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EXECUTIVE SUMMARY: 

This funding opportunity announcement solicits grant applications for the Community Health Applied Research Network (CHARN). Support is available in the form of cooperative agreements which will be administered by the HIV/AIDS Bureau of the Health Resources and Services Administration (HRSA) in the U.S. Department of Health and Human Services (DHHS).  Please read the entire guidance carefully before completing the application.  This funding opportunity is supported by the American Recovery and Reinvestment Act of 2009 (“Recovery Act,” Public Law 111-5) funds only, and therefore has specific Recovery Act-related reporting requirements associated with it.  All Recovery Act funded activities must be reported and accounted separately from all other funding.
· Purpose: The purpose of the CHARN cooperative agreements is to provide infrastructure support for consortia of safety net providers and academic institutions to develop the capacity to undertake community-based comparative effectiveness research. It is anticipated that by the end of the grant period, the funded consortia would be able to conduct high quality observational and interventional studies on priority comparative effectiveness topics. 
· Mechanism of Support:  Cooperative agreement 
· Funds Available and Number of Awards:  (4) four awards 
· Budget and Project Period:  The total costs (direct and indirect) awarded under this cooperative agreement will not exceed $2,000,000 for the entire three year project period.  An application with a budget that exceeds $2,000,000 total costs for the project period will be returned without review.  The project period is September 01, 2010 to August 31, 2013. ARRA funding is one-time funding and there are no commitments beyond the three year project period. 

· Eligible Applications:  Health Center led consortia.
· Number of Applications:  Applicants may submit more than one application provided that each application is scientifically distinct; however, only one award will be made to an applicant organization.
· Resubmissions:  Resubmission applications are not permitted in response to this funding opportunity.
· Renewals:  Renewal applications are not permitted in response to this funding opportunity.
· Application Materials: See Section IV for application materials.
Applicants may obtain additional information regarding business, administrative, or fiscal issues related to this grant announcement by contacting:
Mail:




Bruce A. Holmes






Grants Management Specialist

HRSA Division of Grants Management Operations

Parklawn Building, Room 11A-02
5600 Fishers Lane

Rockville, Maryland 20857

Phone:



(301) 443-0752
Electronic Mail:  bholmes@hrsa.gov
Additional information related to overall program issues may be obtained by contacting:

Mail:




Robert Mills, Ph.D.
CHARN Program Bureau

HIV/AID Bureau

Parklawn Building, Room 7-90
5600 Fishers Lane

Rockville, Maryland 20857

Phone:



(301) 443-3899
Electronic Mail:  rmills@hrsa.gov 
Please submit your application early.  Applications submitted after the application deadline will not be accepted.  The application deadline is June 9, 2010 at 8:00 P.M. ET.
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I. Funding Opportunity Description 


1. Research Objectives
The American Recovery and Reinvestment Act of 2009 (Recovery Act) provides funds for comparative effectiveness research (CER) activities. The purposes of the Recovery Act are to preserve and create jobs and promote economic recovery in the United States, and to provide investments needed to increase economic efficiency by spurring technological advances in science and health.  Consistent with these goals, eligible domestic (United States) institutions/organizations who are planning to submit applications that include foreign components should be aware that requested funding for any foreign component should not exceed 10% of the total requested costs or $25,000 (aggregate total for a subcontract or multiple subcontracts), whichever is less. HRSA awards under this funding opportunity will be for three years.
Additional information on the Recovery Act can be found at http://www.recovery.gov.  Information on activities related to the Recovery Act at the U.S. Department of Health and Human Services (HHS) can be accessed at http://www.hhs.gov/recovery.

This guidance for the Community Health Applied Research Network (CHARN) invites applications from consortia of research investigators based at health centers and their partners in the safety net and academic communities. The purpose of the CHARN is to create an infrastructure that has the capacity to pool sites and treatment experiences for the purpose of conducting comparative effectiveness observational and interventional studies. The project also aims to establish improved approaches for transferring research results to safety net treatment settings. 
These funds are for new activities.  Organizations that are currently or have been previously supported are eligible to apply for this funding as long as they clearly delineate the new activities from the existing ones.  Those applicants who apply for HRSA 10-206 (CHARN Central Data Management Coordinating Center) and choose to apply under this announcement should be aware that HRSA will only fund one award per organization.  

The Recovery Act CER funds offer an extraordinary opportunity to complement ongoing research in the public and private sectors by establishing a solid infrastructure for future CER.  Such investments could include development of data warehouses and registries, innovative methods, training researchers, and the rapid dissemination of research results to patients and clinicians.  Existing data resources could be enhanced in order to better maximize their utility, expanding the types of questions addressed as well as identifying high impact opportunities for research.

Authority 
This grant is being issued by the Health Resources and Services Administration (HRSA), U.S. Department of Health and Human Services (HHS).  The cooperative agreement will be administered by HRSA’s HIV/AIDS Bureau (HAB). The funding for this opportunity is authorized by P.L. 111-5, the “American Recovery and Reinvestment Act of 2009,” and Section 301 of the Public Health Service Act. In carrying out this activity, HRSA will consult with the Agency for Healthcare Research and Quality for their experience conducting comparative effectiveness research.

2. Background
The Recovery Act provided $1.1 billion for comparative effectiveness research.  The Act allocated $400 million to the Office of the Secretary, $400 million to the National Institutes of Health, and $300 million to the Agency for Healthcare Research and Quality. The Department of Health and Human Service’s Recovery Act appropriation for CER is a significant investment.  CER and activities that support CER have been undertaken by a wide range of stakeholders both inside and outside the public sector.  

The Recovery Act also established the Federal Coordinating Council for Comparative Effectiveness Research to coordinate the investment in CER.  Furthermore, the legislation indicated that “the Council shall submit to the President and the Congress a report containing information describing current Federal activities on comparative effectiveness research and recommendations for such research conducted or supported from funds made available for allotment by the Secretary for comparative effectiveness research in this Act” by June 30, 2009. The following definition of CER was established by the Federal Coordinating Council (FCC) in the Report to Congress
:

Comparative effectiveness research is the conduct and synthesis of research comparing the benefits and harms of different interventions and strategies to prevent, diagnose, treat and monitor health conditions in “real world” settings.  The purpose of this research is to improve health outcomes by developing and disseminating evidence-based information to patients, clinicians, and other decision-makers, responding to their expressed needs, about which interventions are most effective for which patients under specific circumstances.  

· To provide this information, comparative effectiveness research must assess a comprehensive array of health-related outcomes for diverse patient populations and sub-groups.  

· Defined interventions compared may include medications, procedures, medical and assistive devices and technologies, diagnostic testing, behavioral change, and delivery system strategies. 

· This research necessitates the development, expansion, and use of a variety of data sources and methods to assess comparative effectiveness and actively disseminate the results.

One of the core categories for CER activity and investment is data infrastructure for CER. CER Data Infrastructure includes activities or investments that develop, build, or maintain data infrastructure, systems, or tools.  These investments could include the creation of new research datasets and repositories, aggregation of existing data sources, development of new tools to query and analyze existing data sets, or creation of standards for new data collection.

The Council developed a framework for the investment of the Office of the Secretary Recovery Act funding for CER, and recommended that “the primary investment for this funding should be data infrastructure.” CER Data Infrastructure includes activities or investments that develop, build, or maintain data infrastructure, systems, or tools to support CER research and analysis. These investments could also include developing a distributed practice-based data network, longitudinal linked administrative or Electronic Health Record (EHR) databases, or patient registries. 
In addition, in June, 2009, the Institute of Medicine (IOM) published its Report
, Initial National Priorities for Comparative Effectiveness Research. The report stated that “the most important priority of all should be the building of a broad and supportive infrastructure to carry out a sustainable national CER strategy.”  Of particular importance to this competition are the IOM recommendations to invest in building robust data and information systems, to strengthen the research infrastructure, and to bring CER knowledge into everyday clinical decision making. 
Both the IOM and the FCC Reports emphasized the importance of comparative effectiveness research for diverse populations and patient-subgroups, particularly those populations that are often underrepresented in research. These priority populations include, but are not limited to, racial and ethnic minorities, the elderly, children, individuals with disabilities, and patients with multiple chronic conditions.
Under this funding opportunity, any proposed comparative effectiveness study or proof of concept must target one of the AHRQ priority conditions or one of the IOM priority topics for comparative effectiveness research. The list of AHRQ priority conditions is available at:  http://effectivehealthcare.ahrq.gov/index.cfm/submit-a-suggestion-for-research/how-are-research-topics-chosen/and the IOM list of priority topics is found at: http://www.iom.edu/~/media/Files/Report%20Files/2009/ComparativeEffectivenessResearchPriorities/Stand%20Alone%20List%20of%20100%20CER%20Priorities%20-%20for%20web.ashx . 
Priority-Setting Process and Inputs for Use of ARRA OS Funds: 

There were four main inputs for priorities for ARRA OS comparative effectiveness research funds: public input, an internal Departmental workgroup, the FCC report, and the Institute of Medicine (IOM) report.  The FCC identified the following as minimum threshold criteria which must be met to be considered for funding: 

1) Included within statutory limits of ARRA and the Council’s definition of comparative effectiveness research; 

2) Potential to inform decision-making by patients, clinicians or other stakeholders;

3) Responsiveness to expressed needs of patients, clinicians or other stakeholders;

4) Feasibility of research topic (including time necessary for research).

The Comparative Effectiveness Research-Coordination and Implementation Team (CER-CIT) will require the use of the FCC’s prioritization criteria for scientifically meritorious research and investments for all projects funded with OS ARRA funds.  These criteria are: 

1)      Potential impact (based on prevalence of condition, burden of disease, variability in outcomes, costs, potential for increased patient benefit or decreased harm),

2)      Potential to evaluate comparative effectiveness in diverse populations and patient sub-groups and engage communities in research, 

3)      Addresses existing uncertainty within the clinical and public health communities regarding management decisions and variability in practice,

4)      Addresses a need or is unlikely to be addressed through other organizations, 

5)      Potential for multiplicative effect. 

Finally, investments funded from this appropriation must address at least one of the following topic areas: 

1) One of the 100 IOM recommendations;

2) An issue within one the MMA 14 Priority Conditions identified by AHRQ (pursuant to Section 1013 of the Medicare Prescription Drug Improvement and Modernization Act of 2003) which are not currently addressed; and/or 

3) Fall into one of the AHRQ identified evidence gaps. 

A current list of priority areas includes: 

·         Arthritis and non-traumatic joint disorders 

·         Cancer 

·         Cardiovascular disease, including stroke and hypertension

·         Dementia, including Alzheimer’s disease

·         Depression and other mental health

·         Developmental delays, attention-deficit hyperactivity disorder,   and autism

·         Diabetes mellitus 

·         Functional limitations and disability

·         Infectious diseases including HIV/AIDS 

·         Obesity 

·         Peptic ulcer disease and dyspepsia (digestive system conditions)

·         Pregnancy including preterm birth 

·         Pulmonary disease/asthma

·         Substance abuse disorders

3. Objectives and Functions of CHARN
The Community Health Applied Research Network (CHARN) is being established in response to the funding opportunities made available under the Recovery Act for CER Data Infrastructure. The CHARN will be comprised of four Research Nodes and a Central Data Management Coordinating Center. Research Nodes are health center-led consortia of safety net providers in partnership with one or more academic institutions.  Research Nodes will be funded through four separate cooperative agreements. It is anticipated that three of the cooperative agreements will focus on important CER infrastructure related to the delivery of primary care.  The fourth cooperative agreement will be awarded for CER infrastructure relevant to the care and treatment of individuals with HIV/AIDS. A separate announcement will be made for the Central Data Management Coordinating Center (CDMCC) to support the Network.  Applicants cannot receive more than one award to be a Research Node Center.  Applicants for the Research Node Centers are strongly encouraged to review the related funding announcement for the CHARN Central Data Management Coordinating Center.
Three interrelated factors are key to the development of a successful Research Node: 1) a sufficiently large patient base to assure adequate study samples in terms of demographics and disease conditions of priority populations; 2) sufficient technical expertise and information management resources to assure a high level of data quality leading to research with scientific merit; and, 3) mechanisms to explore optimum ways of transferring research results to treatment settings.  

In addition, the Recovery Act legislation noted that “research conducted with funds appropriated shall be consistent with Departmental policies related to the inclusion of women and minorities.”  CHARN provides an opportunity to evaluate comparative effectiveness in diverse populations and patient subgroups that do not always have adequate representation in comparative effectiveness studies. The Department provides information on these policies at: http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm 
The overall goal of this project is to establish the infrastructure in the safety-net community to foster the conduct of collaborative comparative effectiveness research.  Funding associated with this award is focused on enhancing data infrastructure for research purposes and supporting research personnel to demonstrate the capabilities of Research Nodes to conduct CER. By the end of the project period, grantees would be expected to seek extramural funding for studies conducted through CHARN. 

The CHARN cooperative agreements described in this announcement are being established to meet certain objectives.  The intent is to demonstrate that:  (1) a well conceived and fully operational infrastructure can be put in place to support comparative effectiveness research on priority populations, using rigorous study designs and methodologies; (2) a consensus-derived and well informed research agenda can be developed and used to actively guide the network’s activities; (3) a research and development process can be instituted within the network to develop proposals, conduct pilot studies, and carry out investigations with support from HRSA or other Federal agencies; (4) a plan to study and encourage the transfer of network findings to practices can be designed and instituted; and (5) a collaboration of  personnel, practitioners and researchers can be fostered, to provide opportunities for bi-directional education and exchange of ideas, information and values between the treatment and academic communities.

The following describes multiple aspects of CHARN that applicants should consider in development of their application:

CHARN Organization and Functions 
CHARN is a collaborative group of Research Node Centers (RNCs) and the CDMCC funded by cooperative agreements with HRSA. The Research Nodes organized into this network will develop the capacity to conduct multi-site observational and interventional studies. The Network is governed by a Steering Committee which will develop policies and procedures for the development of research protocols, safety and regulatory compliance, grant writing and publication, project budgets, and quality assurance. The CDMCC staffs and participates in the CHARN Steering Committee.
Research Node Center
The Research Node is the functional unit of CHARN.  A Research Node consists of an RNC and multiple Affiliates. The RNC is also the site of one of the Affiliates. There should be at least three other Affiliates established by the RNC for a minimum of four Affiliates per cooperative agreement. Each RNC shall have as one of its Affiliates an academic research institution that will provide expertise on study designs, analysis, and other scientific matters. The RNC serves as the coordinating arm and maintains a research partnership with its Affiliates.

