormone releasing IUDs, and simple and safe injection systems), novel diaphragms and cervical caps for the delivery of spermicides and microbicides, novel barrier methods for women and men, non-surgical methods of female and male sterilization, and increasing the effectiveness of existing methods such as vasectomy.  Moreover, development of new technologies that meet the needs of women and men in different stages of their life cycle will also be part of this procurement.  

USAID’s investment in studying the use and continuation of contraceptive methods and increasing the utilization of research results within programs is beginning to have substantial impact in specific countries.  It is, therefore, expected that the CRTU project will focus its research and utilization activities to increase the use of underutilized contraceptive methods and tools that work to improve provider and user practices in programs worldwide.  Another emerging priority area for the future is developing innovative, cost-effective strategies to integrate contraceptive counseling and provision within HIV/STI programs and vice-versa.

USAID is one of the few donors that invest considerable effort in studying the long-term health impact of contraceptives provided in its programs.  These studies (some supported in collaboration with NICHD and WHO) are critical to the understanding of different attributes of contraceptives and the non-contraceptive health benefits that many of the FP methods provide to women and men.  Such epidemiological activities, together with the capacity to implement behavioral and social science research to support increased use of technologies in service delivery programs, are expected to be continued and expanded within CRTU.  

The CRTU is expected to provide critical technical assistance to other USAID-supported projects, such as the CONRAD Program, and bilateral programs in specific research related activities such as: biostatistical support and analysis; cost-effectiveness and other economic analyses; research design; and monitoring and evaluation support for research as needed.  

USAID will continue to support activities related to the quality assurance (QA) of contraceptive and other reproductive health technologies through the CRTU.  These activities include plant monitoring, pre-acceptance testing, post-acceptance testing, sampling, original QA research (including capacity to conduct aging studies, implement inter-laboratory studies, etc.), as well as technical assistance to other donors and the field.  These critical activities will support requests, as needed, from nearly 50 Missions worldwide as well as provide laboratory support for doing 100 percent lot testing on up to 800 million condoms per year.   Plant inspections for oral contraceptive, hormonal implants, hormonal injectables, IUDs, and female condoms will also be required.  In addition, this project is expected to provide strategic guidance to USAID and other donors in the development of quality assurance programs in the field.  A close relationship needs to be maintained between the quality assurance activities and other biomedical and program research to increase synergy.  For example, program research can inform the development of new strategies for quality assurance in the field, while quality assurance programs can influence the biomedical and program research agendas by identifying the issues faced by field programs.    

In summary, based on extensive experience and technical leadership in this sector, USAID has supported a portfolio of research and related activities which span the continuum from discovery through the use of the final technology by a client in a FP/RH program, including activities that seek to understand the use of these technologies under different conditions especially in an era of HIV/AIDS.  These activities include but are not limited to: 

· Identification of leads

· Pre-clinical research

· Clinical trials

· Acceptability studies

· Behavioral and qualitative research

· Pilot introduction studies

· Studies to understand the interaction of contraceptives and medical therapies that would be used concomittantly

· Technology-related program research  

· Post-introduction surveillance

· Cost and sustainability research

· Epidemiological studies

· Quality assurance of technologies

Based on the rationale and program priorities described above, these elements will continue to be supported in CRTU.  However, as mentioned above, the relative priorities are expected to shift somewhat from new contraceptive development towards clinical trials of microbicidal products, new formulation and delivery systems for existing contraceptives, and far greater emphasis on increasing use of existing methods, viz. research to program activities to increase utilization of research results.  CRTU will be funded mainly from the Child Survival and Health Account (although the Agreement can accept funding from other accounts), and all activities under this Agreement will conform to USAID guidance on the use of these funds (see USAID Guidance on the Definition and Use of Child Survival and Health Program Funds, May 2002).  It is estimated that approximately two-thirds of this activity will be funded under the Population category of that account, with the other third responding to priorities of HIV/AIDS (primarily for the development of microbicides and improvement of other barrier methods).  It is also estimated that about fifteen percent of funds will be provided by Missions through field support.  However, the ratios of the various types of funding may change over the life of the agreement based on USAID’s priorities, availability of funds and Congressional mandates.         

