Amendment II (12.13.10): 
1. Pages 25-28 - Added Questions and Answers from the conference call held on December 1, 2010.
Amendment I (11.18.10): 
1. Page 21 - Updated the Grants Management Specialist Contact.
Department of Health and Human Services

Part 1. Overview Information

	Participating Organization(s)
	Centers for Disease Control and Prevention (CDC)


	Components of Participating Organizations
	National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention (NCHHSTP)



	Funding Opportunity Title
	Minority HIV/AIDS Research Initiative (MARI) to Build Capacity in Black and Hispanic Communities and Among Black and Hispanic Researchers to Conduct HIV/AIDS Epidemiologic and Prevention Research 

	Mechanism of Support
	U01 Research Project Cooperative Agreements



	Announcement Type


	New 

	Funding Opportunity Announcement (FOA) Number
	RFA-PS-11-003 

	Catalog of Federal Domestics Assistance (CFDA) Number(s) 
	93.943 - Epidemiologic Research Studies of Acquired Immunodeficiency Syndrome (AIDS) and Human Immunodeficiency Virus (HIV) Infection in Selected Population Group

	Category of Funding Activity
	Health



	FOA Purpose
	The MARI program was established in 2003 to build capacity for HIV epidemiologic and prevention research in mostly Black and Hispanic communities and among Black and Hispanic investigators working in highly affected communities.  The MARI program supports the CDC's overarching goal to promote health and reduce disease and disability by funding research that has the potential to reduce burden and to result in high public health impact.
The overarching national goal stated in the CDC’s HIV prevention strategic plan is to reduce the number of new HIV infections in the U.S. by focusing on eliminating racial and ethnic disparities in new HIV infections.  The current CDC year-end HIV/AIDS surveillance report, which outlines the racial disparities in HIV/AIDS, reveals that Blacks and Hispanics together represent 68 percent of reported cases of HIV infection, but together make up only 27 percent of the U.S. population. 

These statistics highlight the urgent need for HIV epidemiologic and prevention research in minority communities that are at risk for HIV infection. 

The goals of the MARI program are:

1. To build HIV prevention research capacity in minority communities in which little research has been conducted by partnering with and developing new investigators in these communities to address pertinent research questions.    

2. To engage in career development and provide research opportunities for new investigators from mostly Black and Hispanic communities through collaboration with the Division of HIV/AIDS Prevention at CDC. This will be achieved by encouraging these scientists to develop independent research skills needed to gain experience in HIV epidemiologic and prevention research, to present the results of their research at national conferences and to publish their results in peer-reviewed journals.

3.  To develop and conduct HIV epidemiologic prevention research, in the form of limited case-controlled, cross-sectional or qualitative projects that have public health relevance to communities highly affected by the HIV epidemic.


Key Dates
	Publication Date

	November 15, 2010

	Letter of Intent Due Date
	December 20, 2010

	Potential Applicant Conference Call
	A conference call with all potential applicants will be held on Wednesday, December 1, 2010 at 12:00pm E.T. 
Phone Number: 1-866-662-8986, Passcode: 8378091

	Application Due Date
	January 21, 2011 by 5:00 PM Eastern Time.

On-time submission requires that electronic applications be error-free and made available to CDC for processing from eRA Commons on or before the deadline date. Applications must be submitted to and validated successfully by Grants.gov/eRA Commons no later than 5:00 PM Eastern Time. Note: HHS/CDC grant submission procedures do not provide a period of time beyond the application due date to correct any error or warning notices of noncompliance with application instructions that are identified by Grants.gov or eRA systems (i.e., error correction window). 


	Scientific Merit Review 
	March, 2011 

	Secondary Review
	May, 2011 

	Start Date
	August, 2011 

	Expiration Date
	January 22, 2011

	Due Dates for E.O. 12372 
	Due no later than 60 days after the application receipt date.




Required Application Instructions
It is critical that applicants follow the instructions in the SF 424 (R&R) Application Guide except where instructed to do otherwise (in this FOA or in a Notice from the NIH Guide for Grants and Contracts). Conformance to all requirements (both in the Application Guide and the FOA) is required and strictly enforced. Applicants must read and follow all application instructions in the Application Guide as well as any program-specific instructions noted in Section IV. When the program-specific instructions deviate from those in the Application Guide, follow the program-specific instructions. 

Note: The Research Strategy component of the Research Plan is limited to 25 pages.

Applications that do not comply with these instructions may be delayed or not accepted for review.

Telecommunications for the Hearing Impaired: TTY 1-888-232-6348
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Part 2. Full Text of Announcement

Section I. Funding Opportunity Description

The overall objective of this Training/Career Development Award program is to prepare qualified individuals for careers that have a significant impact on the HIV/AIDS-related research needs of the Nation, especially in highly affected minority communities.  The objective of the Minority HIV/AIDS Research Initiative Award program is to provide support for a sustained period of time for intensive research training and career development under the guidance of an experienced mentor in HIV prevention research and lead to promising HIV prevention activities and research independence in highly affected communities. 
The research conducted as part of the Minority HIV/AIDS Research Initiative (MARI) aligns with all 3 goals of the National HIV/AIDS Strategy (NHAS): 
· Reducing HIV incidence (MARI projects consist of several studies that provide HIV prevention information to populations at risk of HIV exposure, which increases their abilities to protect themselves from acquiring new HIV infection)

· Increasing access to care and optimizing health outcomes (MARI projects have consisted of evaluations of providing home-based HIV services to at-risk populations, HIV-infected homeless populations, rural populations and other projects within highly affected communities of color which serve to ensure increased access to HIV prevention and care)

· Reducing HIV-related health disparities (MARI is focused on supporting HIV prevention and research activities in disproportionately affected communities of color by investigators who are fully engaged in those communities).
Applicants must only address one of the following 8 research topics:
1) Latino/Hispanic Men who have Sex with Men (MSM): Understanding the Cultural Context and Implementing Interventions for Effective HIV Prevention

Among Latino MSM, the rate of AIDS infection is second only to the rate for Black MSM in the United States.  For Latino men living with HIV, the most common mode of transmission is sexual contact with another man.  The place of birth for HIV-infected Latino/Hispanic gay and other MSM in the United States varies and underscores the importance of developing and tailoring HIV prevention messages that are specific to the different countries of origin, including Cuba, Mexico, Puerto Rico, Dominican Republic, and other South and Central American countries. Several studies also suggest that poverty, homophobia, racism, “rechazo” and “machismo” serve as major obstacles to effective HIV prevention in the Latino community.  

Applications targeting Latino/Hispanic MSM populations should include ideas for innovative cross-sectional, case-control or qualitative projects in at least one of the following three areas: 

(1) identify and assess innovative and viable STD and HIV prevention approaches to reach Latino/Hispanic MSM in a variety of cultures with targeted education and prevention;

(2) assess the effectiveness of interventions or approaches for Latino/Hispanic MSM; 

(3) identify and assess prevention interventions or approaches that address the

impact of social determinants such as poverty, racism, and environment on HIV risk behavior.  

2) Effective HIV Prevention Messaging and Social Networking among Young Black Men Who Have Sex with Men


Black men who have sex with men (MSM), whether they identify themselves as gay, bisexual or heterosexual, are disproportionately affected by the HIV/AIDS epidemic.  In a study of MSM in 5 cities in CDC’s National HIV Behavioral Surveillance project, 46% of Blacks were HIV-positive, compared with 21% of whites and 17% of Hispanics. In addition, of those MSM who tested positive for HIV, 67% of the Black men, 48% of the Hispanic men, and 18% of the white men were unaware of their HIV infection.  A greater proportion of Black MSM becomes infected at younger ages than all other groups of MSM.  