The RNC is the recipient of the cooperative agreement. The RNC provides a core of administrative and study operations services as well as scientific leadership and management of studies.  The RNC, acting as the local operation center for the Research Node, has primary responsibility for: (1) establishing and maintaining a RNC infrastructure; (2) providing the Research Node with administration and operations support; and (3) building partnerships with the Affiliates.
Functions of the RNC are to develop, foster and maintain infrastructure of the Research Node.  These functions include but are not limited to: (1) arranging and managing the participation of at least three Affiliates (2) maintaining scientific and technical personnel for protocol development and implementation; (3) coordinating intra-node activities; and (4) providing resources for intra-node activities.

Affiliates are organizations that have the capacity for participating in studies and along with the RNC, comprise the Research Nodes. Characteristics of each Affiliate associated with an RNC are described in detail under the Scope of Work (see Section IV, 2, “Program Narrative”). Affiliates can be health centers, rural health clinics, academic research institutions, nurse managed clinics, health department clinics, and other types of community based organizations. 
Research Proposals: In partnership with its Affiliates, each RNC develops and submits concepts and research protocols to the CHARN Steering Committee for review and approval.  For each approved protocol, a protocol specific project team will be established by the Steering Committee to develop and implement the research project. Concept proposals for CER topics and proposed hypothesis must focus on priority areas defined by the IOM and AHRQ.  See  http://effectivehealthcare.ahrq.gov/index.cfm/submit-a-suggestion-for-research/how-are-research-topics-chosen/ for the list of AHRQ priority topic areas. The IOM list of priority topic areas can be found at http://www.iom.edu/~/media/Files/Report%20Files/2009/ComparativeEffectivenessResearchPriorities/Stand%20Alone%20List%20of%20100%20CER%20Priorities%20-%20for%20web.ashx  To the extent feasible, recipients of this Recovery Act funding should offer an opportunity for public comment on the research.
Data Collection and Management: In collaboration with the Central Data Management and Coordinating Center (CDMCC), the RNC will enforce data gathering, data management training, and data quality assurance according to each specific protocol.  Affiliates must follow the policies and procedures of the CHARN Steering Committee to (1) monitor progress; (2) report data and other information to the CDMCC, and (3) follow good clinical practice (GCP) or other applicable regulatory requirements.

Subject Safety/Oversight 

The RNC and Affiliate sites will adhere to protocol-specific measures approved by the CHARN Steering Committee to assure the safety and protection of the rights of subjects who may participate in observational and interventional studies to be conducted as a result of this cooperative agreement. All RNC and Affiliate investigators assume and accept the primary responsibility for ensuring CHARN studies are conducted in compliance with all Federal regulations and PHS policies and procedures (e.g., IRB Review).  

All investigators agree and assure that adequate records will be maintained, and that access to these records will be available to enable outside monitors (including CDMCC staff) to assess compliance with applicable Federal laws (e.g., HIPAA) and regulations. 

Federal regulations at 45 CFR Part 46 require that research involving human subjects must be evaluated in accordance with those regulations, with reference to the risks of subjects, the adequacy of protection against these risks, the potential benefits of the research to the subject and others, and the importance of the knowledge gained or to be gained (http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm). Information on the regulations for the protection of human subjects participating in research conducted or sponsored by HHS can be found at http://hhs.gov/ohrp. All investigators agree and assure that adequate records will be maintained, and that access to these records will be available to enable outside monitors (including CDMCC staff) to assess compliance with applicable Federal laws (e.g., HIPAA) and regulations. For more information on HIPAA see http://hhs.gov/ocr/hipaa.
 Reporting Requirements

In addition to the Recovery Act reporting requirements described later in this guidance (See Section VI. 3. Reporting) The Awardee agrees to furnish the following: 

Protocol-Specific Reports:  Awardees are required and agree to provide periodic reports of protocol-specific projects according to the policies and procedures established by the CHARN Steering Committee. At a minimum the Research Node must provide timely enrollment information in a format and according to a schedule defined by the CHARN Steering Committee. Other protocol-specific reports, such as those needed to monitor the safety and clinical effectiveness of drugs, treatments, or other interventions under investigation will be required to allow the CHARN Steering Committee to monitor the research projects undertaken in the CHARN. The Steering Committee will determine the nature, frequency, and content of reports as part of the protocol review and approval process. 

Recovery Act Reporting: Section 1512 of the Recovery Act requires prime recipients of the Recovery Act funds to submit quarterly reports. Applicants are directed to the information contained in the OMB guidance at: http://www.whitehouse.gov/omb/assets/memoranda_2010/m10-08.pdf.
Accordingly, in addition to the standard HRSA terms of award, all funding provided under the Recovery Act must comply with the statutory reporting requirements and will be subject to the HHS Standard Terms and Conditions for the Recovery Act as described above and found on the web at http://www.ahrq.gov/fund/arraterms.htm 
CHARN Steering Committee
This committee constitutes the primary governing body of CHARN.  The membership of the committee consists of the Principal Investigators of each Research Node, representatives from Affiliates, the Principal Investigator of the CDMCC, and representative nominated by HRSA.  The Federal Program Director and staff of HRSA serve as liaisons to the CHARN Steering Committee, and HRSA may nominate up to three members of the Steering Committee.  The CHARN Steering Committee follows established bylaws and standard operating procedures to govern all aspects of CHARN. The CHARN steering committee formulates and monitors policies and procedures guiding the research activities, reviews and approves procedures for data acquisition, analysis and management, oversees communication within the CHARN as well as with the greater scientific community and the public.  The Steering Committee, in collaboration with HRSA, also establishes CHARN network performance goals and standards and monitors progress throughout the life of the CHARN and its research projects.

The CHARN Steering Committee is also responsible for ensuring that there are well documented policies and operating procedures guiding all aspects of CHARN activities (e.g., protocol development, review, initiation, conduct, and closure, data collection, publication, etc.) and bylaws delineating the requirements and expectations of collaborating institutions, membership criteria, and standards of performance, and procedures for removing institutions due to poor performance. 
The CHARN Steering Committee, by majority vote, will elect a Chair from among the Research Node Centers.  The CHARN Steering Committee will normally meet up to 3 times per year in a major city in the US.
Product and Data Rights  

In general, recipients own the rights in data resulting from a grant-supported project or program. However, the NoA may indicate alternative rights, e.g., under a cooperative agreement or based on specific programmatic considerations as stated in the applicable program announcement or solicitation. Except as otherwise provided in the NoA, any publications, data,18 or other copyrightable works developed under an HHS grant may be copyrighted without OPDIV prior approval. Rights in data also extend to students, fellows, or trainees under awards whose primary purpose is educational, with the authors free to copyright works without OPDIV approval. In all cases, whether HHS funded all or part of the project or program resulting in the data, the Federal government must be given a royalty-free, nonexclusive, and irrevocable license for the Federal government to reproduce, publish, or otherwise use the material and to authorize others to do so for Federal purposes, e.g., to make it available in government-sponsored databases for use by other researchers. The specific scope of OPDIV rights with respect to a particular grant-supported effort will be addressed in the NoA. Data developed by a subrecipient also are subject to this policy.
CHARN is intended as a national resource for the transferring of CHARN research findings to practices. Data collected or derived under this cooperative agreement must be shared upon request with the CHARN Steering Committee, or its designee, for external monitoring pursuant to HRSA responsibilities. Sharing access to research databases:  It is anticipated that the databases generated from the clinical research infrastructure will be a national resource. The application must describe a data sharing and access plan that offers a viable and reasonable mechanism to allow other qualified researchers access to these databases (after ensuring compliance with confidentiality/privacy requirements and after it has been validated for comparative effectiveness research) to test a valid hypothesis.  The Research Node Centers are not expected to bear the expenses for this access and must not budget for these in response to this funding opportunity.
Quality Control and Monitoring

All participants under this award will cooperate with HRSA and the CDMCC to review RNC operations and advise investigators of specific requirements regarding quality control and monitoring. The RNC and Affiliate sites agree to participate in protocol-defined measures to follow methodological and analytic guidelines established by HRSA through the CHARN Steering Committee. 
Publication of Data

Prompt and timely presentation and publication in the scientific literature of findings resulting from research undertaken in the CHARN is required. The Awardee agrees to acknowledge HRSA support in the publications and oral presentations resulting from research and/or activities conducted under this cooperative agreement. Investigators must agree to abide by CHARN policies concerning all publication of CHARN studies. Prior to the submission of manuscripts for publication Awardees agree to provide preprint copies to the CHARN Steering Committee according to policies and procedures the Steering Committee may establish to monitor the presentation and publication of CHARN results.  It is highly recommended that a publication plan be developed and be made part of the future applications.  It is further recommended that if the application is funded such a plan be updated as the project years unfold.  
Progress Review  
The CHARN Steering Committee will establish procedures for monitoring the performance of the Research Node participating in research under this cooperative agreement. Performance metrics, such as budget execution, subject enrollment, data acquisition and transmission, and study analysis and reports will be defined to permit HRSA a means to assess progress of the CHARN and provide information needed to support future funding decisions. 

The inability of a Research Node to meet performance requirements and responsibilities defined in these Terms and Conditions, and further elaborated by the CHARN Steering Committee may result in an adjustment of funding, withholding of support, restriction of funds already awarded, or suspension or termination of the award by HRSA.
Central Data Management and Coordinating Center   (CDMCC)

HRSA will establish a Central Data Management and Coordinating Center (CDMCC) under a separate cooperative agreement to provide CHARN Research Nodes with data collection, data management, data analysis guidelines, and to serve as a central repository for CHARN generated data.  The RNCs and Principal Investigators of CHARN agree to cooperate with the CDMCC by implementing CHARN-wide data standards for collection and analysis of data generated under the CHARN, and to provide the CDMCC timely data for purposes of monitoring the safety and progress of studies conducted under the CHARN.  Research Nodes agree to provide the CDMCC final study data according to schedules developed and approved by the CHARN Steering Committee. All Research Nodes must agree to cooperate with the CDMCC to enable study monitoring and assure regulatory compliance and adherence to GCP in all CHARN studies.
4. Definitions and Abbreviated Terms
The following definitions and abbreviated terms are provided as guidance for applicants:

· “Affiliate” – an affiliate is an entity (such as health centers, safety net providers, hospitals, universities, etc.) that has a relationship with the Research Node Center as evidenced by ALL of the following: (i) business arrangement, (ii) commitment to the development, implementation, and operation of the Network, and (iii) a signed MOA (see Appendix B).  This commitment includes time, financial support, expertise, and other resources devoted to achieving the goals and objectives of the Network.
· “CDMCC” Central Data Management and Coordinating Center. Serves as a central data collection, data management, data analysis, and repository for the Community Health Applied Research Network

· “Cultural Competence” means a set of values, behaviors, attitudes, and practices within a system, organization, program, or among individuals that enables them to work effectively cross culturally.  Further, it refers to the ability to honor and respect the beliefs, language, interpersonal styles and behaviors of individuals and families receiving services, as well as staff who are providing such services.  Cultural competence is a dynamic, ongoing, developmental process that requires a long-term commitment and is achieved over time.

· “CHARN” – Community Health Applied Research Network: Functions as a collaborative group of Research Nodes funded by the cooperative agreement described within this guidance. CHARN is the operational name of the four Research Nodes (and their Affiliates) and the CDMCC. The successful applicants for this competition will collectively be known as CHARN. 

· “GCP” means Good Clinical Practice, an international ethical and scientific quality standard for designing, conducting, recording, and reporting trials that involve the participation of human subjects. Compliance with this standard provides public assurance that the rights, safety, and wellbeing of trial subjects are protected.
· “HCCN” – A Health Center Controlled Network is controlled by and acting on behalf of the health center(s), as defined and funded under Section 330(e)(1)(C) of the PHS Act.  The term “controlled” means to have the authority collectively to appoint a minimum of 51 percent of the Network’s board members in the Network.  The HCCN must consist of at least 3 collaborator organizations.  

HCCNs, for purposes of this grant opportunity may also be a health center, as defined and funded under Section 330 of the Public Health Service (PHS) Act, as amended (42 U.S.C. 254b), applying on behalf of a managed care Network or plan, that has received Federal grants under subsection 330(e)(1)(A) for at least the two consecutive preceding years; or a health center as defined and funded under Section 330 of the Public Health Service (PHS) Act, as amended (42 U.S.C.§ 254b), applying on behalf of a Practice Management Network.
· “Priority Populations” – populations described by the FCC and IOM often underrepresented in CER, including but not limited to: racial and ethnic minorities, the elderly, children, women, and individuals with disabilities, and patients with multiple chronic conditions.
· “RNC” – Research Node Center: Serves as a recipient of the cooperative agreement and a local operation center for the Research Node, provides a core of administrative and study operations services as well as scientific leadership and management of observational and randomized studies. One of the proposed Affiliate sites should also be located at the RNC.

· “Steering Committee” – the CHARN Steering Committee is the primary governing body of CHARN. This committee formulates and monitors policies and procedures guiding the research activities, reviews and approves procedures for data acquisition, analysis and management, oversees communication within the Network as well as with the greater scientific community and the public. The Steering Committee is also responsible for ensuring that there are well documented policies, by-laws, and operating procedures guiding all aspects of the Network.
II. Award Information

1.  Type of Award: Federal Involvement
Funding will be provided in the form of a cooperative agreement, in which substantial HRSA scientific and/or programmatic involvement with awardees is anticipated during the performance of the project.

In addition to the usual monitoring and technical assistance provided under grants, HRSA responsibilities shall include the following:

1. Assurance of the availability of the services of HRSA personnel or designees to participate in the planning and development of all phases of this activity;
2. Participation in meetings and seminars conducted during the period of the cooperative agreement;
3. Review and authorization of procedures established for carrying out the scope of work;
4. Participation in periodic meetings and/or communications with the award recipients to review mutually agreed upon goals and objectives and to assess progress;
5. Assistance in establishing and maintaining Federal interagency and interorganizational contacts necessary to carry out the project;
6. Participation in the dissemination of information about project activities; and
7.   Facilitation of effective communication and accountability to HRSA regarding the project with special attention to new program initiatives and policy development in the public health field relating to comparative effectiveness research.