E. Strategic Framework and Expected Results

This activity will complement existing projects in the Bureau for Global Health (GH) portfolio and contribute to the state of the art in voluntary family planning and reproductive health, HIV prevention and other health services.  It will focus on advancing the knowledge base of contraceptive and reproductive health technologies and improving provider practices and monitoring the quality of commodities supplied by USAID.  This reflects continued concern in the field about contraceptive choice, lack of availability of HIV prevention technologies and existing provider biases against specific contraceptive methods in an era of the HIV/AIDS epidemic.

Relationship to GH and PRH Strategic Plans 

CRTU will contribute principally to the following GH Bureau Strategic Objectives (see Attachment 1), with an emphasis on SO1:

SO1:
Advance and support voluntary family planning and reproductive health programs worldwide.


SO4:
Increased use of improved, effective and sustainable responses to reduce HIV 
transmission and to mitigate the impact of the HIV/AIDS pandemic

This activity will also contribute, to a lesser extent, to the Office of Health, Infectious Diseases and Nutrition’s SO2: 

SO2:
 Increased use of key maternal health and nutrition   interventions
Available funding levels will determine the level of effort devoted to each of the SOs. 

In order to achieve the objective of expanding the range and supporting the use and availability of safe, effective acceptable and affordable technologies for the prevention of unplanned pregnancy and HIV/STIs in FP/RH programs worldwide, and based upon the background described above, CRTU is expected to obtain results in three areas (see Attachment 2):

Result 1:
Improved and new contraceptive and reproductive health technologies developed, evaluated and approved  

Result 2:
Microbicides and microbicides/spermicides developed, evaluated and approved

Result 3:
Use of contraceptives, microbicides and reproductive health technologies optimized and expanded

It is expected that about thirty-five percent of the work will address Result 1, thirty-five percent will address Result 2 (some population funding will be used for evaluating the contraceptive activity of microbicidal products), and thirty percent will address Result 3.  As such, the percentages noted by each result below are meant to illustrate the anticipated emphasis of effort within the CRTU Project.

Result 1 – Improved and new contraceptive and reproductive health technologies developed, evaluated and approved (35% level of effort within overall project)

The need for safer, more effective and more acceptable methods drives the contraceptive research and development (R&D) process.  Activities to achieve Result 1 include exploratory and pre-clinical research to develop new methods or improve existing ones, and implementation of Phase I, II, and III clinical trials to evaluate the safety, effectiveness and acceptability of products, and provide data for regulatory agency (e.g., FDA) approval.  The activities funded through this award will complement those of ongoing projects such as CONRAD.  Thus, while CONRAD focuses on the early phases of clinical development, such as pre-clinical and Phase I and II studies, the CRTU is expected to focus on the larger scale Phase II and III trials.  However, if the Recipient is able to identify promising new leads in the area of contraceptive technology, USAID will support the necessary early stage developmental activities through this award, pending the specific lead to be developed and the availability of funds.  

Contraceptive technologies to be studied include new barrier methods and hormonal methods for women and men, long-acting methods for women and men (including better permanent, reversible and non-surgical methods), and new delivery systems/formulations for hormonal methods.  The process of conducting clinical research in developing countries includes strengthening the capacity of local researchers and institutions to contribute to this effort and assuring that all data collected meet FDA requirements.  In addition, CRTU is expected to work with pharmaceutical companies and other private sector partners to collaborate on contraceptive research, bring their products to the market worldwide and ensure that the products USAID supports are available at preferential public sector prices.  Under certain circumstances, USAID may even request royalties on private sector sales.  The Recipient is expected to be aware of and follow all U.S. Government regulations (e.g. Bayh-Dole) and any guidelines USAID may develop in this regard.