The following research question is of interest: What are the main relationship networks (social and/or digital) and influences that may impact overall health choices for Black MSM?  Using social networking strategies and “new” and social media platforms, the applicant will develop, deliver and assess effective HIV education and prevention messages that target young Black MSM.  Applications that propose innovative, community-based or internet-based strategies are encouraged.

3) Community-based HIV Prevention Strategies Developed by and for Native American and other Tribal Populations

The numbers of HIV and AIDS diagnoses for Native Americans, American Indians and other Tribal populations represent less than 1% of the total number of HIV/AIDS cases reported to CDC’s HIV/AIDS Reporting System.  However, when population size is taken into account, these Native and Tribal groups rank 3rd in rates of HIV/AIDS diagnosis, after Blacks and Hispanics. The rate of AIDS diagnosis for Native American groups has been higher than that for whites since 1995.  Like other minority populations in the United States, Native populations face challenges that have been associated with increased risk for HIV infection, including poverty, substance use, discrimination, and limited access to prevention and care services. Additionally, life expectancy is shorter for Native populations than that for persons of other races/ethnicities in the United States and the rates of many diseases, including diabetes, tuberculosis, alcoholism, suicide and substance use are higher.  Because of these multiple and complex factors that are in place for Native populations, HIV prevention strategies must be comprehensive in scope and culturally-based.  

Applications for this topic should consider approaches that fully engage Native and Tribal groups and communities in the development of the study (i.e., Community Based Participatory Research Model) and the potential HIV programs to do at least one of the following:

(1) collect more data to better understand the HIV epidemic among Native populations; 

(2) increase access to HIV testing and prevention opportunities;  

(3) implement evidence-based interventions which increase successful entry and retention in HIV care, and adherence to HIV medications.

4) A Sexual Health Approach for Black and Hispanic Youth: New strategies for prevention, screening and facilitating healthy choices

Helping adolescents protect their health is an important public health priority.  Beyond benefiting young people themselves, increased investment in adolescent sexual and reproductive health contributes to broader development goals such as increased educational attainment, and eventually, reductions in poverty among families since poverty plays a huge role in HIV risk for communities of color. In addition, nearly half (46%) of all 15–19-year-olds in the United States have had sex at least once.  Over 80% of the diagnosed HIV cases in the United States were transmitted by sexual activity.  Furthermore, youth, especially Black and Hispanic youth, are disproportionately impacted by unintended sexual outcomes, such as HIV, STD and unwanted pregnancies.  Innovative studies and programs to address overall sexual health and help decrease sexual infections are needed, particularly among Black and Hispanic youth.  The provision of information to young people needs to be improved and expanded using a variety of methods—including providing sexual health education to young people in schools, reaching those who are not attending school, and engaging families and healthcare providers.  

Applications in this category should address at least one of the following: 1)consider how existing mechanisms to educate and screen for HIV and other STDs can be improved for our youth; 2) explore new, and innovative strategies to use text messaging, gaming, internet-based and other media opportunities to help facilitate healthy sexual choices by our youth; 3) design and implement new opportunities to work with parents, guardians and other trusted adult figures to facilitate sexual health dialogue and prevention efforts with our youth.

5) Health Services Research to Assess Feasibility of Dental-based, Pharmacy-based, or other Non-traditional Venue-based HIV Testing and Linkage to Care Opportunities in Underserved Communities

Access to existing HIV testing services typically requires people to go to a health department or physician, which in some parts of the United States can require traveling long distances and may also be socially stigmatizing.  Newer approaches with dentists, pharmacists and other non-traditional providers of HIV services are warranted, particularly in impoverished, underserved communities where routine health care access is a challenge.  Recent data suggest that of 3.6 million Americans reporting HIV risk, 75% have seen a dentist within the past 2 years.  Dental care providers may provide opportunities to serve at-risk persons who are otherwise unlikely to be tested for HIV.  Pharmacies and retail clinics are located throughout all areas of the United States and are perceived as socially benign, non-stigmatizing venues for health maintenance. Offering rapid HIV testing at pharmacies or retail clinics could reduce barriers and increase access to HIV prevention and testing services.  Other non-traditional venues for applicants to consider include churches, nightclubs and concert halls.    
Applications addressing this topic should develop, implement, and assess innovative strategies to engage dentists, pharmacists and other non-traditional entities as partners in provision of HIV services, particularly in poor, underserved communities.  This may include HIV testing, providing prevention messages, linkage to care, and adherence to medications by community pharmacists.  Applicants need to address at least one of the non-traditional partners listed, or suggest a non-traditional partner not listed above.

6) Using Geospatial Analyses to Understand the Impact of Social Determinants on the HIV Epidemic in Domestic Impoverished Communities

A recent CDC study revealed a very strong link between low socio-economic status and HIV, finding that heterosexuals in these areas living below the poverty line were twice as likely to have HIV (2.4%) than those living above the poverty line (1.2%), though both rates were significantly higher than the national average. In addition to income, the study found that other social determinants of health – including homelessness, unemployment, and low education level – were independently associated with HIV infection.  Although the study found no statistically significant differences in HIV prevalence among heterosexuals in poor urban areas by race (2.1% among Blacks/African Americans, 2.1% among Hispanics/Latinos, and 1.7% among whites), poverty is not evenly distributed in this country. Available U.S. Census data show that 46% of Blacks in this country, 40% of Hispanics, and 10% of whites, live in poverty areas. Poverty may therefore play a key role in the racial/ethnic disparities found in HIV rates nationally; Blacks/African Americans have an HIV prevalence rate that is eight times higher than whites, and Latinos have an HIV prevalence rate three times higher than whites.  Geospatial analytic techniques allow for the use of census tract data and HIV surveillance data to examine and describe variables that may be associated with HIV epidemics at a community level so that appropriate social and structural level HIV prevention interventions can be developed.  

Applications in this category should suggest geospatial analyses to better understand and describe the social and structural conditions that contribute to the disproportionate impact of the domestic HIV epidemic on impoverished communities, so that prevention planners can target HIV prevention efforts to specific geographic areas.  This should involve examining social determinants of health that may be quantified geospatially including (but not limited to): education, housing, employment, living wages, access to health care, access to healthy foods and green spaces.  In addition to conventional HIV prevention efforts, the researchers should design interventions that address issues of justice, occupational safety, hopefulness, and freedom from racism, classism, sexism, and other forms of exclusion, marginalization, and discrimination based on social status.
7) Working with Faith Leaders to Decrease Stigma and Increase Successful HIV Prevention and Education Efforts in Communities of Color

Communities of color (particularly Blacks and Latinos) continue to be disproportionately impacted by HIV/AIDS, together accounting for an estimated 64% of new infections in 2006.  At the same time, it is estimated that between 40% and 80% of Black and Latino communities in the United States are part of a faith or spiritual process evidenced by religious service attendance; this level of religious participation is higher than that noted in other ethnic communities.  Faith-based institutions (churches, religious-based charities and religious-based non-profits) have been constant and instrumental to the success and well-being of communities of color in the United States as sources of spiritual, social and political capital.  As a result, faith-based institutions have tremendous potential to provide much needed HIV/AIDS prevention and education services to a significant proportion of communities they serve.  However, some faith-based institutions in communities of color may be reluctant to engage in HIV/AIDS prevention efforts within their congregations and communities, potentially due to HIV/AIDS misinformation and stigma associated with sexuality (perceived promiscuity and homosexuality) and drug use as some routes of HIV/AIDS transmission.  
Given the tremendous potential of faith-based institutions in communities of color to reduce HIV stigma and disparities by providing critical HIV/AIDS services (prevention, education, care and treatment) applicants in this category should develop, implement and assess HIV prevention strategies in any of the following areas: 1) removing barriers and challenges to engagement in faith-based HIV/AIDS prevention efforts; 2) understanding the needs and requirements of faith-based organizations to successfully conduct HIV/AIDS prevention efforts; and 3) identifying means to address faith-based stigma associated with HIV/AIDS.  Applications which suggest partnerships between faith-based institutions and community researchers to develop and evaluate evidence-based HIV prevention programs and lead to the development of effective, faith-based HIV prevention interventions are encouraged.
8) Investigator-initiated projects

We anticipate that investigators working in affected communities of color will have their own ideas for HIV prevention research in their communities.  Strong, innovative applications that address research topics outside of the CDC-suggested research areas, but that are specific to addressing the HIV epidemic in highly affected Black and Hispanic communities, will also be considered.