2.  Summary of Funding
This initiative is supported by funds provided to HRSA under the Recovery Act, Public Law 111-5.  HRSA has designated approximately $8,000,000 to fund four (4) grantees. This program will pay the three years of grant support upfront for a total of $ 2,000,000 per grantee. There are no commitments for the future years.  Budget proposals are limited to approximately $666,666 per year for a total of $2,000,000 total costs over the three (3) year period from September 01, 2010 to August 31, 2013. 

All of the cooperative agreements will be made under the program authority of the Recovery Act, Pub. L. 111-5, and section 301 (42 U.S.C. 241) of the Public Health Service Act, and will be administered by HRSA.  In selecting applications for funding, special consideration will be given to geographic distribution, including urban and rural.
III. Eligibility Information
1.  Eligible Applicants
The following organizations/institutions are eligible to apply. Consistent with the purposes of the Recovery Act (in particular, to preserve and create jobs and promote economic recovery in the United States, and to provide investments needed to increase economic efficiency by spurring technological advances in science and health), applicants must be a domestic (United States) institution/organization listed below. The United States institution/organization must be located in the 50 states, territories and possessions of the U.S., Commonwealth of Puerto Rico, Trust Territory of the Pacific Islands, or District of Columbia.  Foreign organizations/institutions are not permitted as the applicant organization.

You may submit an application(s) if your institution/organization has any of the following characteristics: Applications may be submitted by health center led consortia. Applicants must have a formal relationship with an academic research institution. 
Eligible applicants are limited to the following subset of Section 330 grantees, as these organizations serve the diverse populations and patient sub-groups emphasized by the IOM and FCC Reports that are often under-represented in research: 

· A Network controlled by and acting on behalf of the health center(s), as defined and funded under Section 330(e)(1)(C) of the PHS Act, as amended.  At the request of all the member health centers, a Network may apply for direct funds if it is at least majority controlled and, as applicable, at least majority owned, by such health centers as defined and funded under Section 330(e)(1)(C).  For the purposes of this grant opportunity, the term “controlled” means to have the authority collectively to appoint a minimum of 51 percent of the Network’s board members.  

· A health center, as defined and funded under Section 330 of the Public Health Service (PHS) Act, as amended (42 U.S.C. 254b), applying on behalf of a managed care Network or plan, that has received Federal grants under subsection 330(e)(1)(A) for at least the two consecutive preceding years; or, 

· A health center as defined and funded under Section 330 of the Public Health Service (PHS) Act, as amended (42 U.S.C.§ 254b), applying on behalf of a practice management Network. 
2.  Cost Sharing/Matching

No cost sharing or matching is required. 

Renewals: Renewal applications are not permitted in response to this funding opportunity.
3.  Other 
Applicants may request funding for a project period of up to 3 years.  The ceiling amount of the award is $2,000,000 total cost (direct plus indirect expenses) for a 3-year project period.  The award will be made in full at the start of the project.  It is expected that the applicant will allocate the $2,000,000 for the 3-year duration of the project as needed. Applications that exceed the ceiling amount or that request funding for more than the allowed project period will be considered non-responsive and will not be considered for funding under the new competitive funding opportunity announcement.

IV. Application and Submission Information
1. Address to Request Application Package

Application Materials and Required Electronic Submission Information
HRSA is requiring applicants for this funding opportunity to apply electronically through Grants.gov.  All applicants must submit in this manner unless the applicant is granted a written exemption from this requirement in advance by the Director of HRSA’s Division of Grants Policy or designee.  Applicants must request an exemption in writing from DGPWaivers@hrsa.gov, and provide details as to why they are technologically unable to submit electronically though the Grants.gov portal.  Make sure you specify the announcement number for which you are seeking relief, and include specific information, including any tracking or anecdotal information received from Grants.gov and/or the HRSA Call Center, in your justification.  As indicated in this guidance, HRSA and its Grants Application Center (GAC) will only accept paper applications from applicants that received prior written approval.
Refer to HRSA’s Electronic Submission User Guide, which can be found at http://www.hrsa.gov/grants/userguide.htm and in Appendix A for detailed application and submission instructions.  Pay particular attention to Section 3, which provides detailed information on the competitive application and submission process.

(1) Applicants must submit proposals according to the instructions in Appendix A referenced above, using this guidance in conjunction with Application Form Standard Form 424 (SF-424). These forms contain additional general information and instructions for grant applications, proposal narratives, and budgets. These forms may be obtained from the following sites by:). Downloading from http://www.hrsa.gov/grants/forms.htm
Or




(2) Contacting the HRSA Grants Application Center at:
The Grants Application Center
910 Clopper Road

Suite 155 South

Gaithersburg, MD 20878

     Telephone: 877-477-2123


HRSAGAC@hrsa.gov
Instructions for preparing portions of the application that must accompany Application Form Standard Form 424 Non Construction appear in the “Application Format” section below.

2.  Content and Form of Application Submission
Application Format Requirements
Refer to Appendix A for detailed application submission instructions.  These instructions must be followed.

The total size of all uploaded files may not exceed the equivalent of 80 pages when printed by HRSA, approximately 10 MB.  This 80-page limit includes the abstract, project and budget narratives, attachments, and letters of commitment and support.  Standard forms are NOT included in the page limit.  

Applications that exceed the specified limits (approximately 10 MB, or that exceed 80 pages when printed by HRSA) will be deemed non-compliant.  All non-compliant applications will be returned to the applicant without further consideration.    

Application Format

Applications for funding must consist of the following documents in the following order:

SF 424 Non Construction – Table of Contents

· It is mandatory to follow the instructions provided in this section to ensure that your application can be printed efficiently and consistently for review.

· Failure to follow the instructions may make your application non-compliant. Non-compliant applications will not be given any consideration and those particular applicants will be notified.

· For electronic submissions, applicants only have to number the electronic attachment pages sequentially, resetting the numbering for each attachment, i.e., start at page 1 for each attachment. Do not attempt to number standard OMB approved form pages.

· For electronic submissions no table of contents is required for the entire application. HRSA will construct an electronic table of contents in the order specified.

· When providing any electronic attachment with several pages, add table of content page specific to the attachment. Such page will not be counted towards the page limit.

· For paper submissions (when allowed), number each section sequentially, resetting the page number for each section. i.e., start at page 1 for each section. Do not attempt to number standard OMB approved form pages.

· For paper submissions ensure that the order of the forms and attachments is as specified below.

	Application Section
	Form Type
	Instruction
	HRSA/Program Guidelines

	Application for Federal Assistance (SF-424)
	Form
	Pages 1, 2 & 3 of the SF-424 face page.
	Not counted in the page limit

	Project Summary/Abstract
	Attachment
	Can be uploaded on page 2 of SF-424 – Box 15
	Required attachment. Counted in the page limit. Refer guidance for detailed instructions. Provide table of contents specific to this document only as the first page

	Additional Congressional District


	Attachment
	Can be uploaded on page 2 of SF 424 – Box 16
	As applicable to HRSA; not counted in the page limit

	HHS Checklist Form PHS-5161


	Form
	Pages 1 & 2 of the HHS checklist.
	Not counted in the page limit

	Project Narrative Attachment Form
	Form
	Supports the upload of Project Narrative document
	Not counted in the page limit

	Project Narrative
	Attachment
	Can be uploaded in Project Narrative Attachment form.
	Required attachment. Counted in the page limit. Refer guidance for detailed instructions. Provide table of contents specific to this document only as the first page

	SF-424A Budget Information - Non-Construction Programs
	Form
	Page 1 & 2 to supports structured budget for the request of Non construction related funds 
	Not counted in the page limit

	SF-424B  Assurances – Non-Construction Programs
	Form
	Supports assurances for non construction programs
	Not counted in the page limit

	Disclosure of Lobbying Activities (SF-LLL)
	Form
	Supports structured data for lobbying activities.
	Not counted in the page limit

	Other Attachments Form
	Form
	Supports up to 15 numbered attachments. This form only contains the attachment list
	Not counted in the page limit

	Attachment 1-15
	Attachment
	Can be uploaded in Other Attachments form 1-15
	Refer to the attachment table provided below for specific sequence. Counted in the page limit


· To ensure that attachments are organized and printed in a consistent manner, follow the order provided below. Note that these instructions may vary across programs.

· Evidence of Non Profit status and invention related documents, if applicable, must be provided in the other attachment form. 

· Additional supporting documents, if applicable, can be provided using the available rows. Do not use the rows assigned to a specific purpose in the program guidance.

· Merge similar documents into a single document. Where several pages are expected in the attachment, ensure that you place a table of content cover page specific to the attachment. Table of content page will not be counted in the page limit.

	Attachment Number
	Attachment Description (Program Guidelines)

	Attachment 1
	Position descriptions for proposed staff

	Attachment 2
	Biographical sketches for key personnel

	Attachment 3
	Letters of agreement from participating sites

	Attachment 4
	Project organizational chart


Note the following specific information related to your submission.

i. Application Face Page 

Use Application Form (SF-424 Non-Construction) provided with the application package. Prepare this page according to instructions provided in the form itself.  For information pertaining to the Catalog of Federal Domestic Assistance, the Catalog of Federal Domestic Assistance Number is 93.420.

DUNS Number

All applicant organizations are required to have a Data Universal Numbering System (DUNS) number in order to apply for a grant from the Federal Government.  The DUNS number is a unique nine-character identification number provided by the commercial company, Dun and Bradstreet.  There is no charge to obtain a DUNS number.  Information about obtaining a DUNS number can be found at http://www.hrsa.gov/grants/dunsccr.htm or call 1-866-705-5711.  Please include the DUNS number in item 8con the application face page.  Applications will not be reviewed without a DUNS number. Note: a missing or incorrect DUNS number is the primary reason for an application to be “Rejected for Errors” by Grants.gov.  

Additionally, the applicant organization is required to register annually with the Federal Government’s Central Contractor Registry (CCR) in order to do electronic business with the Federal Government.  Information about registering with the CCR can be found at http://www.ccr.gov. 

ii. Table of Contents

The application should be presented in the order of the Table of Contents provided earlier.  Again, for electronic applications no table of contents is necessary as it will be generated by the system.  (Note: the Table of Contents will not be counted in the page limit).

iii. Application Checklist 

Application Form (SF-424 Non-Construction) provided with the application package.  

iv. Budget

Use SF-424 Non-Construction, provided with the application package. 

As part of the HRSA effort to streamline the grant process, a separate budget page is required for each budget year requested.  For example, if the applicant organization requests three years of grant support, a line item budget (SF 424A) with coinciding justification to support each of the budget years must be submitted with the proposal.  These forms will represent the full project period of Federal assistance requested.  

This form contains sections A (Budget Summary) through F (Other Budget Information).  For each part of Section B, Budget Categories, it is required that applicants submit on additional sheet(s) a justification for each individual budget category itemized (6a-j).  Applicants typically identify the specific needs but often fail to write a justification of those needs.  These detailed budget justifications require the applicant to show specific references to the project plan that would relate to how the requested dollar amount was developed.

Key personnel must be identified by name, title, percent of time required and salary level.  The budget justification for personnel addresses time commitment and skills required by the project plans.  If personnel in the application are also covered by other grant programs, the percentage of time such personnel are covered by other funding sources should be indicated in the application.  Similar detailed and itemized justifications must be provided for requested travel items, equipment, contractual services, supplies and other categories.

If the applicant plans to enter into a contract, the applicant’s budget justification should include an itemized budget (direct and indirect costs) for each contractual agreement.  The total budget for each subcontract should be reflected in the applicant’s itemized budget under the “Contractual” budget item.  Grantees must perform a substantive role in carrying out project activities and not merely serve as a conduit for an award to a contractor.

The amount of financial support (direct and indirect costs) entered on the SF​ 424 face page is the amount an applicant is requesting from the Federal granting agency for the first project year.  Projected amounts for future budget periods should be entered on SF​ 424A, Section E.
v. Budget Justification

Provide a narrative that explains the amounts requested for each line in the budget.  The budget justification should specifically describe how each item will support the achievement of proposed objectives. The budget period is for ONE year. However, the applicant must submit one-year budgets for each of the subsequent project period years (usually one to three years or more) at the time of application.  Line item information must be provided to explain the costs entered in appropriate form, Application Form Standard Form 424 Research and Related (SF-424 Non-Construction). The budget justification must clearly describe each cost element and explain how each cost contributes to meeting the project’s objectives/goals. Be very careful about showing how each item in the “other” category is justified. The budget justification MUST be concise. Do NOT use the justification to expand the project narrative.

The budget justification should relate to the specific methods and activities described in the narrative application. Do not include new items in the budget that have not already been described in the narrative.

Budget for Multi-Year Grant Award

This announcement is inviting applications for project periods up to 3 years.  Awards, on a competitive basis, will be fully funded for the project period up to 3 years. ARRA funding is one-time funding and there are no commitments beyond the 3 year project period.
Include the following in the Budget Justification narrative:

Personnel Costs: Personnel costs should be explained by listing each staff member who will be supported from funds, name (if possible), position title, percent full time equivalency, and annual salary. 

The following guidelines are recommended for personnel costs:

· The principal investigator (the applicant) should anticipate funding at a minimum of 25% FTE.

· A research node administrator should be budgeted at each RNC.

· No more than 10% FTE funding for Affiliate investigators at baseline responsibility.

· Each awardee should consider budgeting an additional 5% funding for Affiliate PI’s who serve as a CHARN subcommittee chair. Each awardee will be expected to identify one Affiliate PI who will serve as a chair of one of the CHARN Steering Committee’s subcommittees in order that all awardees will share equally in the management of subcommittees.

Indirect Costs:  Indirect costs are those costs incurred for common or joint objectives which cannot be readily identified but are necessary to the operations of the organization, e.g., the cost of operating and maintaining facilities, depreciation, and administrative salaries. For institutions subject to OMB Circular A-21, the term “facilities and administration” is used to denote indirect costs.  If an organization applying for an assistance award does not have an indirect cost rate, the applicant may wish to obtain one through HHS’s Division of Cost Allocation (DCA).  Visit DCA’s website at:  http://rates.psc.gov/ to learn more about rate agreements, the process for applying for them, and the regional offices which negotiate them. 

Fringe Benefits: List the components that comprise the fringe benefit rate, for example health insurance, taxes, unemployment insurance, life insurance, retirement plan, tuition reimbursement. The fringe benefits should be directly proportional to that portion of personnel costs that are allocated for the project.