This result also addresses USAID’s global leadership role in the development and testing of other reproductive health technologies that are broadly defined as tools, and technical/program knowledge to improve provider and client practices, and system performance.  Good examples of such technologies are the Pregnancy Checklist and the Balanced Counseling Tool (see www.maqweb.org or www.infoforhealth.org for more information), which have proven effective in improving provider practices and thus increasing the numbers of clients served by family planning programs.  It is anticipated that there will be continuing need to develop and refine such tools and job aids to assist providers and clients to better utilize existing methods.    

Finally, this result also addresses major issues regarding interactions of contraceptives with other medical therapies.  For example, as highlighted in Section C, in an era of HIV/AIDS, increased knowledge of interactions between contraceptives and different therapies and preventive technologies is critical for program guidance.

Result 2- Microbicides and microbicides/spermicides developed, evaluated and approved (35% level of effort within overall project)

Since the advent of the HIV/AIDS pandemic, the development of a female-controlled technology to prevent HIV and STI transmission has assumed highest priority.  Therefore, CRTU will support activities to advance the research and development of topical microbicides (both contraceptive and non-contraceptive microbicides are of interest to USAID).  The process will be similar to the development and testing of other technologies as described above.  However, additional issues need to be addressed, including: resource leveraging, coordination with a larger number of stakeholders and donors to ensure efficient implementation of research and use of funds, and special ethical and community considerations in the implementation of clinical trials to ensure eventual access, availability and correct use, once a method is developed. 

Result 3: Use of contraceptives, microbicides and reproductive health technologies optimized and expanded (30% level of effort within overall project)

Once a technology has been developed and approved, the next stage of the process is to introduce these technologies into programs, and evaluate interactions between the new technologies, providers and users.  Research at this stage can lead to further improvements in the technology and guide the development of materials, counseling and programs to enhance correct and continued use.  Once the new technology has been introduced, initial program research needs to address issues of accessibility, quality, and willingness and ability to pay for products and services.  Through the CRTU project USAID will support activities aimed at ensuring that new products are registered in USAID-supported countries, and maintaining the quality of contraceptives provided by USAID (more details on the quality assurance needs are identified in Section F5 under Critical Issues).  Furthermore, long-term safety and effectiveness and other special considerations for use can be studied only when technologies have been used by large numbers of people for prolonged periods.  Such post-marketing surveillance and epidemiological research seeks to understand the direct and indirect effects of contraceptive methods on aspects of the users’ health (e.g. other health benefits) and well-being (e.g. reducing gender imbalances, decreasing nuisance side effects) and will be critical for achieving this result.  This range of activities is also applicable to currently available contraceptive methods that are underutilized, such as barrier methods, IUDs, vasectomy and natural methods such as the Standard Days Method (SDM) and the Lactational Amenorrhea Method (LAM).  

At each step of the process, technical assistance will strengthen the capacity of developing country researchers, program managers and providers to implement and utilize research for policy and program improvement.  Information exchange contributes to ensuring that the needs and concerns of users and providers are understood and considered in efforts to improve existing technologies and their use, as well as to develop totally new technologies.  Capacity building and service improvement will also be enhanced through dissemination of information resulting from the research studies, as well as the research process.

To date, research projects have not been held overly accountable for the impact of their results on programs.  Result 3 changes this level of accountability and the Recipient of this award is, therefore, expected to establish cost-efficient mechanisms to ensure that the results of their research (and possibly that of collaborating agencies) are optimally utilized for program improvement.  

Each of these results has several sub-results, as well as illustrative activities which are presented in the framework (Attachment 2).  As described in Section D, emphasis will be placed on improving existing methods and increasing their use and continuation.  Based on the availability and source of funding, and identification of viable leads, the relative emphasis of clinical trials may shift between the development and testing of contraceptives, and of microbicides for HIV prevention.