Assessing and Reporting the Intervention Translatability of the Research

Applicants must include a plan to estimate and report the potential translatability and public health impact of the research.
Section II. Award Information

	Funding Instrument
	Cooperative Agreement: A support mechanism used when there will be substantial Federal scientific or programmatic involvement. Substantial involvement means that, after award, scientific or program staff will assist, guide, coordinate, or participate in project activities. 

	Application Types Allowed

	New 



	Funds Available and Anticipated Number of Awards 

	Year 1: $200,000

Year 2: $300,000

Year 3: $300,000

Year 4: $300,000

Anticipated Number of Awards: Six - Eight
Awards issued under this FOA are contingent on the availability of funds and submission of a sufficient number of meritorious applications. 

	Ceiling and Floor of Individual Award Range
	Applicant may not exceed the ceiling amount of $200,000 for the first 12 months.  For remaining project years 2-4, applicant may not exceed the ceiling amount of $300,000 per 12-month period.

	Indirect Costs
	These costs, also known as Facilities and Administrative (F&A) costs, will be reimbursed at eight percent (8%) of modified total direct costs.  The Department of Health and Human Services (DHHS) limits F&A costs on training grants and career awards, like MARI, to 8%.  

	Project Period Length
	Project Period length is 4 years.

Throughout the project period, CDC's commitment to continuation of awards will be conditional on the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports), and the determination that continued funding is in the best interest of the Federal government.

    

	Potential Applicant Conference Call
	A conference call with all potential applicants will be held on Wednesday, December 1, 2010 at 12:00pm E.T. 
Phone Number: 1-866-662-8986, Passcode: 8378091


HHS/CDC grants policies as described in the HHS Grants Policy Statement will apply to the applications submitted and awards made in response to this FOA.
Section III. Eligibility Information

1. Eligible Applicants
Eligible Organizations

Higher Education Institutions:

· Public/State Controlled Institutions of Higher Education 

· Private Institutions of Higher Education 

The following types of Higher Education Institutions are always encouraged to apply for CDC support as Public or Private Institutions of Higher Education: 

· Hispanic-serving Institutions

· Historically Black Colleges and Universities (HBCUs)

· Tribally Controlled Colleges and Universities (TCCUs) 

· Alaska Native and Native Hawaiian Serving Institutions

Nonprofits Other Than Institutions of Higher Education

· Nonprofits (Other than Institutions of Higher Education) 

For Profit Organizations

· Small Businesses

· For-Profit Organizations (Other than Small Businesses)

Governments

· State Governments 

· County Governments

· City or Township Governments

· Special District Governments

· Indian/Native American Tribal Governments (Federally Recognized) 

· Indian/Native American Tribal Governments (Other than Federally Recognized)

· Eligible Agencies of the Federal Government

· U.S. Territory or Possession

Other

· Independent School Districts

· Public Housing Authorities/Indian Housing Authorities

· Native American tribal organizations (other than Federally recognized tribal governments)

· Faith-based or Community-based Organizations

· Regional Organizations

· Bona Fide Agents

A Bona Fide Agent is an agency/organization identified by the state as eligible to submit an application under the state eligibility in lieu of a state application. If applying as a bona fide agent of a state or local government, a legal, binding agreement from the state or local government as documentation of the status is required. Attach with "Other Attachment Forms" when submitting via www.grants.gov.
Required Registrations
All Program Directors/Principal Investigators (PD/PIs) must also work with their institutional officials to register with the eRA Commons or ensure their existing eRA Commons account is affiliated with the eRA Commons account of the applicant organization.

Applicant organizations must complete the following registrations as described in the SF 424 (R&R) 
Application Guide to be eligible to apply for or receive an award. Applicants must have a valid Dun and Bradstreet Universal Numbering System (DUNS) number in order to begin each of the following registrations.

· Central Contractor Registration (CCR) – must be renewed annually
· Grants.gov 
· eRA Commons 

All registrations must be successfully completed and active before the application due date. Applicant organizations are strongly encouraged to start the registration process at least four (4) weeks prior to the application due date.
Eligible Individuals (Project Director/Principal Investigator) in Organizations/Institutions
Any individual(s) with the skills, knowledge, and resources necessary to carry out the proposed research as the Project Director/Principal Investigator (PD/PI) is invited to work with his/her organization to develop an application for support. Individuals from underrepresented racial and ethnic groups as well as individuals with disabilities are always encouraged to apply for HHS/CDC support.

For institutions/organizations proposing multiple PDs/PIs, visit the Multiple Program Director/Principal Investigator Policy and submission details in the Senior/Key Person Profile (Expanded) Component of the SF 424 (R&R) Application Guide. 
The primary investigator from the applying institution must also meet and be able to demonstrate the following additional requirements:

1) Possess a research or a health-professional masters or doctorate-level degree from an accredited school/program;

2) Never have been a primary investigator on an HHS HIV research award for $250,000 or greater;

3) Be knowledgeable about HIV/AIDS epidemiology and prevention, as well as have basic and documented research experience in or related to the field of HIV/AIDS, STD, or Black, Hispanic and/or Native American communities; 

4) Have a documented history of working in Black, Hispanic or Native American communities and ability to access study populations from these communities;

5) Have documented linkages to Black, Hispanic or Native American communities that are impacted by HIV;

6) Have the ability to establish effective and well-defined working relationships with community advisory boards (CABs), community-based organizations (CBOs) or similar entities which will ensure appropriateness of proposed research and implementation of the proposed activities. The investigator must demonstrate efforts to develop this relationship by submitting letters of support or equivalent statement(s).  Letters of support must specify the role of the CAB, CBO, or other entity in supporting the proposed research.  

7) Demonstrate willingness to partner and apply with a local senior investigator who is able to devote 5-10% full-time effort to the project.  In addition, each junior investigator will be paired with HIV epidemiologic and prevention researchers at CDC for additional mentorship and help with the timely development of protocols and study instruments, submission of protocols to require human subjects review boards, conduct of investigations, and to analyze, present and publish study results.

8) Document basic capacity/support in data management and analysis.

Documentation of the above requirements must be included in the application. This includes, but is not limited to letters indicating involvement in HIV/AIDS research or HIV/AIDS-related publications, curriculum vitas and/or letters of support.

2. Cost Sharing

This FOA does not require cost sharing as defined in the HHS Grants Policy Statement.
3. Additional Information on Eligibility
Number of Applications

Applicant organizations may submit more than one application, provided that each application is scientifically distinct. 
HHS/CDC will not accept any application in response to this FOA that is essentially the same as one currently pending initial peer review unless the applicant withdraws the pending application. HHS/CDC will not accept any application that is essentially the same as one already reviewed. 
Section IV. Application and Submission Information

1. Obtaining an Application Package

Applicants must download the SF424 (R&R) application package associated with this funding opportunity from Grants.gov.
2. Content and Form of Application Submission

It is critical that applicants follow the instructions in the SF424 (R&R) Application Guide, except where instructed in this funding opportunity announcement to do otherwise. Conformance to the requirements in the Application Guide is required and strictly enforced. Applications that are out of compliance with these instructions may be delayed or not accepted for review.
Letter of Intent 
Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application, the information that it contains allows IC staff to estimate the potential review workload and plan the review. 