Travel: List travel costs according to local and long distance travel. For local travel, the mileage rate, number of miles, reason for travel and staff member/consumers completing the travel should be outlined. The budget should also reflect the travel expenses associated with participating in meetings and other proposed trainings or workshops.

In addition, the following travel is required to be budgeted. 

· Travel expenses associated with the principal investigator, a representative from each Affiliate, a nodal administrator and subcommittee members participating in up to 3 Steering Committee meetings a year.  

· Travel expenses for the principal investigator and nodal administrator to travel to one executive committee meeting a year.

· There may be Steering Committee meetings whose agenda might include information or training of importance to research assistants (RA’s). Thus at least one research assistant from each site should be budgeted for travel twice a year. 
· The budget must include funds allocated for two individuals (the Principal investigator and another individual with a designated role in the project) to attend the program’s annual meeting.  The grant program requires attendance by the principal investigator and another individual with a designated role in the project (usually the nodal administrator). Please note that attendance at all days of this meeting is required.  
It is also recommended that travel for presentation at scientific meetings be budgeted as appropriate.

Equipment: List equipment costs and provide justification for the need of the equipment to carry out the program’s goals. Extensive justification and a detailed status of current equipment must be provided when requesting funds for the purchase of computers and furniture items that meet the definition of equipment (a unit cost of $5000 or more and a useful life of one or more years).  Any funds requested for equipment, hardware, software, and supplies should be uniquely required to support study aims and should be well justified.
Supplies: List the items that the project will use. In this category, separate office supplies from medical and educational purchases. Office supplies could include paper, pencils, and the like; medical supplies are syringes, blood tubes, plastic gloves, etc., and educational supplies may be pamphlets and educational videotapes. Remember, they must be listed separately.

Contracts: Applicants and or grantees are responsible for ensuring that their organization and or institution has in place an established and adequate procurement system with fully developed written procedures for awarding and monitoring all contracts. Applicants and or grantees must provide a clear explanation as to the purpose of each contract, how the costs were estimated, and the specific contract deliverables. 
Other: Put all costs that do not fit into any other category into this category and provide and explanation of each cost in this category. In some cases, grantee rent, utilities and insurance fall under this category (if they are not included in an approved indirect cost rate.)

vi. Staffing Plan and Personnel Requirements

Applicants must present a staffing plan and provide a justification for the plan that correlates to the methodology described in the narrative. The education, experience and qualifications of each individual should be provided in the narrative in the section on “capabilities of the applicant” for named individuals. The percent FTE and rationale for the amount of time being requested for each staff position should be included in this section. For positions where individuals are not identified, include a description of the experience and qualifications for the proposed position. Brief, paragraph form position descriptions that include the roles, responsibilities, and qualifications of proposed project staff must be included in Attachment 1 Copies of biographical sketches for any key employed personnel that will be assigned to work on the proposed project must be included in Attachment 2. 

vii. Assurances

Application Form SF-424 

Non-Construction provided with the application package. 

viii. Certifications

Application Form SF-424 

NON-CONSTRUCTION provided with the application package.  

ix. Project Abstract

Provide a summary of the application. Because the abstract is often distributed to provide information to the public and Congress, please prepare this so that it is clear, accurate, concise, and without reference to other parts of the application. It must include a brief description of the proposed grant project including the needs to be addressed, the proposed services, and the population group(s) to be served.

Please place the following at the top of the abstract:

· Project Title

· Principal Investigator’s Name

· Applicant institution’s name and address

· Contact Phone Numbers (Voice, Fax)

· PI’s e-Mail Address

· Web Site Address, if applicable

The project abstract must be single-spaced and limited to one page in length.

x.
Program Narrative

This section provides a comprehensive framework and description of all aspects of the proposed program. It should be succinct, self-explanatory and well organized so that reviewers can understand the proposed project.

The project narrative should be structured in four (4) sections described below. Appendices may be used to provide supporting documentation, but substantive information corresponding to review criteria must be contained within the program narrative. The reviewers are required to evaluate a proposal based only upon the information provided in the application.  Any other information may not be considered in the review. The project narrative should be responsive to the Review Criteria in this application guidance (See Section V. Review Criteria).

Please make special note of the requirements described in each of the sections below. 

Use the following section headers for the Narrative:

Use the following section headers for the Project Narrative:
Section 1.

Background and Significance

Section II.

Specific Goals and Objectives

Section III. 
Project Design: Methods and Evaluation

Section IV. 
Plan and Schedule of Implementation, and Capability of Applicant


Background and Significance - Section I

In this section, the applicant should demonstrate a thorough knowledge and understanding of the specific nature of comparative effectiveness research; the demands of CER designs, and how CER differs from other types of research.  Provide a clear understanding of the challenges of establishing an information system organized to support high quality CER. The applicant should demonstrate an understanding of the need to translate research findings into everyday practice, particularly for minority and underserved populations. The applicant should identify the challenges of conducting comparative effectiveness research in everyday practice settings. 

Specific Goals and Objectives – Section II

This section of the narrative should include a numbered list of the specific goals and objectives to be accomplished during the funding period.  The specific objectives should be succinctly stated.  The applicant should be innovative with respect to specific objectives, but should direct attention to the scope of expected activities listed below and earlier in the guidance.  

Some of these activities may not be accomplished immediately, but the applicant should have a plan that shows progressive implementation of the activities within the 3-year funding period.  

Scope of Work for the RNC and Affiliates

Responsibility of the Research Node Center:
If the RNC proposes an expansion or enhancement of an already established data warehouse, then the applicant should be prepared to show when the data warehouse was implemented, the current information it contains, and how the Network or the affiliate members currently use the data from the data warehouse.  The applicant should clearly identify what the expansion will include.  Expansion of a data warehouse may include a new Master Patient Index, additional measures/data being collected and stored, and/or a dashboard or IT program used for benchmarking clinical outcomes.
The RNC agrees to identify and establish agreements with Affiliates to conduct capacity building activities under this cooperative agreement.

The RNC shall establish agreements with each Affiliate that include, at a minimum, 

1) a statement of work defining the goals and objectives of the projects to be undertaken under this cooperative agreement; 

2) a budget for support of the projects that clearly identifies the personnel, equipment, materials, and other costs required to successfully conduct high quality works according to the requirements of specific protocols approved for implementation by the CHARN Steering Committee; 

3) a financial and program reporting requirement, including access to data and materials, to facilitate CHARN program operation and project oversight and monitoring; and

4) an agreement with each Affiliate to have a responsible and qualified representative who agrees to fully cooperate with CHARN Steering Committee, CDMCC, and HRSA to assure proper implementation of CHARN studies.

The application should provide documentation (letters of agreement from Affiliate project directors) of participation of at least four Affiliates (one of which is the RNC’s Affiliate) with detailed descriptions of each Affiliate’s characteristics, including patient population characteristics, average patient numbers, types of treatment or service currently delivered, number, characteristics and structure of staff. Although this guidance calls for a minimum of four Affiliates (with the RNC serving as an Affiliate), applicants should consider whether or not it is feasible to support more Affiliates. Letters of agreements from Affiliate sites should be in included in attachment 3. 

RNC Responsibility Toward Affiliates:
The application should also address how the RNC will manage Affiliate sites. 

The RNC provides the Affiliates with resources to ensure: 

(1) staff and training needed for the Affiliates to implement a study protocol; 

(2) a data acquisition system to collect intake, treatment and outcome data for all study participants, according to protocol-specific requirements; and, 

(3) additional support, such as quality control, to ensure the successful completion of the scientific goals of a research project.  

Responsibility of Each Affiliate Site: 

The site of the RNC is also to be considered one of the Affiliates.  Each Affiliate should:

1. Agree to participate in observational and interventional studies, including randomization methods for assignment of patients to experimental or control groups or randomization of care delivered to different conditions;

2. Enroll adequate numbers of research participants required for specific studies (see requirement below to demonstrate historical success in enrollment);
3. Agree to provide routine clinical care to patients participating in protocols; (for affiliate sites that provide patient care.)
4. Agree to provide experimental/standard care in accord with approved research protocols; (for affiliate sites that provide patient care.)

5. Maintain patient records (for affiliate sites that provide patient care.) and essential documents required for each protocol and permit site monitors to examine those records; 

6. Collect clinical and laboratory data, including biological specimens, when indicated;

7. Cooperate with quality control activities and adhere to policies set by the Research Node, the CHARN Steering Committee, and HRSA; 

8. Participate in the development of concept and protocol of  studies to be conducted by the Research Node;

9. Agree not to report data prior to collaborative reporting; 

10. Provide adequate information technology and information systems support by designated institutional staff;  

11. Agree to periodic on-site audits by representatives of its RNC, CDMCC, HRSA, or HRSA designee for use of treatments, compliance with protocol specifications, quality control and accuracy of data recording, and completeness of reporting;

12. Agree to adhere to good clinical practice (GCP) and other regulatory requirements;

13. Agree to attend CHARN meetings. Applicants should include budgets for travel to these Steering Committee meetings in their application and should assure that adequate provisions are made to allow the Principal Investigator and Affiliate representatives to participate fully in activities of the CHARN Steering Committee and its subcommittees/workgroups;
14. Participate in subcommittees;

15. Participate in educational training programs required for each study protocol;

16. Collect and submit data in a timely manner in accordance with CHARN Steering Committee and Central Data Management and Coordinating Center (CDMCC) policies; 

17. Comply fully with protocol requirements for each study; and 

18. Demonstrate their ability and willingness to work cooperatively with HRSA, other awardees, and the central data management and coordinating center, and to follow common study protocols. Letters of agreement from participating Affiliate sites should be included in attachment 3.

Project Design: Methods and Evaluation – Section III

This section of the narrative should provide detailed descriptions of the methodology for accomplishing each of the specific objectives. The applicant should provide sufficient technical detail to demonstrate the necessary steps to accomplish each objective, and to convey to reviewers adequate information to assess the methodology.  

The applicant must also indicate the specific methods to be used to evaluate progress in each area of activity. The applicant is encouraged to list and discuss anticipated obstacles that may be encountered and indicate how each obstacle will be overcome.  

An organizational chart to describe the functional structure for involving appropriate RNC and Affiliate personnel in the design and implementation of a variety of treatments or services should be provided. An organizational chart and a description of the RNC operation should describe the relationship between the research, clinical practices, and administrative functional units within the Research Node.

In each of these areas, it is crucial that the applicant describe how the health providers and/or researchers will function in true partnership with the RNC in terms of study origination, design, execution and administration. Applicants should anticipate potential problems and challenges that may arise in this process, and propose mechanisms for collaborative resolution among the Research Node participants. 

One important aspect of successful participation in CHARN is the ability to generate research ideas and proposals. Applicants should identify a process that will be used with the RNC and Affiliate sites to generate and review research ideas generated in the node. As a demonstration of the applicant’s ability to generate such ideas, two concept proposals should be submitted in this section. As stated earlier, the proposal must target one of the AHRQ priority conditions or one of the first quartile of IOM priority topics for comparative effectiveness research. The concept proposal should be no more than 2 pages in length and address the following;

· Significance of the topic

· Specific objectives

· Research methods (study design, sampling frame and plan for evaluation)

Evaluation: For each described objective, an evaluation measure should be included. The evaluation measure should be measurable and a timeline for evaluation should be presented consistent with the plan and schedule of implementation for the goals and objectives.

Plan and Schedule of Implementation, and Capability of the Applicant – Section IV
In this section of the narrative, the applicant should provide a description of the organizational plan for management of the project, including an explanation of the roles and responsibilities of project personnel, project collaborators, and consultants. 

In addition, an implementation schedule should be provided for each activity described in previous sections.  The material should be presented in a succinct manner, with a brief listing of specific milestones and expected outcomes.  

The applicant should document their ability to enroll a sufficient number of research participants for the RNC and Affiliate sites.

xi.
Attachments 

Please provide the following items to complete the content of the application. Please note that these are supplementary in nature, and are not intended to be a continuation of the project narrative. Be sure each attachment is clearly labeled.

Attachment 1: Position descriptions

Provide a brief description of each position proposed to be funded by this application. The position description can be succinct but should include the qualifications needed for the job. Item 6 in the Program Narrative section of the PHS 5161-1 Form provides some guidance on items to include in a job description.

Attachment 2: Biographical sketches for key personnel

Include biographical sketches, not to exceed two pages in length of key personnel. In the event that a biographical sketch is included for an identified individual who is not yet hired, please include a letter of commitment from that person with the biographical sketch.

Attachment 3: Letters of Commitment from Affiliate Sites

Provide letters of agreement from each Affiliate site that include their agreement to participate as outlined in this guidance.  Letters of agreements must be dated.  

Attachment 4: Project Organizational Chart

Provide a one-page figure that depicts the organizational structure of the project, including subcontractors and other significant collaborators.

Other Attachments:

Applicants may provide additional attachments to complete the content of the application. Please note that these are supplementary in nature, and are not intended to be a continuation of the project narrative and they contribute to the 80-page application limit. Be sure each is clearly labeled. Examples of other attachments include;

· Tables, Charts, etc. to give further details about the proposal.

· Key publications, manuscripts (accepted for publication), abstracts, or other printed materials relevant to this project.
· Surveys, questionnaires, data collection instruments, or clinical protocols.
· Additional letters of support. Include only letters of support which specifically indicate a commitment to the project/program (in-kind services, dollars, staff, space, equipment, etc.).   Letters of agreements and support must be dated.  List all other support letters on one page. These letters may be requested by the program at any time but do not need to be included in the application.   

3. Submission Dates and Times

Application Due Date  


The due date for applications under this grant announcement is June 9, 2010 at 8:00 P.M. EDT.  Applications will be considered as meeting the deadline when the application has been successfully transmitted electronically by your organization’s AOR through Grants.gov and has been validated by Grants.gov on or before the due date. Please consult Appendix A, for detailed instructions on submission requirements.

The Chief Grants Management Officer (CGMO) or designee may authorize an extension of published deadlines when justified by circumstances such as natural disasters (e.g.,  floods or hurricanes), widespread disruptions of mail service, or other disruptions of services, such as a prolonged blackout.  The authorizing official will determine the affected geographical area(s).