F. Critical Issues

1. Clinical Trial Capacity:  As one of PRH’s premier biomedical activities, the CRTU Project must have the capacity to implement large-scale Phase II/III clinical trials in the areas of contraceptive and microbicide development.  Additionally, necessary support for these trials such as expertise in regulatory affairs, biostatistical capacity, and quality assurance must also be available.  The project is expected to play a global leadership role in expanding clinical trial sites and capacity in developing countries and influencing other donors and the FDA of the advantages of designing clinical trials that are more streamlined and efficient.  Many of the clinical trials are expected to be implemented in close collaboration and partnership with other agencies and donors including the NIH, CDC and private foundations. 

2. Support to other projects:  A critical element for the success of this project is biostatistical support.  The Recipient is expected to have considerable capacity to provide technical assistance and management support for the research undertaken by CRTU.  In addition, this project is expected to provide biostatistical assistance to several other USAID supported research projects, such as the CONRAD Program, the Population Council’s biomedical and operations research projects, and Georgetown University’s AWARENESS project.  This type of support entails technical assistance during the design phase of research projects implemented by other CAs, monitoring of data collection and analysis, and also performing data analyses as needed.  Funding for this type of support will be provided by USAID directly to CRTU or as a sub-agreement through the collaborating CA.  

3. Collaboration for utilization of research results:  The increased emphasis on getting research results utilized in field programs (Result 3) assumes that fruitful partnerships and collaborations need to be developed between CRTU and service delivery partners, local organizations such as ministries of health, Mission bilateral programs, other CAs and donors.


As mentioned in the description of Result 3, research projects have not been held accountable, until recently, for demonstrating impact on field programs.  However, this new level of accountability through Result 3 presumes that the implementers of CRTU will have a more strategic approach for the selection of research questions based on field needs and global issues so that there is greater assurance that results will be utilized (i.e., emphasis should be placed on fewer studies leading to select critical results taken to scale).  Ideally, partnerships to utilize results on a broad scale will be developed during the identification of the service delivery and research issue and design of the study.  Identification of issues for research is usually done through both a “bottom up and top down” process, i.e. issues may be identified in the field by host country organizations, Missions etc., or USAID/Washington, together with other donors and CAs, might see global issues emerging that need to be resolved through research.  Emphasis on Result 3 also assumes that the implementing CA has the capacity to provide technical assistance to service delivery programs and policy makers, with emphasis on utilizing research results and building capacity.      
4. Field presence:  Being a core-funded global biomedical and program research program, the CRTU will continue to be primarily U.S. based.  However, to ensure that research questions are selected more strategically and respond to global, country/regional and local needs, CRTU will be expected to have strategic field presence.  There is greater likelihood of utilization of research results for program improvement in countries with strong research field presence and local capacity to implement research and provide technical assistance to service delivery organizations and to the USAID Mission:  for example, in Kenya, research on the female condom influenced the decision by the Ministry of Health to delay the introduction of this method into the general population and consider a more strategic approach to reach high-risk groups with this product.  Similarly, several critical studies on the IUD led to the development of a national IUD reintroduction strategy.  Such successes are expected to be replicated in at least five more USAID priority countries around the world.

5. Quality assurance:  USAID’s global leadership role in the development and application of international standards for monitoring the quality of contraceptive and other commodities needs to be sustained.  It is expected that contraceptives and possibly other health commodities will need to be sampled in manufacturing plants and field programs and tested by both pre-acceptance and post-acceptance standards.  The implementers of this new program are, therefore, expected to have the capacity to monitor the quality of USAID-provided contraceptives and other reproductive health technologies, and to provide technical assistance to field missions, Ministries of Health and other donors in this area as needed.  In order to do this effectively, the Applicant(s) must have no conflict of interest with the pharmaceutical industry or manufacturers of contraceptives and other relevant products.     