By the date listed in Part 1. Overview Information, prospective applicants are asked to submit a letter of intent that includes the following information:

Descriptive title of proposed research
Name, address, and telephone number of the PD(s)/PI(s)
Names of other key personnel
Participating institutions
Number and title of this funding opportunity 

The letter of intent should be sent to: 
Amy Yang, PhD
Scientific Review Officer

Extramural Research Program Office

National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention

1600 Clifton Road MS E60

Atlanta, GA 30333

Telephone: (404) 498-2733
Fax: (404) 498-2626

Email: AYang@cdc.gov 

Required and Optional Components
A complete application has many components, both required and optional. The forms package associated with this FOA in Grants.gov includes all applicable components for this FOA, required and optional. 
Page Limitations

All page limitations described in this individual FOA must be followed.

For this FOA, the Research Strategy section is limited to 25 pages, the Research Strategy section of the application.
While each section of the Research Plan component needs to be uploaded separately as a PDF attachment, applicants are encouraged to construct the Research Plan component as a single document, separating sections into distinct PDF attachments just before uploading the files. This approach will enable applicants to better monitor formatting requirements such as page limits. All attachments must be provided to HHS/CDC in PDF format, filenames must be included with no spaces or special characters, and a PDF extension must be used. Do not include any information in a header or footer of the attachments. A header will be system-generated that references the PD/PI. Page numbers for the footer will be system-generated in the complete application, with all pages sequentially numbered; therefore, do not number the pages of your attachments.  Your research plan must not exceed 25 pages. If your research plan exceeds the page limitation, your application may be considered unresponsive and ineligible for review.

The following materials may be included in the Appendix: 

Up to five publications, manuscripts (accepted for publication), abstracts, patents, or other printed materials directly relevant to the proposed project. Do not include manuscripts submitted for publication. Applicants should refer to instruction guides and specific Funding Opportunity Announcements (FOAs) to determine the appropriate limit on the number of publications that may be submitted for a particular program. Note that not all grant activity codes allow the inclusion of publications.

· Publications in press:  Include only a publication list with a link to the publicly available on-line journal article or the NIH Pub Med Central (PMC) submission identification number. Do not include the entire article.

· Manuscripts accepted for publication but not yet published: The entire article may be submitted electronically as a PDF attachment.

· Manuscripts published but a publicly available online journal link is not available:  The entire article may be submitted electronically as a PDF attachment.

· Surveys, questionnaires, data collection instruments, clinical protocols, and informed consent documents.

· Graphic images of gels, micrographs, etc. provided that the image (may be reduced in size) is also included within the (stated) page limit of Items 2-5 of the Research Plan component. No images may be included in the Appendix that are not also represented within the Research Plan. 

Research Plan Components
All instructions in the SF424 (R&R) Application Guide must be followed, with the following additional instructions: 
Appendix

Do not use the appendix to circumvent page limits. Follow all instructions for the Appendix as described in the SF424 (R&R) Application Guide, with the following modifications: 
· No publications or other printed material, with the exception of pre-printed questionnaires or surveys, may be included in the Appendix. 
3. Submission Dates and Times

Part I. Overview Information contains information about Key Dates. Applicants are encouraged to submit in advance of the deadline to ensure they have time to make any application corrections that might be necessary for successful submission.

Organizations must submit applications via Grants.gov, the online portal to find and apply for grants across all Federal agencies. Applicants must then complete the submission process by tracking the status of the application in the eRA Commons, NIH’s electronic system for grants administration. 

Applicants are responsible for viewing their application in the eRA Commons to ensure accurate and successful submission. 

Information on the submission process is provided in the SF424 (R&R) Application Guide.
Note: HHS/CDC grant submission procedures do not provide a period of time beyond the grant application due date to correct any error or warning notices of noncompliance with application instructions that are identified by Grants.gov or eRA systems (i.e. error correction window).
The application package is not complete until it has passed the Grants.gov/eRA Commons validation process. This process and email notifications of receipt and validation or rejection may take two (2) business days. Applicants are strongly encouraged to allocate additional time prior to the submission deadline to submit their applications and to correct errors identified in the validation process. Applicants are encouraged also to check the status of their application submission to determine if the application packages are complete and error-free. Applicants who encounter system errors when submitting their applications must attempt to resolve them by contacting the Grants.gov Contact Center (1-800-518-4726; support@grants.gov). If the system errors cannot be resolved, applicants must contact PGO TIMS for guidance at least 3 calendar days before the deadline date.
4. Intergovernmental Review (E.O. 12372)
Your application is subject to Intergovernmental Review of Federal Programs, as governed by Executive Order 12372. This order sets up a system for state and local review of proposed federal assistance applications. You should contact your state single point of contact (SPOC) as early as possible to alert the SPOC to prospective applications, and to receive instructions on your state’s process. Click on the following link to get the current SPOC list: http://www.whitehouse.gov/omb/grants_spoc/
5. Funding Restrictions

All HHS/CDC awards are subject to the terms and conditions, cost principles, and other considerations described in the HHS Grants Policy Statement. 
Pre-award costs are allowable only as described in the HHS Grants Policy Statement. 
Funds relating to the conduct of research involving human subjects will be restricted until the appropriate assurances and Institutional Review Board approvals are in place.
6. Other Submission Requirements and Information

Applications must be submitted electronically following the instructions described in the SF 424 (R&R) Application Guide.  Paper applications will not be accepted. 
Applicants must complete all required registrations before the application due date. Section III. Eligibility Information contains information about registration.
For assistance with your electronic application or for more information on the electronic submission process, visit Applying Electronically. 

Important reminders:
All PD/PIs must include their eRA Commons ID in the Credential field of the Senior/Key Person Profile Component of the SF 424(R&R) Application Package. Failure to register in the Commons and to include a valid PD/PI Commons ID in the credential field will prevent the successful submission of an electronic application to CDC.

The applicant organization must ensure that the DUNS number it provides on the application is the same number used in the organization’s profile in the eRA Commons and for the Central Contractor Registration (CCR). Additional information may be found in the SF424 (R&R) Application Guide.

See more tips for avoiding common errors. 
Upon receipt, applications will be evaluated for completeness by the CDC Procurement and Grants Office (PGO) and responsiveness by PGO and the Center, Institute or Office of the CDC. Applications that are incomplete and/or nonresponsive will not be reviewed.

Submit your application 2 days prior to the due date to allow for correction of errors, which is January 18, 2011.
The HHS/CDC requires the PD/PI to fill in his/her eRA Commons User ID in the “PROFILE – Project Director/Principal Investigator” section, “Credential” log-in field of the “Research & Related Senior/Key Person Profile” component.
Section V. Application Review Information

1. Criteria

Only the review criteria described below will be considered in the review process. As part of the CDC mission, all applications submitted to the CDC in support of public health research are evaluated for scientific and technical merit through the CDC peer review system.

Overall Impact 

Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following review criteria and additional review criteria (as applicable for the project proposed).
Scored Review Criteria
Reviewers will consider each of the review criteria below in the determination of scientific merit, and give a separate score for each. An application does not need to be strong in all categories to be judged likely to have major scientific impact. For example, a project that by its nature is not innovative may be essential to advance a field.