Applications must be submitted by 8:00 P.M. ET.  To ensure that you have adequate time to follow procedures and successfully submit the application, we recommend you register immediately in Grants.gov (see Appendix A) and complete the forms as soon as possible, as this is a new process and may take some time.

Please refer to Appendix A or for important specific information on registering, and Section 3 of Appendix A for important information on applying through Grants.gov.

Late applications: 

Applications which do not meet the criteria above are considered late applications.  

4. Intergovernmental Review

This initiative is not subject to intergovernmental review.

5.  Funding Restrictions
Applicants responding to this announcement may request funding for a project period of up to three (3) years, at no more than $2,000,000 in total costs. 

6.  Other Submission Requirements 
As stated in Section IV.1, except in rare cases HRSA will no longer accept applications for grant opportunities in paper form.  Applicants submitting for this funding opportunity are required to submit electronically through Grants.gov.  To submit an application electronically, please use the http://www.Grants.gov apply site.  When using Grants.gov you will be able to download a copy of the application package, complete it off-line, and then upload and submit the application via the Grants.gov site.

It is incumbent that your organization immediately register in Grants.gov and become familiar with the Grants.gov site application process.  If you do not complete the registration process you will be unable to submit an application.  The registration process can take up to one month.. 

To be able to successfully register in Grants.gov, it is necessary that you complete all of the following required actions:

•
Obtain an organizational Data Universal Number System (DUNS) number

•
Register the organization with Central Contractor Registry (CCR)

•
Identify the organization’s E-Business Point of Contact (E-Biz POC)
•
Confirm the organization’s CCR “Marketing Partner ID Number (M-PIN)” password

•
Register an Authorized Organization Representative (AOR)

•
Obtain a username and password from the Grants.gov Credential Provider

Instructions on how to register, tutorials and FAQs are available on the Grants.gov web site at www.grants.gov. Assistance is also available from the Grants.gov help desk at support@grants.gov or by phone at 1-800-518-4726.  

More specific information, including step-by-step instructions on registering and applying, can be found in Appendix A of this guidance.

Formal submission of the electronic application: Applications completed online are considered formally submitted when the application has been successfully transmitted electronically by your organization’s AOR through Grants.gov and has been validated by Grants.gov on or before the deadline date and time. 

It is incumbent on applicants to ensure that the AOR is available to submit the application to HRSA by the published due date.  HRSA will not accept submission or re-submission of incomplete, rejected, or otherwise delayed applications after the deadline. Therefore, you are urged to submit your application in advance of the deadline. If your application is rejected by Grants.gov due to errors, you most correct the application and resubmit it to Grants.gov before the deadline date and time.

Again, please understand that we will not consider additional information and/or materials submitted after your initial application.  You must therefore ensure that all materials are submitted together.  Further information on the HRSA electronic submission policy can be obtained at http://www.hrsa.gov/grants/electronicsubmission.htm.

Sharing Research Resources:  Rights in Data
Unless otherwise provided in grant awards, HRSA grantees may copyright or seek patents for, as appropriate, final and interim products and materials developed in whole or in part with HRSA funds, including, but not limited to, methodological tools, measures, software with documentation, literature searches, and analyses.  Such copyrights and patents are subject to a worldwide irrevocable HRSA license to use and permit others to use these products and materials for government purposes. Such HRSA purposes may include, subject to statutory confidentiality protections, making project materials, databases, results, and algorithms available for verification or replication by other researchers.  In addition, subject to HRSA budget constraints, final products may be made available to the health care community and the public by HRSA or its agents if such distribution would significantly increase access to a product and thereby produce substantial or valuable public health benefits.
In general, recipients own the rights in data resulting from a grant-supported project or program. However, the NoA may indicate alternative rights, e.g., under a cooperative agreement or based on specific programmatic considerations as stated in the applicable program announcement or solicitation. Except as otherwise provided in the NoA, any publications, data,18 or other copyrightable works developed under an HHS grant may be copyrighted without OPDIV prior approval. Rights in data also extend to students, fellows, or trainees under awards whose primary purpose is educational, with the authors free to copyright works without OPDIV approval. In all cases, whether HHS funded all or part of the project or program resulting in the data, the Federal government must be given a royalty-free, nonexclusive, and irrevocable license for the Federal government to reproduce, publish, or otherwise use the material and to authorize others to do so for Federal purposes, e.g., to make it available in government-sponsored databases for use by other researchers. The specific scope of OPDIV rights with respect to a particular grant-supported effort will be addressed in the NoA. Data developed by a subrecipient also are subject to this policy.
V.  Application Review Information 

1.  Review Criteria

Procedures for assessing the technical merit of grant applications have been instituted to provide for an objective review of applications and to assist the applicant in understanding the standards against which each application will be judged.  Critical indicators have been developed for each review criterion to assist the applicant in presenting pertinent information related to that criterion and to provide the reviewer with a standard for evaluation.  Review criteria are outlined below with specific detail and scoring points.

Review Criteria are used to review and rank applications.  The Community Health Applied Research Network Program has 8 review criteria. In addition, the review criteria listed in the “Priority-Setting Process and Inputs for Use of ARRA OS Funds” section will also be used.
Criterion 1:  NEED (10%) The extent to which the application describes the problem of a lack of science-based knowledge for comparative effectiveness research in a safety net practice, and how multi-site research studies can address this issue. The extent to which the scientific proposal (2 page conceptual description of a potential multi-institutional research project) describes a problem of lack of science-based knowledge on one of the AHRQ priority conditions or one of the first quartile of IOM priority topics found at  http://effectivehealthcare.ahrq.gov/index.cfm/submit-a-suggestion-for-research/how-are-research-topics-chosen/ and http://www.iom.edu/~/media/Files/Report%20Files/2009/ComparativeEffectivenessResearchPriorities/Stand%20Alone%20List%20of%20100%20CER%20Priorities%20-%20for%20web.ashx 
Criterion 2:  RESPONSE (10%)  The extent to which the applicant responds to the “Purpose” included in the program guidance. The clarity of the proposed goals and objectives and their relationship to relevant aspects of capacity building. The extent to which the activities described in the application are capable of addressing the problem and attaining the project objectives. 




 -     Is the overall approach thoughtful and logical?

                         -     Does the applicant demonstrate awareness of the building blocks needed to successfully carry out high quality CER?



-
Are the goals and objectives clear, concise, and appropriate?

Criterion 3:  EVALUATIVE MEASURES (10%) The effectiveness of the method proposed to conduct the project.  Evaluative measures must be able to assess 1) to what extent the program objectives have been met and 2) to what extent these can be attributed to the project.  

· Is the plan and methodology for establishing and managing an RNC described in the proposal appropriate and of high quality?

· Is the plan coherent as a whole?

· Is a familiarity and experience with data gathering procedures as they relate to multi-site studies described?

· Is experience with multi-site study design evident in the application?

Criterion 4:  IMPACT (20%) Quality of the applicant’s plan for the establishment of a Research Node, as described in this guidance, and the nature and technical quality of the investigations proposed. Adequacy of the proposed plans for overall Research Node management and operations, including those factors that will contribute to collaborative interactions among the several Research Nodes comprising CHARN. The extent and effectiveness of plans for dissemination of project results to the practice 
· Is there an effective dissemination plan?

· Is there an effective management and operations plan that can provide a model for others engaged in comparative effectiveness research?

· Does the applicant’s proposal suggest a sufficiently significant number of patients would benefit from studies? 
· Does the applicant demonstrate a commitment to work collaboratively with other Research Node Centers?
Criterion 5:  RESOURCES/CAPABILITIES (40%) Adequacy of the available resources and personnel for administration of the Research Node.  

Evidence of infrastructure capabilities in research, administration, operational management, protocol development, clinical data information systems and management of regulation documents. The extent to which project personnel are qualified by training and/or experience to implement and carry out the project.  The capability of the Affiliate sites to recruit and enroll patients in studies.
Affiliate Resources/Capabilities: The capabilities of the applicant organization as well as all Affiliate sites, and quality and availability of facilities and personnel to fulfill the needs and requirements of the proposed research project. Biographical sketches should document education, skills, and experience that are relevant and necessary for the proposed project. 

· Does the applicant have the existing resources/facilities to successfully support the project? 

·    Do the Affiliate sites provide evidence that they are likely to have sufficient numbers of patients for enrollment in studies to ensure statistical integrity?

· Does the applicant provide documentation of participation of at least four Affiliates (with one of the Affiliates being located at the RNC) with detailed descriptions of each Affiliates characteristics, including patient population characteristics, average patient numbers, types of treatment or service currently delivered, number, characteristics, and structure of staff

·     Does the applicant describe how the Affiliates will function in partnership with the RNC in terms of study origination, design, execution, and administration   

·     Does the applicant provide evidence of the ability to develop and maintain a relationship with local and/or regional providers in order to conduct comparative effectiveness research?

· The extent to which the proposed concept paper demonstrates the applicant’s knowledge of comparative effectiveness research

· Does the applicant provide a plan to assure data quality and integrity?

Academic partner Resources/Capabilities:  The Principal investigator’s documented history of leadership in the conduct of complex multi-site observational and interventional studies and substantial publication record.
·    Are the Principal Investigator and staff of the academic Affiliate well qualified by training and/or expertise to conduct multi-site collaborative research, and comparative effectiveness research specifically?  

·    Does the academic Affiliate site have multi-site research experience?    
·    Does the academic Affiliate provide evidence of collaboration between the sites of the applicant research node? 
Criterion 6:  SUPPORT REQUESTED (5%) The reasonableness of the proposed budget in relation to the objectives, the complexity of the activities, and the anticipated results. 

· The extent to which costs outlined in the budget are reasonable given the scope of work

· The extent to which the budget line items are well described and justified in the budget justification

· The extent to which key personnel have adequate time devoted to the project to achieve the project objective

Criterion 7:  Program Specific Criterion  (3%) Protection of Human Subjects from Research Risk: Applicants must assure protection from research risk for human subjects involved in proposed research. Federal regulations at 45 CFR Part 46 require that research involving human subjects must be evaluated in accordance with those regulations, with reference to the risks of subjects, the adequacy of protection against these risks, the potential benefits of the research to the subject and others, and the importance of the knowledge gained or to be gained (http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm).

Criterion 8:  Program Specific Criterion  (2%) Privacy and Security Protections for Patients:  The resources and processes to be used to address privacy and security issues will be addressed. All investigators agree and assure that adequate records will be maintained, and that access to these records will be available to enable outside monitors (including CDMCC staff) to assess compliance with applicable Federal laws (e.g., HIPAA) and regulations. For more information on HIPAA see http://hhs.gov/ocr/hipaa.

Data Confidentiality:  Applicants must describe procedures for ensuring the confidentiality of the identifying information to be collected from participants.  The description of the procedures should include a discussion of who will be permitted access to this information, both raw data and machine readable files, and how personal identifiers and other identifying or identifiable data will be restricted and safeguarded.  Identifiable patient health information collected by grantees under this award will also be obtained and managed in accordance with 45 CFR Parts 160 and 164, the Federal Privacy Rule developed by the Department of Health and Human Services (DHHS) pursuant to the Health Insurance Portability and Accountability Act of 1996 (HIPAA).  These regulations serve to limit the disclosure of personally identifiable patient information by covered entities and define when and how such information can be disclosed e.g., to researchers.  Thus, health care plans ordinarily will require either patient authorization for disclosures of identifiable information to be made to researchers or waivers of such authorizations obtained from an IRB or Privacy Board (defined in the regulations), which will involve review to ensure that identifiable health information will be appropriately safeguarded by the investigators.  The DHHS Office of Civil Rights is the enforcement body for this regulation. Additional information about the regulations, their implementation, and alternative methods of permissible disclosures to researchers (limited data sets with data use agreements, de-identified data sets, data about deceased persons, and data use to develop protocols) can be obtained from: http://www.hhs.gov/ocr/hipaa/. 
The grantee should ensure that computer systems containing confidential data have a level and scope of security that equals or exceeds that established by the HIPAA Security Rules if applicable (see HIPAA website in prior paragraph) and that established by the Office of Management and Budget (OMB) in OMB Circular No. A-130, Appendix III - Security of Federal Automated Information Systems. The National Institute of Standards and Technology (NIST) has published several implementation guides for this circular. They are: An Introduction to Computer Security: The NIST Handbook; Generally Accepted Principals and Practices for Securing Information Technology Systems; and Guide for Developing Security Plans for Information Technology Systems. The circular and guides are available on the web at:http://csrc.nist.gov/publications/nistpubs/800-12/. The applicability and intended means of applying these confidentiality and security standards to subcontractors and vendors, if any, should be addressed in the application. 
2.  Review and Selection Process
The Division of Independent Review is responsible for managing objective reviews within HRSA.  Applications competing for federal funds receive an objective and independent review performed by a committee of experts qualified by training and experience in particular fields or disciplines related to the program being reviewed.  In selecting review committee members, other factors in addition to training and experience may be considered to improve the balance of the committee, e.g., geographic distribution.  Each reviewer is screened to avoid conflicts of interest and is responsible for providing an objective, unbiased evaluation based on the review criteria noted above.  The committee provides expert advice on the merits of each application to program officials responsible for final selections for award.

Applications that pass the initial HRSA eligibility screening will be reviewed and rated by a panel based on the program elements and review criteria presented in relevant sections of this program announcement.  The review criteria are designed to enable the review panel to assess the quality of a proposed project and determine the likelihood of its success.  The criteria are closely related to each other and are considered as a whole in judging the overall quality of an application.

3.
Anticipated Announcement and Award Dates
Applicants who are selected for funding will receive a Notice of Grant Award (NGA) via email by August 2010. 

VI. Award Administration Information
1.  Award Notices

Each applicant will receive written notification of the outcome of the objective review process, including a summary of the expert committee’s assessment of the application’s merits and weaknesses, and whether the application was selected for funding.  Applicants who are selected for funding may be required to respond in a satisfactory manner to Conditions placed on their application before funding can proceed.  Letters of notification do not provide authorization to begin performance. 

The Notice of Grant Award sets forth the amount of funds granted, the terms and conditions of the grant, the effective date of the grant, the budget period for which initial support will be given, the non-Federal share to be provided (if applicable), and the total project period for which support is contemplated.  Signed by the Grants Management Officer, it is sent to the applicant agency’s Authorized Representative, and reflects the only authorizing document.  It will be sent prior to the start date..