It is particularly important that the implementers have a certified laboratory that operates with periodic independent oversight and has sufficiently developed SOP’s to allow it to be the final word on the quality of the contraceptives USAID supplies.  In its work, the Recipient will consider the product specifications identified by the FDA, ISO, ASTM, WHO, etc., as appropriate.  Research in the area of quality assurance will be selected strategically to support the field and will include areas such as extending shelf life and improving product viability in harsh environments, including improving sample storage and testing programs.  The Applicant(s) statistical capacity must have the depth to assure USAID that products provided to the field are of acceptably high quality.  

In addition, the implementers will need the capacity to continue to provide global leadership in international QA and standards setting.  The Applicant(s) must be recognized and accepted by industry as an independent quality assurance organization to be able to provide this type of global leadership.  As mentioned in Section D (Program Emphasis), these activities are in great demand and over 50 Missions are expected to use these services, especially for condom testing in large volumes (approximately 800 million condoms).   

6. Technical Oversight:  USAID’s experience in supporting research during the last two to three decades suggests that global research projects, such as the one supported by this award, benefit greatly from appropriate Technical Advisory Committees (TACs) and expert panels.  These committees are typically composed of well respected and internationally recognized experts in the technical areas covered by the project, program managers and service delivery experts experienced in family planning and reproductive health issues in developing countries, and experts in cross-cutting areas such as gender issues.  The CRTU Project is also expected to identify an appropriate TAC to advise on the research agenda and its implementation, and assist in developing its strategy and vision.  In addition to the TAC, the project is expected to use expert peer-review mechanisms and institutional review board (IRB) processes to approve research protocols and monitor the quality and ethics of its research activities.   

7. Information Management:  One of the issues facing USAID is the enormous quantity of information being generated by its CAs and other organizations.  Multitudes of reports, briefing documents, technical manuals and the like are produced by each CA on similar topics.  There is evidence of some duplication and overlap in these materials.  In an attempt to be more cost-effective and efficient, USAID is requesting CAs to be more strategic, innovative and cost-conscious in knowledge and information management, with increased collaboration amongst agencies for the development and dissemination of materials and publications.  The Health Information and Publications Network (HIPNet) was established by USAID and its CAs to improve coordination of materials and publications.  The CRTU project will be expected to work closely with this and other related organizations such as INFO, to minimize duplication of efforts and maximize efficiency in the production of reports and publications on its research results.      

In addition to production of publications and routine reports, the CRTU must be capable of responding to periodic requests from USAID/Washington, its Missions, and international and national organizations for specific state-of-the-art information on contraceptive and reproductive health technologies and a wide range of research findings.  These requests are usually time sensitive and require rapid, specific and well-formulated responses. 

Another major responsibility for the Recipient will be attending national and international conferences and hosting workshops to disseminate the results of their research efforts and raise the awareness of policy makers, program managers and developing country researchers.  Although conferences and workshops are a critical means of disseminating information and building capacity, the Applicant(s) should be judicious in the use of funds for such activities and justify the level of funding requested and follow USAID policy and guidelines.

II.  MONITORING AND EVALUATION

A. Performance Monitoring and Evaluation
Monitoring of results is a key element of USAID programs.  USAID seeks data and information to improve performance and effectiveness, as well as to inform planning and management decisions.  Monitoring and evaluation of research programs is particularly challenging as the ultimate impact of research is dependent not only on the activities of the research, but also on the activities of collaborating service delivery and other organizations.  Accurate and timely monitoring will enable the CRTU Project to adapt to changing conditions and mid-course corrections, as necessary.  It provides data to demonstrate impact.

B. Management Plan
Coordination and communication with a wide range of partners, both internal to USAID and public/private sector partners, other CAs, and other donors is key to the achievement of CRTU’s strategic objective.  A management plan for CRTU will need to specify clear lines of supervision, accountability, decision-making and responsibility among staff.  In the case of proposed prime/sub relationships, especially in cases of geographic separation of collaborating institutions, clear lines of management responsibility and communication should be established.  Special attention will need to be paid to ensuring efficiencies in operational and financial management and in the establishment of country offices.  