Significance

Does the project address an important problem or a critical barrier to progress in the field? If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved? How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field? Are the proposed study activities likely to have a positive impact on HIV prevention? Is the proposed target population at high risk for acquiring or transmitting HIV, including current behavioral determinants, cultural and social norms, and risk behaviors for acquisition or transmission of HIV?  
Investigator(s)

Are the PD/PIs, collaborators, and other researchers well suited to the project? Have they demonstrated an ongoing record of accomplishments that have advanced their field(s)? If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project? Does the applicant demonstrate an understanding of the research objectives of this announcement as evidenced by the quality of the proposed research plan and specific study design?  Does the applicant have a thorough understanding of HIV prevention approaches?  Does the applicant demonstrate familiarity with and have documented access to communities most adversely and disproportionately affected by the HIV/AIDS epidemic?  Does the applicant have a documented history of working in Black, Hispanic and Native American communities and ability to access study populations from these communities?  Does the applicant demonstrate the ability to identify with Black, Hispanic and/or Native American populations at-risk for HIV?  Does the applicant demonstrate knowledge of issues faced by Black, Hispanic and/or Native American communities affected by HIV?  Does the applicant demonstrable ability to recruit study population and obtain valid data through the use of culturally appropriate methods and instruments?  Does the applicant have the appropriate training and skills to implement culturally-relevant HIV prevention research with the proposed target population?  Does the applicant identify a 5-10%-time senior investigator who can realistically devote support and mentorship to the applicant and the research project based on the proposal and letters of support?  Is the applicant able to carry out the proposed research as demonstrated by the experience of the primary investigator and the proposed research team and organizational setting?  Does the applicant require the assistance or sub contractual involvement of a community- or faith-based organization, governmental agency or other agency in order to fulfill the terms of the study that they are proposing?  Does the applicant possess a research or a health-professional masters or doctorate-level degree from an accredited school/program?  Did the applicant confirm s/he has never been a primary investigator on an HHS HIV research award for $250,000 or greater?  Does the applicant have documented research experience in or related to the field of HIV/AIDS, STD, or underserved or impoverished, minority communities?   Does the applicant have the ability to establish effective and well-defined working relationships with community advisory boards (CABs), community-based organizations (CBOs) or similar entities which will ensure appropriateness of proposed research and implementation of the proposed activities? The investigator must demonstrate efforts to develop this relationship by submitting letters of support or equivalent statement(s).  Letters of support must specify the role of the CAB, CBO, or other entity in supporting the proposed research.  Does the applicant have documented basic capacity/support in data management and analysis?
Innovation

Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions? Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense? Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed? Does the applicant propose a novel approach to HIV prevention for the target population that is culturally appropriate?    
Approach

Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project? Are potential problems, alternative strategies, and benchmarks for success presented? If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed? 

If the project involves clinical research, are the plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?    

Does the PI clearly state which research topic they are addressing from the listed in topics 1-8?  Are study questions within the CDC-suggested research categories and address gaps in the HIV/AIDS research literature or build on the findings of previously conducted research in highly affected communities? Does the applicant demonstrate applicability and relevance of study objectives to minority communities?  Does the applicant have a realistic and plausible detailed plan of approach that is substantiated based on their prior experience with research activities with the target population?  Does the applicant provide plans for recruitment and outreach of study participants from the proposed target population?  How feasible is the study plan to sample, recruit, and enroll study participants in a culturally appropriate manner and design study instruments that are culturally appropriate to target populations?  Is the applicant’s timeline realistic and feasible?  Is the plan to analyze data appropriate? Does the plan provide for protecting the privacy of the study participants and ensuring confidentiality of the research data? Does the study plan demonstrate that plans for recruitment and outreach for study participants will include establishing partnerships with communities?  Does the study plan show evidence of establishing a partnership with at least one community organization to consult on all aspects of conducting the study and to link participants with prevention and medical services as needed?  How feasible are the plans to involve the study population, their advocates, or service providers in the development of research activities and to inform them of research results?  Is there community support for implementing and evaluating the proposed research as evidenced by letters of support from agencies representing or serving the proposed target population?  Does the study plan include an evaluation plan with measures of effectiveness?  Do the measures of effectiveness relate to performance goals of this announcement?  Are the measures of effectiveness objective and quantitative and do they measure the intended outcome?   
Environment

Will the scientific environment in which the work will be done contribute to the probability of success? Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed? Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements?  Is there evidence of institutional support? Does the planned location for the study have access to adequate numbers of the proposed target population?  Does the applicant have access to qualified personnel with realistic and sufficient percentage-time commitments relative to each phase of the study timeline?  Does the study plan demonstrate baseline epidemiologic, behavioral, clinical, administrative and management experience needed to conduct the proposed research?  Is there evidence that the applicant and staff have experience working with the target population of study participants?  Does the applicant provide a description of duties, percentage time commitments, and responsibilities of project personnel including clear lines of authority and supervisory capacity over the behavioral, administrative, data management, and statistical aspects of the research?  How adequate are the plans for facilities, equipment, assessment programming, data processing, and analysis capacity, and systems for management of data security and participant privacy in achieving the research objectives? Does the applicant provide a detailed budget for the total project period that includes a staffing plan and list of activities for each project year?  Documentation of the above requirements must be included in the application. This includes, but is not limited to letters indicating involvement in HIV/AIDS research or HIV/AIDS-related publications, curriculum vitas and/or letters of support.  
Additional Review Criteria

As applicable for the project proposed, reviewers will evaluate the following additional items while determining scientific and technical merit, and in providing an overall impact/priority score, but will not give separate scores for these items.

Protections for Human Subjects

For research that involves human subjects but does not involve one of the six categories of research that are exempt under 45 CFR Part 46, the committee will evaluate the justification for involvement of human subjects and the proposed protections from research risk relating to their participation according to the following: 1) risk to subjects are minimized, 2) risks are reasonable in relation to anticipated benefits, if any to the subjects and others, and the importance of the knowledge to be gained, 3) selection of subjects is equitable , 4) informed consent will be sought from subjects , 5)informed consent will be documented ,6) data and safety monitoring, 7) adequate provisions to protect privacy of subjects and confidentiality of data.


For research that involves human subjects and meets the criteria for one or more of the six categories of research that are exempt under 45 CFR Part 46, the committee will evaluate: 1) the justification for the exemption, 2) human subjects involvement and characteristics, and 3) sources of materials. For additional information on review of the Human Subjects section, please refer to the HHS/CDC Requirements under AR-1 Human Subjects Requirements.
Inclusion of Women, Minorities, and Children 

When the proposed project involves human subjects or a clinical investigation, the committee will evaluate the proposed plans for inclusion of minorities and members of both genders, as well as the inclusion of children. For additional information on review of the Inclusion section, please refer to the Inclusion of Women and Racial and Ethnic Minorities in Research.
Vertebrate Animals

The committee will evaluate the involvement of live vertebrate animals as part of the scientific assessment according to the following five points: 1) proposed use of the animals, and species, strains, ages, sex, and numbers to be used; 2) justifications for the use of animals and for the appropriateness of the species and numbers proposed; 3) adequacy of veterinary care; 4) procedures for limiting discomfort, distress, pain and injury to that which is unavoidable in the conduct of scientifically sound research including the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices; and 5) methods of euthanasia and reason for selection if not consistent with the AVMA Guidelines on Euthanasia. For additional information on review of the Vertebrate Animals section, please refer to the Worksheet for Review of the Vertebrate Animal Section.
Biohazards

Reviewers will assess whether materials or procedures proposed are potentially hazardous to research personnel and/or the environment, and if needed, determine whether adequate protection is proposed.