2. Administrative and National Policy Requirements

Successful applicants must comply with the administrative requirements outlined in 45 CFR Part 74 (non-governmental) or 45 CFR Part 92 (governmental), as appropriate.

HRSA grant awards are subject to the requirements of the HHS Grants Policy Statement (HHS GPS) that are applicable to the grant based on recipient type and purpose of award.  This includes, as applicable, any requirements in Parts I and II of the HHS GPS that apply to the award. The HHS GPS is available at http://www.hrsa.gov/grants/.  The general terms and conditions in the HHS GPS will apply as indicated unless there are statutory, regulatory, or award-specific requirements to the contrary (as specified in the Notice of Grant Award).

Recovery Act-funded awards are also subject to the HHS Standard Terms and Conditions as described in Appendix C and on the web at: 
http://www.hhs.gov/recovery/grantscontracts/recoverytermsconditions.html. 
Cultural and Linguistic competence

HRSA is committed to ensuring access to quality health care for all.  Quality care means access to services, information, materials delivered by competent providers in a manner that factors in the language needs, cultural richness, and diversity of populations served.  Quality also means that, where appropriate, data collection instruments used should adhere to culturally competent and linguistically appropriate norms.  For additional information and guidance, refer to the National Standards on Culturally and Linguistically Appropriate Services in Health Care published by HHS. This document is available online at http://www.omhrc.gov/CLAS.

Trafficking in Persons

Awards issued under this guidance are subject to the requirements of Section 106 (g) of the Trafficking Victims Protection Act of 2000, as amended (22 U.S.C. 7104).  For the full text of the award term, go to http://www.hrsa.gov/grants/trafficking.htm.  If you are unable to access this link, please contact the Grants Management Specialist identified in this guidance to obtain a copy of the Term. 
Smoke-Free Workplace

The Public Health Service strongly encourages all award recipients to provide a smoke-free workplace and to promote the non-use of all tobacco products. Further, Public Law 103-227, the Pro-Children Act of 1994, prohibits smoking in certain facilities (or in some cases, and portion of a facility) in which regular or routine education, library, day care, health care or early childhood development services are provided to children.

PUBLIC POLICY ISSUANCE

HEALTHY PEOPLE 2010 

Healthy People 2010 is a national initiative led by HHS that sets priorities for all HRSA programs.  The initiative has two major goals:  (1) To increase the quality and years of a healthy life; and (2) Eliminate our country’s health disparities.  The program consists of 28 focus areas and 467 objectives.  HRSA has actively participated in the work groups of all the focus areas, and is committed to the achievement of the Healthy People 2010 goals.

Applicants must summarize the relationship of their projects and identify which of their programs objectives and/or sub-objectives relate to the goals of the Healthy People 2010 initiative.

Copies of the Healthy People 2010 may be obtained from the Superintendent of Documents or downloaded at the Healthy People 2010 website: http://www.health.gov/healthypeople/document/.  

HRSA Guidance on Preparations for the 2nd Phase of the Novel H1N1 Influenza

HRSA has been working with HHS, other Federal agency partners, grantees and grantee associations to get ready for the upcoming flu season.  “H1N1 Guidance for HRSA Grantees,” which can be found at www.hrsa.gov/h1n1/, is voluntary guidance intended primarily for HRSA-funded direct service grantees and their sub-grantees and contractors, although other HRSA grantees may also find the information useful.  This guidance may also be of interest to eligible 340B entities and HRSA’s grant partners.

 

HRSA is providing this to help HRSA–funded programs plan how to best protect their workforce and serve their communities.  HRSA will continue to monitor evolving pandemic preparedness efforts and work to provide guidance and information to grantees and grantee associations as it becomes available.  Products and updates in support of H1N1 pandemic response efforts will be posted to www.hrsa.gov/h1n1/ as soon as they are released.

Acknowledgement of Funding Support: 

As required by HHS appropriations acts, all HHS recipients must acknowledge Federal funding when issuing statements, press releases, requests for proposals, bid invitations, and other documents describing projects or programs funded in whole or in part with Federal funds. Recipients are required to state (1) the percentage and dollar amounts of the total program or project costs financed with Federal funds and (2) the percentage and dollar amount of the total costs financed by non governmental sources.

Example citation: 

This publication was made possible by Grant Number XXX-XXXX from the Community Health Applied Research Network (CHARN) program of the Health Resources and Services Administration (HRSA). Grant funding included 100% of total project costs at $100,000. 

For questions related to acknowledgements, please contact;

· Robert Mills at rmills@hrsa.gov at 301-443-3899
3.  Reporting

The Recovery Act reporting requirements apply to Recovery Act funds only and do not extend to existing, non-Recovery Act funded activities or contracts.  In instances where the agency chooses to supplement existing activities or contracts with Recovery Act funds, the Recovery Act funds must be reported on separately, and grantees must comply with Recovery Act requirements with respect to those funds.  
All successful applicants under this guidance must comply with the following reporting and review activities:

a. Audit Requirements
Comply with audit requirements of Office of Management and Budget (OMB) Circular A-133, “Audits of States, Local Governments, and Non-Profit Organizations.”  Information on the scope, frequency, and other aspects of the audits can be found on the Internet at www.whitehouse.gov/omb/circulars.

Recipients agree to separately identify the expenditures for each grant award funded under the Recovery Act on the Schedule of Expenditures of Federal Awards (SEFA) and the Data Collection Form (SF-SAC) required by Office of Management and Budget Circular A-133.”  This identification on the SEFA and SF-SAC shall include the Federal award number, the Catalog of Federal Domestic Assistance (CFDA) number, and amount such that separate accountability and disclosure is provided for Recovery Act funds by Federal award number consistent with the recipient reports required by the Recovery Act Section 1512(c).  (2 CFR 215.26, 45 CFR 74.26, and 45 CFR 92.26)

b. Payment Management Requirements
Submit a quarterly electronic cash transaction report via the Payment Management System.  The report identifies cash expenditures against the authorized funds for the grant.  Failure to submit the report may result in the inability to access grant funds.  

c.
Status Reports

    
1.  Submit a Financial Status Report.

A financial status report is required within 90 days of the end of each budget period.  Electronic submission of the FSR is required. The report is an accounting of expenditures under the project.  More specific information will be included in the Notice of Award. Until such time as HHS has migrated to the Standard Form (SF) 425 Federal Financial Report (FFR), award recipients will utilize the SF 269 Financial Status Report (FSR). More specific information will be included in the award notice.
2.  The Progress Report 
The Progress Report has two parts.  The first part demonstrates grantee progress on program-specific goals.  The second part collects core performance measurement data to measure the Bureau’s progress through its grantees.
3.  Submit a Final Report  

All CHARN grantees are required to submit a final report within 90 days after the project period ends. 
Provide a brief description of each of the following:

· Project overview.

· Project impact on jobs. 

· A total number of health professionals supported from these funds. 

· Prospects for continuing the project and/or replicating this project elsewhere.

· Publications produced through this grant activity. 
· Changes to the objectives from the initially approved grant.     

4. 
Performance Review

HRSA’s Office of Performance Review (OPR) serves as the agency’s focal point for reviewing and enhancing the performance of HRSA funded programs within communities and States.  As part of this agency-wide effort, HRSA grantees will be required to participate, where appropriate, in an on-site performance review of their HRSA funded program(s) by a review team from one of the ten OPR regional divisions. Grantees should expect to participate in a performance review at some point during their project period.  When a grantee receives more than one HRSA grant, each of the grantee’s HRSA funded programs will be reviewed during the same performance review.

The purpose of performance review is to improve the performance of HRSA funded programs.  Through systematic pre-site and on-site analysis, OPR works collaboratively with grantees and HRSA Bureaus/Offices to measure program performance, analyze the factors impacting performance, and identify effective strategies and partnerships to improve program performance, with a particular focus on outcomes. Upon completion of the performance review, grantees will be required to prepare an Action Plan that identifies key actions to improve program performance as well as addresses any identified program requirement issues.  In addition, performance reviews also provide an opportunity for grantees to offer direct feedback to the agency about the impact of HRSA policies on program implementation and performance within communities and States.

For additional information on performance reviews, please visit: http://www.hrsa.gov/performancereview. 

4. Recovery Act-Specific Reporting Requirements

Quarterly reports must be compliant with the provisions set in the Recovery Act.  Recipients of Federal awards from funds authorized under Division A of the Recovery Act must comply with all requirements specified in Division A of the Recovery Act (Pub. L. 111-5), http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=111_cong_bills&docid=f:h1enr.pdf, including reporting requirements outlined in Section 1512 of the Act.

All information required by Section 1512 of the Recovery Act must be submitted through FederalReporting.gov.  

Recovery Act grantees must register with FederalReporting.gov.  In order to register, you must have a DUNS number and a Central Contractor Registry (CCR) number.  The website’s registration function will be available no later than August 26, 2009, and prompt registration is encouraged. 

Recovery Act funds can be used in conjunction with other funding as necessary to complete projects, but tracking and reporting must be separate to meet the reporting requirements of the Recovery Act.  Recipients of Recovery Act funding will be required to provide quarterly reports to ensure that funds are used for authorized purposes and instances of fraud, waste, error, and abuse are mitigated.  
Recipients of Recovery Act funds are required to provide quarterly reports. Applicants are directed to the information contained in the OMB guidance at: http://www.whitehouse.gov/omb/assets/memoranda_2010/m10-08.pdf. Quarterly reports must include the following data elements:
1) The total amount of Recovery Act funds received under this award;

2) The amount of Recovery Act funds received under this award that were obligated and expended to projects or activities.  This reporting will also include unobligated award balances to facilitate reconciliations;

3) A detailed list of all projects or activities for which Recovery Act funds under this award were obligated and expended, including:

a. The name of the project or activity;

b. A description of the project or activity;

c. An evaluation of the completion status of the project or activity;

d. An estimate of the number of jobs created and the number of jobs retained by the project or activity; and
e. For infrastructure investments made by State and local governments, the purpose, total cost, and rationale of the agency for funding the infrastructure investment with funds made available under this Act, and the name of the person to contact at the agency if there are concerns with the infrastructure investment.

4) Detailed information on any sub-awards (sub-contracts or sub-grants but not loans made to individuals) made by the grant recipient to include the data elements required to comply with the Federal Funding Accountability and Transparency Act of 2006 (Public Law 109-282), http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=109_cong_public_laws&docid=f:publ282.109.pdf, allowing aggregate reporting on awards below $25,000 or to individuals, as prescribed by the Director of the Office of Management and Budget.

Recipients must separately identify each sub-awardee, and document at the time of sub-award and at the time of disbursement of funds, the Federal award number, any special CFDA number assigned for Recovery Act purposes, and amount of Recovery Act funds.  (2 CFR 215.26, 45 CFR 74.26, and 45 CFR 92.26)

Primary recipients (grantees) are required to report an estimate of jobs directly created or retained by project and activity or contract. Recipients will also be asked to provide a narrative description of the employment impact.  

Grantees may submit reports to Federal Reporting.gov using any of the following methods:  (1) Online data entry in a Web browser; (2) Excel spreadsheet; or (3) Custom software system extract in Extensible Markup Language (XML).   
Federal agencies will initiate a review of the quarterly report data after formal submission by the recipients and sub-recipients.  During the recipient and sub-recipient review period, Federal agencies will have access to review the data and should begin initial reviews at this time.  During this period, the Federal agency will be responsible for reviewing data submitted by recipients and sub-recipients.  Where an agency identifies a data quality issue with respect to information submitted by the recipient or sub-recipient, the Federal agency is required to alert the relevant recipient and sub-recipient of the nature of the problem identified by the Federal agency.  

A grantee’s noncompliance with Recovery Act reporting requirements is considered a violation of the award agreement because awards made with Recovery Act funds have a term requiring compliance with Section 1512 of the Act.  The agency may use any customary remedial actions necessary to ensure compliance, including withholding funds, termination, or suspension and debarment as appropriate.

Additional quarterly Recovery Act reporting requirements

Applicants awarded a grant will be required to submit the following information with each quarterly progress report during the Federal fiscal year.  These reports must be submitted on-line by grantees in the Electronic Handbooks system at https://grants.hrsa.gov/webexternal/home.asp.  
VII. Agency Contacts

Applicants may obtain additional information regarding business, administrative, or fiscal issues related to this grant announcement by contacting:

Bruce A. Holmes
Grants Management Specialist

HRSA Division of Grants Management Operations, OFAM

Parklawn Building, Room 11 A-02
5600 Fishers Lane

Rockville, MD  20857 

Telephone: (301) 443-0752
Fax: (301) 443-6343
Email: BHolmes@hrsa.gov
Additional information related to the overall program issues may be obtained by contacting:

Robert Mills, Ph.D.

Senior Program Manager

Attn: CHARN Program

HRSA
Parklawn Building, Room 10-33
5600 Fishers Lane

Rockville, MD  20857 

Telephone: (301) 443-3899
Fax: (301) 594-2511
Email: rmills@hrsa.gov

Technical assistance regarding this funding announcement may be obtained by contacting:

VIII. Other Information

This funding announcement is subject to restrictions on oral conversations during the period of time commencing with the submission of a formal application[1] by an individual or entity and ending with the award of the competitive funds.  Federal officials may not participate in oral communications initiated by any person or entity concerning a pending application for a Recovery Act competitive grant or other competitive form of Federal financial assistance, whether or not the initiating party is a federally registered lobbyist.  This restriction applies unless: 

(i) the communication is purely logistical; 

(ii) the communication is made at a widely attended gathering; 

(iii) the communication is to or from a Federal agency official and another Federal Government employee; 

(iv) the communication is to or from a Federal agency official and an elected chief executive of a state, local or tribal government, or to or from a Federal agency official and the Presiding Officer or Majority Leader in each chamber of a state legislature; or 

(v) the communication is initiated by the Federal agency official. 

For additional information see http://www.whitehouse.gov/omb/assets/memoranda_fy2009/m09-24.pdf.

Human Subjects Protection
Federal regulations at 45 CFR Part 46 require that research involving human subjects must be evaluated in accordance with those regulations, with reference to the risks of subjects, the adequacy of protection against these risks, the potential benefits of the research to the subject and others, and the importance of the knowledge gained or to be gained (http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm). 