C.  Implementation Plan
The annual workplan serves several purposes, including: a guide to strategic objectives, intended results and program implementation; a demonstration of links between activities; a basis for budget estimates; and the foundation for the monitoring, evaluation and travel plans.

A detailed workplan should include outcomes, outputs and activities.  It is helpful if the workplans are organized in such a way as to clearly link activities to the intended results.  The Agreement workplan format will be negotiated with the CTO and will outline key activities for the year.  The workplans for Mission-supported activities are negotiated with the Missions, but should be summarized in the annual workplan submitted to the GH/PRH CTO.  The workplan should describe the overall budget, details about individual activities, budget per activity, differentiation of types of funding by activity, subcontracts anticipated or existing, and a link between field support activities and results.     

D.   Management Reviews and External Evaluations

The Annual Workplan will form the basis for an annual joint management review conducted by USAID to review program directions, achievements of the prior year workplan objectives, and major management and implementation issues, and to make recommendations for any changes, as appropriate.

During the third year of the project, USAID may conduct/organize an external mid-term assessment/ process evaluation or an expanded management review to assess overall progress, review the continuing appropriateness of the program design, and identify any factors impeding effective implementation.  USAID will utilize the results of the mid-term assessment to recommend needed changes in strategy and to help determine appropriate future directions.  Site visits by the CTO/TA and other RTU and CSL staff will occur as needed to review implementation issues.

E.   USAID Management 

The Cognizant Technical Officer (CTO) will serve was the primary contact between USAID and the Recipient.  A Technical Advisor (TA) will work under the guidance of the CTO.  The CTO and TA will be based in GH/PRH/RTU and assist the project in linking with the Strategic Objective Team leaders, other GH projects, Mission bilaterals, other donors/foundations, and arrange technical assistance to the field.  The CTO and TA will also work closely with PRH’s Commodities Security and Logistics Division (CSL) to manage the quality assurance activities in the CRTU Project.  Management of funds and technical content related to GH Global Leadership Priorities or directly related to HIV/AIDS or Regional Bureau activities will include technical input from those Offices and Bureaus as appropriate.  Similarly, technical input will be provided by Missions for management of activities supported by field support funds.

III.  Substantial Involvement

The following provision constitutes USAID’s substantial involvement in the recipient’s program in order to assure that program objectives are met and that mutual program objectives are achieved. 

USAID substantial involvement during the implementation of this award shall be limited to:

1. Implementation Plans:  The USAID CTO will be consulted during the development of the implementations and any revisions and have the right of final approval.  The implementation plan should include describe the specific activities to be carried out under the award. Concurrence of any significant changes to the plans which USAID concurrence was previously required and obtained.  If a particular activity is approved in the implementation plan, it will not be necessary to seek additional concurrence prior to implementation.
2. Key Personnel: The USAID CTO will approve the designation of key personnel and replacement of key personnel considered to be essential to the successful implementation of the award. 

3. Agency and recipient collaboration:  

a) The USAID CTO will have collaborative involvement in the selection of the Technical Advisory Committee and Expert Committee members. USAID may chose to be a member of this type of committee. Advisory committees shall concern themselves only with technical and programmatic issues and not routine administrative matters;

b) Approval of monitoring and evaluation plans, and USAID involvement in monitoring progress towards the achievement of program objectives during the course of this cooperative agreement;

c) Concur on the selection of subaward recipients and/or the substantive provisions of the subawards.

All approvals must be in writing with originals sent to the recipient, a copy retained with the CTO, and a copy sent to the Agreement Officer.

Any involvement that results in a change in the Program Description or approved budget must be approved by the Agreement Officer.

VI.  IMPLEMENTATION ARRANGEMENTS    
A. Anticipated Award Schedule

The new CRTU project will be awarded during the second quarter of fiscal year 2005.