Revisions
Revisions (formerly called competing supplement applications), are a request for an increase in support in a current budget period for expansion of the scope of the approved project or program or to meet an unforeseen increase in costs. The request may specify budgetary changes required for the remainder of the project period as well as for the current budget period. Supplemental applications requesting a programmatic expansion (change in scope) must undergo objective review and generally are required to compete for support; requests for administrative supplements may be awarded without objective review or competition.  
Additional Review Considerations
As applicable for the project proposed, reviewers will consider each of the following items, but will not give scores for these items, and should not consider them in providing an overall impact/priority score.
Resource Sharing Plans

HHS/CDC policy requires that recipients of grant awards make unique research resources and data readily available for research purposes to qualified individuals within the scientific community after publication. Please see:

http://www.cdc.gov/od/foia/policies/sharing.htm. Investigators responding to this funding opportunity should include a plan on sharing research resources and data.
Budget and Period of Support

Reviewers will consider whether the budget and the requested period of support are fully justified and reasonable in relation to the proposed research.

2. Review and Selection Process 
Applications will be evaluated for scientific and technical merit by an appropriate peer review group, in accordance with CDC peer review policy and procedures, using the stated review criteria.
As part of the scientific peer review, all applications will:

· Undergo a selection process in which only those applications deemed to have the highest scientific and technical merit (generally the top half of applications under review), will be discussed and assigned an overall impact/priority score. 
· Receive a written critique.
Applications will be assigned to the appropriate HHS/CDC Center, Institute, or Office. Applications will compete for available funds with all other recommended applications submitted in response to this FOA. Following initial peer review, recommended applications will receive a second level of review. The following will be considered in making funding decisions: 

· Scientific and technical merit of the proposed project as determined by scientific peer review. 

· Availability of funds. 

· Relevance of the proposed project to program priorities. 
· Priority will be given to: 

1) Projects that demonstrate strong community partnerships and access to predominantly Black, Hispanic and Native American communities that are disproportionately affected by the HIV/AIDS epidemic.

2) Projects that are cross-sectional or pilot (time-limited) in nature and that will require no more than 4 years of funding ensuring the availability of funding for a greater number of applicants.

3) Projects that engage a junior or mid-career investigator with at least 30% effort as the primary investigator and a local site senior investigator (5-10% effort) as an additional resource for the junior investigator to help with scientific protocol development and provide local guidance as needed, within the parameters of the MARI program goals.  Previously funded MARI junior or mid-career investigators are eligible to serve as a local senior investigator for a new applicant.

4) Projects that do not contract out data collection and analysis activities to an outside source.

Preference will be given to applicants that:

1) Have the ability to implement culturally and linguistically competent methodology within the study design;

2) Have a history of service to Black, Hispanic or Native American communities;

3) Propose a research study that is within one of the CDC-suggested research areas;  

4) Are indigenous to the Black, Hispanic or Native American communities;  

5) Have linkages to the targeted population;

6) Propose a study addressing HIV prevention needs in Black, Hispanic, Native American or impoverished communities with the highest rates of HIV.

Funding Preferences:

In making awards, funding decisions will attempt to achieve subject area and regional diversity:

· We will attempt to fund at least one award in each CDC-suggested research subject category, including the investigator-initiated innovative research category.   

We will attempt to fund applicants based on proposals that target research in geographic regions that are disproportionately affected by the HIV epidemic. 

· Applications that receive the highest scores by the review committee will be stratified by CDC-suggested research areas, and those applications that are most highly ranked in each subject area are more likely to be funded.  Preference will be given to proposals addressing research topics in the CDC-suggested research areas.  However, strong, innovative applications that address research topics outside of the CDC-suggested research areas will also be considered.    
3. Anticipated Announcement and Award Dates
After the peer review of the application is completed, the PD/PI will be able to access his or her Summary Statement (written critique) via the eRA Commons. 

Information regarding the disposition of applications is available in the HHS Grants Policy Statement. 
Section VI. Award Administration Information

1. Award Notices

If the application is under consideration for funding, HHS/CDC will request "just-in-time" information from the applicant as described in the HHS Grants Policy Statement. 

A formal notification in the form of a Notice of Award (NoA) will be provided to the applicant organization for successful applications. The NoA signed by the grants management officer is the authorizing document and will be sent via email to the grantee business official. 

Awardees must comply with any funding restrictions described in Section IV.5. Funding Restrictions. Selection of an application for award is not an authorization to begin performance. Any costs incurred before receipt of the NoA are at the recipient's risk. These costs may be reimbursed only to the extent considered allowable pre-award costs specified in the FOA document. 

2. Administrative and National Policy Requirements

All HHS/CDC grant and cooperative agreement awards include the HHS Grants Policy Statement as part of the NoA. For these terms of award, see the HHS Grants Policy Statement Part II: Terms and Conditions of Award, Overview of Terms and Conditions of Award and Requirements for Specific Types of Grants. Additional requirements are available at the following internet address: http://www.cdc.gov/od/pgo/funding/ARs.htm.
Cooperative Agreement Terms and Conditions of Award
The following special terms of award are in addition to, and not in lieu of, otherwise applicable U.S. Office of Management and Budget (OMB) administrative guidelines, U.S. Department of Health and Human Services (DHHS) grant administration regulations at 45 CFR Parts 74 and 92 (Part 92 is applicable when State and local Governments are eligible to apply), and other HHS, PHS, and CDC grant administration policies. 

The administrative and funding instrument used for this program will be the cooperative agreement, an "assistance" mechanism (rather than an "acquisition" mechanism), in which substantial CDC programmatic involvement with the awardees is anticipated during the performance of the activities. Under the cooperative agreement, the HHS/CDC purpose is to support and stimulate the recipients' activities by involvement in and otherwise working jointly with the award recipients in a partnership role; it is not to assume direction, prime responsibility, or a dominant role in the activities. Consistent with this concept, the dominant role and prime responsibility resides with the awardees for the project as a whole, although specific tasks and activities may be shared among the awardees and HHS/CDC as defined below. 


The PD(s)/PI(s) will have the primary responsibility for:

· Demonstrate that research will occur in minority and/or impoverished populations at risk for HIV infection by including in their research proposal applicable state or local surveillance data in indicating high rates of HIV/AIDS among the target population in the proposed research population.

· Collaborate with local senior researchers, CDC researchers and community-based organizations or similar community liaison for duration of project period on several activities such as development of data collection instruments, specimen collection protocols, and data management procedures.     

· Identify, recruit, obtain informed consent from, and enroll an adequate number of study participants as determined by the study protocols and the program requirements.

· Follow study participants as determined by the study protocols.

· Establish procedures to protect the privacy of the study participants and the confidentiality of the research data.

· Obtain the appropriate Institutional Review Board approvals for all institutions or individuals participating in the research project.

· Perform laboratory tests (when appropriate) and data analysis as determined in the study protocols.  

· Present at national or international meetings and publish research findings in peer-reviewed scientific literature.

· Participate in conference calls with CDC project officer(s) and research team. 

· Attend initial and annual meetings with other MARI- funded grantees to promote research dissemination and networking among investigators.  CDC will fund travel for Year One, but investigators should budget for travel in years 2-4.
Awardees will retain custody of and have primary rights to the data and software developed under these awards, subject to Government rights of access consistent with current DHHS, PHS, and CDC policies. 
CDC staff have substantial programmatic involvement that is above and beyond the normal stewardship role in awards, as described below:
In this cooperative agreement, a Center Project Officer (PO) is an equal partner with scientific and programmatic involvement during the conduct of the project through technical assistance, advice, and coordination.  The PO will: 
· Provide mentorship for the recipient/junior or mid-level investigator.

· Provide technical assistance as needed in the design and conduct of the research.