Websites

HRSA Program and website: http://hrsa.gov/programs/ 
Office for Human Research Protections: http://hhs.gov/ohrp 

Health Insurance Portability and Accountability Act: http://hhs.gov/ocr/hipaa 
NIH Policy for Inclusion of Women and Minorities: http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm 

ix. Tips for Writing a Strong Application
Include DUNS Number.  You must include a DUNS Number to have your application reviewed.  Applications will not be reviewed without a DUNS number.  To obtain a DUNS number, access www.dunandbradstreet.com or call 1-866-705-5711.  Please include the DUNS number in item 8c on the application face page.  

Keep your audience in mind.  Reviewers will use only the information contained in the application to assess the application.  Be sure the application and responses to the program requirements and expectations are complete and clearly written.  Do not assume that reviewers are familiar with the applicant organization, service area, barriers to health care, or health care needs in your community.  Keep the review criteria in mind when writing the application.

Start preparing the application early.  Allow plenty of time to gather required information from various sources.

Follow the instructions in this guidance carefully.  Place all information in the order requested in the guidance.  Avoid the risk of having reviewers hunt through your application for information.
Be brief, concise, and clear.  Make your points understandable.  Provide accurate and honest information, including candid accounts of problems and realistic plans to address them.  If any required information or data is omitted, explain why.  Make sure the information provided in each table, chart, attachment, etc., is consistent with the proposal narrative and information in other tables.  Your budget should reflect back to the proposed activities, and all forms should be filled in accurately and completely.
Be organized and logical.  Many applications fail to receive a high score because the reviewers cannot follow the thought process of the applicant or because parts of the application do not fit together.  

Be careful in the use of attachments.  Do not use the attachments for information that is required in the body of the application.  Be sure to cross-reference all tables and attachments to the appropriate text in the application.  Be sure to upload the attachments in the order indicated in the forms.
Carefully proofread the application.  Misspellings and grammatical errors will impede reviewers in understanding the application.  Be sure that page limits are followed.  Limit the use of abbreviations and acronyms, and define each one at its first use and periodically throughout application.  Make sure you submit your application in final form, without markups.

Print out and carefully review an electronic application to ensure accuracy and completion.  When submitting electronically, print out the application before submitting it to ensure appropriate formatting and adherence to page limit requirements.  Check to ensure that all attachments are included before sending the application forward.

Ensure that all information is submitted at the same time.  We will not consider additional information and/or materials submitted after your initial submission, nor will we accept e-mailed applications or supplemental materials once your application has been received.

APPENDIX A:  HRSA ELECTRONIC SUBMISSION GUIDE
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1.
Introduction

1.1.
Document Purpose and Scope

The purpose of this document is to provide detailed instructions to help applicants and grantees submit new competing, competing continuation, competing supplements, and most noncompeting continuation applications electronically to HRSA through Grants.gov (and HRSA EHBs, where applicable).  All applicants must submit in this manner.  This document is intended to be the comprehensive source of information related to the electronic grant submission processes and will be updated periodically.  This document does not replace program guidance provided in funding opportunity announcements.

(
NOTE:  In order to view, complete and submit an application package, you will need to download the compatible version of Adobe Reader software.  All applicants must use the Adobe Reader version 8.1.1 or later version to successfully submit an application.

1.2.
Document Organization and Version Control

This document contains SEVEN (7) sections.  Following is the summary:

	
	Section
	Description

	1.
	Introduction
	Describes the document’s purpose and scope.

	2. 
	Process Overview- 

· New Competing Application through Grants.gov only
(no verification required within HRSA EHBs) 

· New Competing, Competing Continuation, and Competing Supplement Applications (submitted using both Grants.gov and HRSA EHBs (with HRSA EHBs Verification)

· Noncompeting Continuation Application
	Provides detailed instructions to applicant organizations and institutions submitting a new competing application using Grants.gov that does not require HRSA EHBs verification. 

Provides detailed instructions for those grantees submitting new competing, competing continuation, and competing supplement applications through Grants.gov and HRSA EHBs that require HRSA EHBs verification.

Provides detailed instructions to existing HRSA Grantees on submitting a noncompeting continuation application through Grants.gov and HRSA EHBs; verification required within EHBs.

	3. 
	Registering and Applying through Grants.gov


	Provides detailed instructions to enable applicants/grantees to register and apply electronically using Grants.gov in the submission of grant applications. 

	4. 
	HRSA Electronic Handbooks


	Provides detailed instructions and important guidance on registering an individual and/or organization, verifying the status of applications, validating grants.gov application in the EHB, managing access to the application, checking and correcting validation errors, completing and submitting the application.

	5
	General Instructions for Application Submission
	Provides instructions and important policy guidance regarding application format requirements and submission.  

	6.
	Customer Support 

Information 
	Provides contact information to address technical and programmatic questions.

	7.
	Frequently Asked Questions (FAQs)
	Provides answers to frequently asked questions by various categories


This document is under version control.  Please visit http://www.hrsa.gov/grants to retrieve the latest published version.

2.
Process Overview

2.1
New Competing Applications (Entire Submission Through Grants.gov; no verification required within HRSA EHBs)

(
NOTE:  Use the program guidance to determine if verification in HRSA EHBs is required.  If verification is required, you should refer to Section 2.2.  If verification is not required, continue reading this section.

Following is the process for submitting a New Competing Application through Grants.gov: 

1.
HRSA will post all New Competing announcements on Grants.gov (http://www.grants.gov).  

2.
Once the program guidance is available, applicants should search for the announcement in Grants.gov ‘Find Grant Opportunities.’ (http://www.grants.gov/applicants/find_grant_opportunities.jsp) or ‘Apply for Grants’ (http://www.grants.gov/Apply). 

3.
Download the application package and instructions from Grants.gov.  The program guidance is also part of the instructions that must be downloaded.

4.
Save a copy of the application package on your computer and complete all the forms based on the instructions provided in the program guidance.

5.
Submit the application package through Grants.gov (requires registration).

6.
Track the status of your submitted application using Track My Status at Grants.gov until you receive email notifications that your application has been received and validated by Grants.gov and received by HRSA.

2.2
New Competing, Competing Continuation, and Competing Supplement Applications (Submitted Using Both Grants.gov and HRSA EHBs; verification required within HRSA EHBs)

(
NOTE: You should review program guidance to determine if verification in HRSA EHBs is required.  If verification is NOT required, you should refer to Section 2.1 above.  If verification is required, continue reading this section.

Following is the process for submitting a Competitive Application through Grants.gov with verification required within HRSA Electronic Handbooks (EHBs):

1.
HRSA will post all Competing Continuation and Competing Supplemental announcements on Grants.gov (http://grants.gov/search).  Announcements are typically posted at the beginning of the fiscal year.  However, program guidances are not generally available until later.  New Competing applications that require verification within EHBs are posted throughout the year.  For more information visit http://www.hrsa.gov/grants.

2.
When a program guidance becomes available, applicants should search for the announcement in Grants.gov under ‘Apply for Grants’ (http://www.grants.gov/Apply).  Since eligibility for Competing Continuation and Competing Supplemental funding is limited to current grantees, those announcement will not appear under Grants.gov ‘Find Grant Opportunities.’

3.
Download the application package and instructions from Grants.gov.  The program guidance is also part of the instructions that must be downloaded.  Note the Announcement Number as it will be required later in the process.

4.
Save a copy of the application package on your computer and complete all the standard forms based on the instructions provided in the program guidance.

5.
Submit the application package through Grants.gov (requires registration).  Note the Grants.gov Tracking Number as it will be required later in the process.

6.
Track the status of your submitted application using Track My Status at Grants.gov until you receive email notifications that your application has been received and validated by Grants.gov and received by HRSA.

7.
HRSA EHBs software pulls the application information into EHBs and validates the data.
8.
HRSA notifies the Project Director, Authorizing Official (AO), Business Official (BO) and application point of contact (POC) by email to check HRSA EHBs for results of HRSA validations and enter supplemental information required to process the competing continuation or supplemental application.  Note the HRSA EHBs tracking number from the email.

9.
The application in HRSA EHBs is validated by a user from the grantee organization by providing three independent data elements--Announcement Number, Grants.gov Tracking Number and HRSA EHBs Tracking Number.

10.
The AO verifies the pending application in HRSA EHBs, fixes any validation errors, and makes necessary corrections.  Supplemental forms are completed.  AO submits the application to HRSA. 

2.3.
Noncompeting Continuation Application 

The following is the process for submitting a Noncompeting Continuation application through Grants.gov and HRSA EHBs; verification required within HRSA EHBs:

1.
HRSA will communicate the Noncompeting announcement number to the Project Director (PD) and authorizing official (AO) listed on the most recent Notice of Grant Award (NGA) via email.  The announcement number will be required to search for the announcement/funding opportunity when applying in Grants.gov.

2.
Search for the announcement/funding opportunity in Grants.gov under ‘Apply for Grants.’  Since eligibility is limited to current grantees, the announcement will not appear under Grants.gov ‘Find Grant Opportunities.’

3.
Download the application package and instructions from Grants.gov.  The program guidance is part of the instructions that must be downloaded.

4.
Save a copy of the application package on your computer and complete all the forms based on the instructions provided in the program guidance.

5.
Submit the application package through Grants.gov (requires registration).

6.
Track the status of your submitted application using Track My Status at Grants.gov until you receive email notifications that your application has been received and validated by Grants.gov and received by HRSA.

7.
The HRSA Electronic Handbooks (EHBs) software pulls the application information into EHBs and validates the data.  HRSA sends an email to the PD, AO, business official (BO), and application point of contact (POC) to review the application in the HRSA EHBs for validation errors and enter additional information, including in some cases, performance measures, necessary to process the noncompeting continuation.

8.
The PD logs into the HRSA EHBs to enter all additional information necessary to process the application.  The PD must also provide the AO submission rights for the application.

9.
The AO verifies the application in HRSA EHBs, fixes any remaining validation errors, makes necessary corrections, and submits the application to HRSA (requires registration in EHBs).

3.
Registering and Applying Through Grants.gov

Grants.gov requires a one-time registration by the applicant organization and annual updating.  If you do not complete the registration process and update it annually, you will not be able to submit an application.  

The five-step registration process must be completed by every organization wishing to apply for a HRSA grant opportunity.  The process will require some time (anywhere from five business days to a month).  Therefore, first-time applicants or those considering applying at some point in the future should register immediately.  Registration with Grants.gov provides the representatives from the organization the required credentials necessary to submit an application.  
3.1.
REGISTER – Applicant/Grantee Organizations Must Register With Grants.gov (if not already registered)

If an applicant/grantee organization has already completed Grants.gov registration for HRSA or another Federal agency, skip to the next section. 

For those applicant organizations still needing to register with Grants.gov, detailed registration information can be found on the Grants.gov “Get Registered” Web site (http://www.grants.gov/applicants/get_registered.jsp).  These instructions will walk you through the following five basic registration steps:

Step 1:  Obtain a Data Universal Number System (DUNS) number

A DUNS number is a unique number that identifies an organization.  It has been adopted by the Federal government to help track how Federal grant money is distributed.  Ask your grant administrator or chief financial officer to provide your organization’s DUNS number.  If your organization does not have a DUNS number, you may request one online at http://fedgov.dnb.com/webform or call the special Dun & Bradstreet hotline at 1-800-705-5711 for the US and US Virgin Islands (1-800-234-3867 for Puerto Rico) to receive one free of charge.  Note:  A missing or incorrect DUNS number is the primary reason for applications being “Rejected for Errors” by Grants.gov.

Step 2:  Register with the Central Contractor Registration (CCR)

The CCR is the central government repository for organizations working with the Federal government.  Check to see if your organization is already registered at the CCR Web site.  If your organization is not registered, identify the primary contact who should register your organization.  Visit the CCR Web site at http://www.ccr.gov to register online or call 1-888-227-2423 to register by phone.  CCR Registration must be renewed annually.  

· Designate the organization’s E-Business Point of Contact (E-BIZ POC) 

· Create the organization’s CCR “Marketing Partner ID Number (MPIN)” password.  The E-BIZ POC will use the MPIN to designate Authorized Organization Representatives (AORs) through Grants.gov

The CCR Registration must become active before you can proceed to step 3.

Step 3:  Creating a Username & Password

· AORs must create a short profile and obtain a username and password from the Grants.gov Credential Provider

-
AORs will only be authorized for the DUNS number with which they registered in the Grants.gov profile

Step 4:  AOR Authorization

· The E-Business POC uses the DUNS number and MPIN to authorize your AOR status

· Only the E-BIZ POC may authorize AORs

Step 5:  Track AOR Status

-
Using your username and password from Step 3, go to Grants.gov’s ‘Applicant Login’ to check your AOR status at https://apply07.grants.gov/apply/loginhome.jsp.

In addition, allow for extra time if an applicant does not have a Taxpayer Identification Number (TIN) or Employer Identification Number (EIN).  The CCR validates the EIN against Internal Revenue Service records, a step that will take an additional one to five business days.

Additional assistance regarding the complete registration process is available at Grants.gov at http://www.grants.gov/applicants/get_registered.jsp.  Grants.gov provides a variety of support options through online Help including Context-Sensitive Help, Online Tutorials, FAQs, Training Demonstrations, User Guides (http://www.grants.gov/assets/ApplicantUserGuide.pdf), and Quick Reference Guides. 

Please direct questions regarding Grants.gov registration to the Grants.gov Call Center at: 1-800-518-4726.  Call Center hours of operation are Monday-Friday from 7:00 a.m. to 9:00 p.m. Eastern Time, excluding Federal holidays. 

(
NOTE:  It is highly recommended that this registration process be completed at least two weeks prior to the submittal date of your organization’s first Grants.gov submission.
3.2.
APPLY - Apply through Grants.gov

The Grants.gov/Apply feature includes a simple, unified application process to enable applicants to apply for grants online.  The information applicants need to understand and execute the steps can be found at Grants.gov Apply for Grants (http://www.grants.gov/applicants/apply_for_grants.jsp).  Step 2 ‘Complete the Grant Application Package’ includes a narrated online tutorial on how to complete a grant application package using Adobe.  The site also contains an Applicant User Guide at http://www.grants.gov/assets/ApplicantUserGuide.pdf.  

3.2.1.
Find Funding Opportunity

If you are submitting a new competing application, search for the announcement in Grants.gov Find Grant Opportunities (http://www.grants.gov/applicants/find_grant_opportunities.jsp) and select the announcement for which you wish to apply.  Refer to the program guidance for eligibility criteria. 