B. Eligibility Criteria

To be eligible to receive this Cooperative Agreement, an organization must:

· Be a U.S. based institution of higher education, or research institution, for-profit, non-profit, or private voluntary organization registered with USAID (as defined in 22 CFR part 228);

· Have demonstrated capacity in biomedical and program research, quality assurance and technical assistance activities as described herein;

· Have managerial, technical and institutional capacities to achieve the results outlined in this program description; and

· Propose a collaborative relationship with other organizations/groups.

C. Implementation Mechanism

The CRTU project is a Cooperative Agreement with a five-year term.  Based on Recipient performance, analysis of USAID needs and priorities and funding availability, USAID reserves the right to extend the agreement non-competitively for an additional five years if possible.  The RTU Division of PRH within the GH Bureau will manage this Agreement in collaboration with other Divisions and Offices of GH, as appropriate.  

D. Key Personnel

The overall staffing pattern should reflect strong experience and technical expertise in the areas of biomedical and program research and related activities in FP/RH and HIV/AIDS, quality assurance of commodities, service delivery programs in different social and cultural contexts, and the utilization of research results in developing countries. The staffing level and pattern may be modified over time, if needed, to provide effective support for achievement of results.  If a consortium is proposed, a management structure must be included that will ensure adequate oversight and enable the project staff to function as a cohesive unit.

The applicant shall designate five (5) key positions: Project Director, Deputy Director, Director of Clinical Research, Director of Program Research, Director of Utilization and Evaluation,

All key personnel must have demonstrated ability to manage highly complex projects, address the conceptual framework of the CRTU project and advance the state-of-the-art in contraceptive and reproductive health technology development, research and utilization.  Although not key positions, the Director of Biostatistics, Director of Product Quality Assurance, and Program/Financial Administrator  positions are important to the program.  Applicant(s) have the flexibility to propose alternative key positions as long as adequate justification is provided in the proposal as to how the alternate staffing plan would better serve the needs of the Project.

The Project Director and Deputy Director must have advanced degrees in health sciences or a related field and demonstrated experience in the field of RH/FP research and service delivery.  The Project Director should have the strategic vision, leadership qualities, depth and experience, professional reputation, management experience, interpersonal skills and professional relationships to fulfill the diverse technical and managerial requirements of the program description.  The Deputy Director should have leadership qualities, depth and breadth of technical expertise and management experience, and interpersonal skills to ably support the Project Director and lead the other technical Directors in the strategic planning process and day-to-day implementation of the Project.  

The Project Director and/or the Deputy Director must have substantial experience in managing donor-financed projects, and have experience in design and implementation of health research and technical assistance projects.  They must have substantial broad-based knowledge of FP/RH programs in developing countries.  They must also have strong writing and oral presentation skills.  The Project Director and Deputy should have complementary skills and knowledge and have at least 20 years of combined relevant work experience with broad geographical coverage.   

The Directors of the technical areas listed above must have advanced degrees in relevant fields, demonstrated experience in international public health and significant expertise in the specific technical areas they will manage.  In addition to technical expertise, these Directors must also have significant management experience and knowledge managing staff based in the U.S., as well as relevant staff in developing country offices and subprojects.

The Program Administrator must have considerable experience in the administration of complex and large cooperative agreements or contracts.   

E. Geographic Focus

This Cooperative Agreement is for worldwide activities and will be responsive to geographic code 935.  The actual selection of countries where activities will be conducted, and where country offices might be located, will depend in part on USAID Mission demands and field support funding.  Given the global scope of the program, the geographic allocations for CRTU may vary somewhat year by year, based on the relevance of the research issue to the location, Mission interest and field support, and priority countries identified by GH/PRH.

V. FINANCIAL PLAN

A. Cost Share

There is a ten percent (10%) cost-share requirement for the Cooperative Agreement.  However, a greater cost share will receive favorable consideration.  Such funds may be mobilized from the prime grantee, other multilateral, bilateral and foundation donors, host governments, and local organizations, communities and private businesses that contribute financially or in-kind to achieve results in this program description.