· Facilitate and assist in the development of a research protocol for Institutional Review Board (IRB) and OMB review by all cooperating institutions participating in the research project.  NCHHSTP will determine if local IRB review and approval is sufficient for the study protocol, and OMB review/approval would be renewed as appropriate based on mandated timelines.

· Assist as needed in designing a data management system.

· Assist in the analysis of research information and the presentation and publication of research findings.

· Conduct site visits to ensure that venues are properly selected, collaborations outlined in proposals are true, the community is involved in the research activities, and investigators are complying with the research protocol.

· Conduct initial and annual meetings of MARI-funded investigators to facilitate the exchange of research progress among recipients and to offer additional technical expertise for the conduct of research.

· The Scientific Program Officer will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards, as described below:
· Named in the NOA as the Program Official to provide overall scientific and programmatic stewardship of the award;

· Serve as the primary point of contact on official award-related activities; including an annual review of the grantee’s performance as part of the request for continuation application;

· Make recommendations on requests for changes in scope, objectives, and or budgets that deviate from the approved peer-reviewed application;

· Carry out continuous review of all activities to ensure objectives are being met;

· Attend committee meetings and participate in conference calls for the purposes of assessing overall progress, and for program evaluation purposes; and

· Monitor performance against approved project objectives.   
Areas of Joint Responsibility include:

· None; all responsibilities are divided between awardees and CDC staff as described above.
3. Reporting

When multiple years are involved, awardees will be required to submit the Non-Competing Continuation Grant Progress Report (PHS 2590) annually and financial statements as required in the HHS Grants Policy Statement.
A final progress report, invention statement, and Financial Status Report are required when an award is relinquished when a recipient changes institutions or when an award is terminated, no more than 90 days after the end of the project period.

Section VII. Agency Contacts

We encourage inquiries concerning this funding opportunity and welcome the opportunity to answer questions from potential applicants. 
Scientific/Research Contact(s)

Andrew Hopkins, PhD

Scientific Program Officer

Extramural Research Program Office

National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention

1600 Clifton Road MS E60

Atlanta, GA 30333

Telephone: (404) 498-2207
Fax: (404) 498-2626

Email: AHopkins@cdc.gov 

Peer Review Contact(s)
Amy Yang, PhD
Scientific Review Officer

Extramural Research Program Office

National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention

1600 Clifton Road MS E60

Atlanta, GA 30333

Telephone: (404) 498-2733
Fax: (404) 498-2626

Email: AYang@cdc.gov 
Financial/Grants Management Contact(s)

Angie Tuttle, Grants Management Specialist
Centers for Disease Control and Prevention
Acquisition and Assistance Branch 1
2920 Brandywine Road, MS E-15
Atlanta, GA 30341-4146 
Telephone: (770) 488-2863
Fax: (770) 488-2868
Email: aen4@cdc.gov 

Application Submission Contacts
Grants.gov Customer Support (Questions regarding Grants.gov registration and submission, downloading or navigating forms)
Contact Center Phone: 1-800-518-4726 
Email: support@grants.gov
Hours: 24 hours a day, 7 days a week; closed on federal holidays 


eRA Commons Help Desk(Questions regarding eRA Commons registration, tracking application status, post submission issues)
Phone: 301-402-7469 or 866-504-9552 (Toll Free)
TTY: 301-451-5939
Email: commons@od.nih.gov
Hours: Monday - Friday, 7am - 8pm Eastern Time 

CDC Technical Information Management Section (TIMS)
Procurement and Grants Office 

Telephone 770-488-2700

Email: PGOTIM@cdc.gov
Hours: Monday - Friday, 9am - 5pm Eastern Time 


Section VIII. Other Information

All awards are subject to the terms and conditions, cost principles, and other considerations described in the HHS Grants Policy Statement.
Authority and Regulations

Awards are made under the authorization of Sections 301 and 318 of the Public Health Service Act as amended and under Federal Regulations 42 U.S.C. 241 and 247c.
Federal Citations
Use of Animals in Research: 

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar3
SF424: Part III, Section 2.2 

Human Subjects Protection: 

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar1
SF424: Part III, Section 2.1
Data and Safety Monitoring Plan: 

http://grants.nih.gov/grants/guide/notice-files/not98-084.html 

SF424: Part II, Section 4.1.5
Sharing Research Data: 

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar25
SF424: Part III, Section 4.5
Policy for Genome-Wide Association Studies (GWAS): 

http://grants.nih.gov/grants/gwas/  

SF424: Part III, Section 1.5.3
Sharing of Model Organisms: 

http://grants.nih.gov/grants/policy/model_organism/index.htm      

SF424: Part III, Section 1.5.2
Inclusion of Women and Racial and Ethnic Minorities in Research: http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar2
SF424: Part II, Section 4.2
Inclusion of Persons Under the Age of 21 in Research: http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar28
SF424: Part II, Section 4.4
Publications: 
HHS Grants Policy Statement (Intellectual Property-Rights in Data & Publications)
Health Insurance Portability and Accountability Act Requirements: 
http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar24
SF424: Part III, Section 4.2
URLs in HHS/CDC Grant Applications or Appendices: 

SF424: Part I, Section 4.2
Healthy People 2020: 

http://www.health.gov/healthypeople 


Authority and Regulations: 

HHS Grants Policy Statement


Smoke-Free Workplace: 

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar10
Public Law 103-227 

Pro-Children Act of 1994. 

SF424: Part III, Section 2.11


HIV/AIDS Confidentiality Provisions

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar4
HIV Program Review Panel

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar5
Patient Care

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar6
Executive Order 12372 Review

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar7
Public Health System Reporting

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar8
Paperwork Reduction Act

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar9
Lobbying Restrictions

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar12
Accounting System Requirements

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar14
Proof of Non-profit Status

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar15
Security Clearance

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar16
Small, Minority and Women-owned Business

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar21
Research Integrity

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar22
Compliance with Executive Order 13279

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar23
National Historic Preservation Act of 1966 (Public Law 89-665, 80 Stat. 915)

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar26
Conference Disclaimer and Use of Logos

http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar27
Summary of Conference Call With Potential Applicants
For Funding Opportunity Announcement (FOA) RFA-PS-11-003: 
 “Minority HIV/AIDS Research Initiative (MARI) to Build Capacity in Black and Hispanic Communities and Among Black and Hispanic Researchers to Conduct HIV/AIDS Epidemiological and Prevention Research”

Questions and answers to call held on December 1, 2010 at 12:00pm, E.T., as announced in the above Funding Opportunity Announcement (FOA).  
Introductory Comments 
From this point forward, any scientific or technical questions should be addressed to Andrew Hopkins (amh7@cdc.gov).  Any questions on the financial/grants management aspect should be addressed to Angie Tuttle (aen4@cdc.gov).  Their contact information can be found in this FOA, Section VII “Agency Contacts”. Questions on application submission are also listed in the same section of the FOA.  DO NOT attempt to make contact with individuals in the funding program. 
If you plan to apply, please make sure your organization AND yourself are both registered at www.grants.gov and eRA Commons, as described in Section III “Required Registration” and Section IV “Application Submission Information.”  Registration confirmation can take up to several weeks – no extensions will be granted due to not being able to submit because of registration complications.  If your organization is already registered with both www.grants.gov and eRA Commons, ensure that your CCR account is current and active.  Questions regarding registration process can be directed to the Centers for Disease Control and Prevention (CDC) Technical Information Management Section at 770-488-2700, Grants.gov at 1-800-518-4726, support@grants.gov and eRA Commons at 1-866-504-9552, http://itservicedesk.nih.gov/eRA/. 