B. Total Funding Levels

USAID funding for this Cooperative Agreement will have a ceiling of $125 million over the five-year implementation period and the Agreement will be able to accept funding from all accounts.  Current estimates project approximately $105 million in GH core funds and up to $20 million in field support funds from USAID Missions and Regional Bureaus (pending availability of funds).  Approximately two-thirds of the core funding is expected to be provided by the PRH Office while the other third will be provided by OHA for microbicide development and evaluation.             
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1.1   Improved biological knowledge base for                                                          understanding and applying new or existing technologies                                                                                                                                                                       
1.2 Enhanced understanding of issues contributing to change of reproductive intention and behavior

1.3 Prototype technologies developed and tested

1.4 FDA and/or host country approval obtained

1.5 Private-sector partnerships established


1.6 Capacity built for conducting clinical trials

Illustrative Activities
     


Pre-Clinical Studies


Clinical trials


Technology/product refinement


Acceptability studies


Safety, effectiveness and long-term epidemiological studies


Communication and negotiation with the commercial sector

Results Framework
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1. Enhanced understanding of issues contributing to 

           change of reproductive intention and behavior

1. Prototype technologies developed and tested

1. FDA and/or host country approval obtained

1. Private-sector partnerships established

1. Capacity built to conduct clinical trials

Pre-clinical studies

Clinical trials

Technology/product refinement

Acceptability studies

Safety, effectiveness and long-term epidemiological studies

Communication and negotiation with the commercial sector


3.1 Expanded knowledge of client acceptability, use 


dynamics, provider perspectives, and risks and 


benefits of technologies

3.2 Products, tools, technologies and knowledge transferred


in a form that can be received, utilized, and sustained; 


products introduced and registered

3.3 Improved understanding of service delivery constraints


 as related to expanding technologies

3.4 Effective linkages created between reproductive health

 technologies and development of other health technologies

3.5 Capacity built to do program research & use results 


for program improvement

3.6 Quality of RH technologies monitored

3.7 Quality assurance capacity improved 
Studies on  use and non-use, continuation/ discontinuation

Studies of provider and user perspectives of products and methods 

Studies of non-contraceptive  health consequences of technologies

Technical assistance in research methods and data analysis

Distribution of reports and publications 

Conferences and workshops held at all levels

Establish other communication channels (e.g. Internet)

Analysis of service delivery capacity to add “new” technologies

Up-to-date information and guidelines on technologies produced, 

disseminated and utilized

TA provided to technical/stakeholder groups

Coordination between technical development and implementing


 or training CAs

Proactive promotion of technologies and dispelling rumors and myths

         Identification of opportunities to apply reproductive health


 
echnologies to other health interventions

Post- marketing surveillance      

HIV transmission and the impact of the HIV/AIDS pandemic reduced





Unintended and mistimed pregnancies reduced





Infant and child health and nutrition improved, infant and child mortality reduced





Death and adverse health outcomes to women as a result of pregnancy and childbirth reduced





Threat of infectious diseases of major public health importance reduced
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Increased use of effective Interventions to reduce the threat of infectious disease of major public health importance





Increased use of improved, effective, and sustainable responses to reduce HIV transmission and to mitigate the impact of the HIV/AIDS pandemic





Increased use of key child health and nutrition interventions





Advance and support voluntary family planning and reproductive health programs worldwide





Increased use of key maternal health and nutrition interventions





Expand the range and support the use and availability of safe, effective, acceptable and affordable technologies for the prevention of unplanned pregnancy and STIs/HIV in FP/RH programs worldwide





Improved and new contraceptive and reproductive health technologies developed, evaluated and approved





Use of contraceptives, microbicides and reproductive health technologies optimized and expanded








Microbicides and microbicides/spermicides developed, evaluated and approved