Please submit your application at least five days before the deadline to allow for error correction. No extensions will be granted due to applications being rejected because of submission errors.  
Potential applicants should pay close attention to Section III “Eligibility Information” and Section V “Application Review Information, Criteria”.  The eligibility requirements and criteria must be addressed in all applications – these are the criteria that will be used to determine whether an application is deemed eligible for review and then to ultimately score.  Applications deemed ineligible will be returned without review and failure to provide required information could also result in an unfavorable score. 
Questions from Callers

Question:  
Should the application research plan be structured similar to a K01 structure according the SF424?

Answer:   
Applicants can refer to the K structure for some guidance, but our requirements are not the same.  

Question:  
Does the 25 pages limit include the specific aims?

Answer:  
Yes.
Question:  
Regarding page limitations, is the Research Strategy limited to 25 or is it 12 pages?

Answer:  
As described in the FOA, the Research Strategy is limited to 25 pages.
Question:  
Are you limited to the number of letters of support you can have and do these count in the 25 pages limit?

Answer:  
Letters of support are limited to the appendix and should be submitted separately from the Research Strategy.
Question: 
Does the 25 pages limit for the research strategy include the research aims and the component of protection of human subjects?
Answer:
It includes the aims but not the component of protection of human subjects.   Protection of human subjects is also scored by the reviewers, so be sure to complete this section.
Question:  
How important is the mentorship relation requirement, and can we have more than one mentor?
Answer:  
The mentor component is a very strong part of this FOA.  The FOA states that there can only be one official mentor.  However, the applicant may propose additional unofficial mentors not supported financially by the award.  The mentor(s) must be chosen based upon subject matter expertise.  
Question:  
What are the specific requirements the Senior Investigator/Mentor (i.e. PhD, SME,) and what all is that individual expected to do?

Answer:
The senior mentor must be able to devote 5-10% full-time effort to the project in support of the primary investigator.  This support is often in the form of assisting with expertise for protocol development, study execution and data analysis and review, but is up to the specific needs as identified by the primary investigator.

Question:  
Can you identify a mentor who is already a MARI mentor?

Answer: 
Yes.

Question:  
Can a mentor currently funded by MARI be a mentor on this?  

Answer:  
Yes, as long as their funding will be expired when this funding starts in September of 2011.

Question:
Does the mentor need to be at the same institution or city as the PI?

Answer:
The mentor does not need to be at the same institution nor city. However, this should not compromise the ability of the mentor to provide 5-10% level of effort.

Question:  
Other than letters of support from mentors, does it add to proposal to have other letters of recommendation?

Answer:  
These types of letters that can speak to your case are fine to add to the appendix.  The panel will review them.  They certainly cannot hurt.
Question:  
Does having a university affiliation strengthen the proposal? 

Answer:  
Being at an academic institution doesn’t strengthen an application.  The applications will be reviewed based upon the review criteria listed in the FOA. 
Question:  
In regards to Research topic #5, are we limited to one non-traditional venue or can more than one non-traditional venue be studied?

Answer:   
Applicants can propose more than one. 
Question:  
Can a PI submit two applications that focus on two different topics?

Answer: 
If you feel confident about more than one subject area, you are not limited to one.  However, we do not believe that one PI can effectively conduct two projects.  Also, if you submit two, please assure that the titles are changed – submissions with the same titles might be considered duplications within the system.
Question:  
Does the ceiling of $200,000 in year one and $300,000 for remaining years include indirect costs?
Answer:  
Yes. See Question below for information on Indirect Cost limitations.
Question:  
As far as indirect costs, is there a ceiling limit?

Answer:  
The indirect cost limit is capped at 8%, and again, is included as part of the annual ceiling of $200,000 in year one and $300,000 in year two through year four.

Question:
 What percentage of the award should go to research and what percentage should go to salaries?

Answer:
There is no set amount/percentage recommendation for specific line items within the award.  The amount delineated in each line item of the budget depends on how you structure your proposal.

Question:  
Are there allowable expenses for course work?

Answer:  
No.
Question:  
Would it be possible to include IRB and subject participation stipends in budget?

Answer:  
Yes.
Question:  
Does this award require travel to be listed as part of this budget?

Answer: 
The applicant should budget for travel to attend a meeting at CDC once a year.
Question:  
If I have a K01 Mentored Research Scientist Development Award, can I still apply for this grant?

Answer:
Anyone, who has ever been funded as a PI by any agency within HHS AND the subject matter is HIV-related AND the total award amount is equal to or greater than $250,000, is not eligible to apply as a PI. 
Question:  
Does the primary investigator have to have a Ph.D. or can that individual be pursuing a Ph.D. at the time of application?
Answer:  
The primary investigator must possess a health-professional masters or doctorate-level degree from an accredited school/program at the time of the application.

Question:  
Will minority PIs be given preference over non-minority PIs? 

Answer:  
One of the goals of MARI is to build capacity among Black and Hispanic investigators working in highly affected communities.  In the FOA, Section V, part 2, “Review and Selection Process,” we note that the reviewers will consider applicants more strongly who are able to document a history of actively working within highly affected Black, Hispanic and Native American communities and who have linkages to the targeted population. Preference will not be given to investigators who are actually minority; only that they document engagement working actively with the target population and that they have well-established linkages.

Question:
Is it required that one or all of the PIs belong to a Community of Color (COC) or have experience working predominantly with COC? 

Answer: 
Based on FOA Section III, the PI is not required to belong to a community advisory board (CAB) or community based organization (CBO) but should provide documented history, linkage and/or ability to establish effective working relationship with such an organization or agency.
Question:
Can an individual holding an H1B visa apply for this grant as a PI?

Answer:
CDC funds institutions/agencies rather than individuals. This FOA is limited to US and Territories only. Any individual working in a domestic institution/agency is eligible to apply when other requirements for PI are also met (see Section III “Eligibility Information”)

Question:
How many days will the annual PI meeting with the CDC be?

Answer:
The initial Year One PI meeting with the CDC will be 2 or 3 days, providing enough time for PIs to meet and understand the CDC process.  Subsequent PI annual meetings (Year 2-4) will be one day meetings to promote research dissemination and networking among investigators.  CDC will fund travel for Year One, but Principal Investigators will need to budget for travel in years 2-4.

Question:
When and where will these questions and responses be published?

Answer:
The questions and answers will be published on grants.gov as an amendment to the FOA.  You should sign up to receive the e-mail alerts to ensure you receive all amendments to the FOA.

Question:
The FOA that I have has Esther listed as the contact person, is this correct?

Answer:
There is an updated FOA that denotes Angie Tuttle as the PGO contact for the FOA.  Ensure that you sign up to receive the e-mail alerts from grants.gov regarding any updates/amendments to this FOA.

Question:
What is the level of effort expected with CBO participant support and implementation?

Answer:
There is no set amount/percentage recommendation for specific line items within the award.  The amount delineated in each line item of the budget depends on how you structure your proposal.
Question:
Where can we find the information of previous awardees funded by the MARI program?

Answer:
This information should be found in the public domain of nih.gov.  You can also review an article about the first round of MARI at http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2569682/pdf/jnma00199-0024.pdf . 

For the awardees from the second round of MARI, please go to: http://projectreporter.nih.gov/reporter.cfm   and fill in the blank at “RFA/PA” with “RFA-PS-07-003” and click on “submit” to review the result of the inquiry. It should include 8 awardees from the following institutions/organizations: New York Academy of Medicine, Charm, Inc, Kingsborough Community College, University of Miami School of Medicine, California State University Dominguez Hills, University of South Carolina at Columbia, St. John’s University, Columbia University Health Sciences.
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