(
NOTE:  All new competing announcements should be available in Grants.gov FIND!  When funding opportunities are released, announcements are made available in Grants.gov APPLY.

If you are submitting a competing continuation, competing supplement, or noncompeting continuation application, search for the announcement in Apply For Grants (http://www.grants.gov/Apply).  Enter the announcement number communicated to you in the field Funding Opportunity Number.  (Example announcement number: 5-S45-10-001)

(
NOTE:  Noncompeting continuations and announcements with restricted eligibility are not available under the Find Grant Opportunities function in Grants.gov.
3.2.2.
Download Application Package

Download the application package and instructions.  Application packages are posted in Adobe Reader format.  To ensure that you can view the application package and instructions, you should download and install the Adobe Reader application.

For more information on using Adobe Reader, please refer to Section 7.1.2.  

(
NOTE: Please review the system requirements for Adobe Reader at http://www.grants.gov/help/download_software.jsp.
3.2.3.
Complete the Grant Application Package

Complete the application using both the built-in instructions and the instructions provided in the program guidance.  Ensure that you save a copy of the application on your computer.  For assistance with program guidance related questions, please contact the program officer listed on the program guidance.

(
NOTE:  Competing continuations, competing supplements, and noncompeting continuations should provide their 10-digit grant number (box 4b from NGA) in the Federal Award Identifier field (box 5b in SF424 or box 4 in SF424 R&R).  You may complete the application offline – you are not required to be connected to the Internet.

3.2.4.
Submit Application

Once you have downloaded the application package, completed all required forms, and attached all required documents—click the “Check Package for Errors” button and make any necessary corrections.  

· In Adobe Reader, click on the ‘Save and Submit’ button when you have done all of the above and are ready to send your completed application to Grants.gov.

Review the provided application summary to confirm that the application will be submitted to the program for which you wish to apply.  To submit, the AOR must login to Grants.gov and enter their user name and password.  Note:  the same DUNS number, AOR user name, and password must be used to complete and submit your application.  Once you have logged in, your application package will automatically be uploaded to Grants.gov.  A confirmation screen will appear once the upload is complete.  Note that a Grants.gov Tracking Number will be provided on this screen (GRANTXXXXX).  Please record this number so that you may refer to it for all subsequent help. 

Please direct questions regarding application submission to the Grants.gov Call Center at: 1-800-518-4726.  Call Center hours of operation are Monday-Friday from 7:00 a.m. to 9:00 p.m. Eastern Time, excluding Federal holidays.

(
NOTE:  The AOR must be connected to the Internet and must have a Grants.gov username and password tied to the correct DUNS number in order to submit the application package.
3.2.5.
Verify Status of Application in Grants.gov

Once Grants.gov has received your submission, Grants.gov will send email messages to the PD, AO, and the POC listed in the application advising of the progress of the application through the system.  You should receive up to four emails.  The first will confirm receipt of your application by the Grants.gov system (“Received”), and the second will indicate that the application has either been successfully validated (“Validated”) by the system prior to transmission to the grantor agency or has been rejected due to errors (“Rejected with Errors”).  An application for HRSA funding must be both received and validated by Grants.gov by the application deadline.

If your application has been rejected due to errors, you must correct the application and resubmit it to Grants.gov before the closing date.  If you are unable to resubmit because the opportunity has since closed, you must contact the Director of the Division of Grants Policy, within five (5) business days from the closing date, via email at DGPWaivers@hrsa.gov and thoroughly explain the situation.  Your email must include the HRSA Announcement Number, the name, address, and telephone number of your organization, and the name and telephone number of the project director, as well as the Grants.gov Tracking Number (GRANTXXXXXX) assigned to your submission, along with a copy of the “Rejected with Errors” notification you received from Grants.gov.  HRSA is very strict in adhering to application deadlines and electronic submission requirements.  Extensions for competitive funding opportunities are only granted in the rare event of a natural disaster or validated technical system problem on the side of either Grants.gov or the HRSA Electronic Handbooks (EHBS) that prevented a timely application submission.
You can check the status of your application(s) anytime after submission by logging into Grants.gov and clicking on the ‘Track My Application’ link on the left side of the page.  This link will also be included in the confirmation email that you receive from Grants.gov.

If there are no errors, the application will be downloaded by HRSA.  Upon successful download to HRSA, the status of the application will change to “Received by Agency” and the contacts listed in the application will receive a third email from Grants.gov.  Once your application is received by HRSA, it will be processed to ensure that the application is submitted for the correct funding announcement, with the correct grant number (if applicable), and applicant/grantee organization.  Upon this processing, which is expected to take up to two to three business days, HRSA will assign a unique tracking number to your application.  This tracking number will be posted to Grants.gov and the status of your application will be changed to “Agency Tracking Number Assigned.”  You will receive the fourth email in which Grants.gov will relay the Agency Tracking Number.  Note the HRSA tracking number and use it for all correspondence with HRSA.

4.
Validating and/or Completing an Application in the HRSA Electronic Handbooks

Learn how to register, verify data, validate information, manage access to your application, fix errors, and complete your application in EHBs.  For assistance in registering with, or using HRSA EHBs, call the HRSA Call Center at 1-877-464-4772 between 9:00 am to 5:30 p.m. ET or email callcenter@hrsa.gov.  

4.1.
Register - Project Director and Authorizing Official Must Register with HRSA EHBs (if not already registered)

In order to access a noncompeting continuation, a competitive continuation, or a competitive supplement in HRSA EHBs, existing grantee organizations must register within the EHBs.  The purpose of the registration process is to collect consistent information from all users, avoid collection of redundant information, and allow for the unique identification of each system user. 

· Note that registration within HRSA EHBs is required only once for each user. 

· Note that HRSA EHBs now allow the user to use his/her single username and associate it with more than one organization.  

Registration within HRSA EHBs is a two-step process.  In the first step, individual users from an organization who participate in the grants process must create individual system accounts.  In the second step, the users must associate themselves with the appropriate grantee organization.  To find your organization record, use the 10-digit grant number from the Notice of Grant Award (NGA) belonging to your grant.  Note that since all existing grantee organization records are already in EHBs, there is no need to create a new one. 

To complete the registration quickly and efficiently we recommend that you have the following information readily available:

1. Identify your role in the grants management process.  HRSA EHBs offer the following three functional roles for individuals from applicant/grantee organizations:

· Authorizing Official (AO), 

· Business Official (BO), and

· Other Employee (for Project Directors, assistant staff, AO designees and others). 

For more information on functional responsibilities, refer to the HRSA EHBs online help. 

2. Ensure you have the 10-digit grant number from the latest NGA belonging to your grant (Box 4b on NGA).  You must use the grant number to find your organization during registration.  All individuals from the organization working on the grant must use the same grant number to ensure correct registration.

In order to access a noncompeting continuation, competitive continuation, or a competitive supplement application, the Project Director and other participants must register the specific grant and add it to their respective portfolios.  This step is required to ensure that only authorized individuals from the organization have access to grant data.  Project Directors will need the latest Notice of Grant Award (NGA) in order to complete this additional step.  Again, note that this is a one-time requirement.

The Project Director must give the necessary privileges to the AO and other individuals who will assist in the submission of grant applications using the administer feature in the grant handbook.  The Project Director should also delegate the “Administer Grant Users” privilege to the AO.

Once you have access to your grant handbook, use the appropriate link under the deliverables section to access your application.

Note that registration with HRSA EHBs is independent of Grants.gov registration.

For assistance in registering with HRSA EHBs, call the HRSA Call Center at 1-877-464-4772 between 9:00 am to 5:30 p.m. ET or email callcenter@hrsa.gov.  

(
IMPORTANT:  You must use your HRSA EHBs Tracking Number or your 10-digit grant number (box 4b from NGA) to identify your organization.  
4.2.
Verify Status of Application

HRSA will send an email to the PD, AO, POC, and the BO – all listed on the submitted application, to confirm that the application was successfully received.  The PD listed on the most recent NGA, if different from the PD listed on the application will also receive an email notification.  Therefore, it is important to ensure that email addresses are correct. 

(
NOTE:  Grantees should check HRSA EHBs within two to three business days from submission within Grants.gov for availability of your application.
4.3.
Validate Grants.gov Application in the HRSA EHBs

The HRSA EHBs include a validation process to ensure that only authorized individuals from an organization are able to access the organization’s competing applications.  The first user who seeks access to any competing application needs to provide the following information: 

	Data Element
	Source
	Example

	Announcement Number
	From submitted Grants.gov application
	HRSA-10-061 or 10-016

	Grants.gov Tracking Number
	From submitted Grants.gov application
	GRANT00059900

	HRSA EHBs
Application Tracking Number
	From email notification sent to PD, AO, BO, and POC listed on application.
	25328


Note that the source of each data element is different and knowledge of the three numbers together is considered sufficient to provide that individual access to the application.

To validate the grants.gov application, log in to the EHBs and click on the ‘View Applications’ link, then click on the ‘Add Grants.Gov Application’ link (this is only visible for grant applications that require supplemental forms).

At this point, you will be presented with a form, which will require the numbers specified in the table above in order to validate your grants.gov application.

(
NOTE:  The first individual who completes this step should use the ‘Peer Access’ feature to share the application with other individuals from the organization.  It is recommended that the AO complete this step. 

4.4.
Manage Access to the Application

You must be registered in HRSA EHBs in order to access the application.  To ensure that only authorized individuals from the organization gain access to the application, you must follow the process described earlier.

The PD, using the Administer Users feature in the grant handbook, must give the necessary privileges to the AO and other individuals who will assist in the submission of applications.  Project Directors must also delegate the ‘Administer Grant Users’ privilege to the AO so that future administration can be managed by the AO.

The individual who validated the application must use the ‘Peer Access’ feature to share this application with other individuals from the organization.  This is required if you wish to allow multiple individuals to work on the application in HRSA EHBS.

Once you have access to your grant handbook, use the appropriate link under the deliverables section to access your grant application.

4.5.
Check Validation Errors

HRSA EHBs will validate the application received through Grants.gov.  All validation errors are recorded and displayed to the applicant.  To view the validation errors use the ‘Grants.gov Data Validation Comments’ link on the application status page in HRSA EHBs.

4.6.
Fix Errors and Complete Application

Applicants must review the errors in HRSA EHBs and make necessary corrections.  If so noted in the funding opportunity announcement, applicants must also complete the detailed budget and other required forms in HRSA EHBs and assign an AO who must be a registered user in the HRSA EHBs.  HRSA EHBs will show the status of each form in the application package and the status of all forms must be “Complete” in the summary page before the HRSA EHBs will allow the application to be submitted.

4.7.
Submit Application in HRSA EHBs

4.7.1.
Noncompeting Continuations - When completing and submitting a Noncompeting continuation, you must have the ‘Submit Noncompeting Continuation’ privilege.  The Project Director must give this privilege to the AO or a designee.  Once all forms are complete, the application must be submitted to HRSA.

(
NOTE:  You will have two weeks from the date the application was due in Grants.gov for submission of the remaining information in HRSA EHBs.  The new due date will be listed in HRSA EHBs.
Performance Measures for Noncompeting Continuation Applications – For applications that require submittal of performance measures electronically through the completion of program specific data forms, instructions will be provided both in the program guidance and through an email notifying grantees of their responsibility to provide this information; and providing instruction on how to do so. 

4.7.2.
New Competing, Competing Continuation, and Competing Supplement Applications Submitted Using Both Grants.gov and HRSA EHBs - After the Grants.gov application is pulled into EHBs and validated, the AO verifies the pending application in HRSA EHBs, fixes any validation errors, and makes necessary corrections.  Supplemental forms are completed.  The application must then be submitted by the AO assigned to the application within HRSA EHBs.  (The designee of the AO can also submit the application.)  The completed application must be submitted to HRSA by the due dates listed within the program guidance.

(
NOTE:  You must submit the application by the due date listed within the program guidance.  There are two deadlines within the guidance – one for submission within Grants.gov and the second for submission within HRSA EHBs.

Performance Measures for All Competitive Applications - Many HRSA guidances include specific data forms and require performance measure reporting.  If the completion of performance measure information is indicated in this guidance, successful applicants receiving grant funds will be required, within 30 days of the Notice of Grant Award (NGA), to register in HRSA’s Electronic Handbooks (EHBs) and electronically complete the program specific data forms that appear in this guidance.  This requires the provision of budget breakdowns in the financial forms based on the grant award amount, the project abstract and other grant summary data, and objectives for the performance measures.

5.
General Instructions for Application Submission

The following guidelines are applicable to all submissions unless otherwise noted.  Failure to follow the instructions may make your application non-compliant.  Non-compliant applications will not be given any consideration and the particular applicants will be notified.  It is mandatory to follow the instructions provided in this section to ensure that your application can be printed efficiently and consistently for review.

5.1.
Narrative Attachment Guidelines

5.1.1.
Font 

Please use an easily readable typeface, such as Times Roman, Arial, Courier, or CG Times.  The text and table portions of the application must be submitted in not less than 12- point and 1.0 line spacing.  Applications not adhering to 12-point font requirements may be returned.  For charts, graphs, footnotes, and budget tables, applicants may use a different pitch or size font, not less than 10 pitch or size font.  However, it is vital that when scanned and/or reproduced, the charts are still clear and readable.

Please do not submit organizational brochures or other promotional materials, slides, films, clips, etc. 

5.1.2.
Paper Size and Margins

For duplication and scanning purposes, please ensure that the application can be printed on 8 ½” x 11” white paper.  Margins must be at least one (1) inch at the top, bottom, left and right of the paper.  Please left-align text.

5.1.3.
Names

Please include the name of the applicant and 10-digit grant number (if competing continuation, competing supplement, or noncompeting continuation) on each page.

5.1.4.
Section Headings

Please put all section headings flush left in bold type.

5.1.5.
Page Numbering

Do not number the standard OMB approved forms.  Please number each attachment page sequentially.  Reset the numbering for each attachment.  (Treat each attachment/document as a separate section.)

5.1.6.
Allowable Attachment or Document Types

The following attachment types are supported in HRSA EHBs.  Even though grants.gov may allow you to upload various types of attachments, it is important to note that HRSA only accepts the following types of attachments.  Files with unrecognizable extensions may not be accepted or may be corrupted, and will not be considered as part of the application:

.DOC - Microsoft Word 

.RTF - Rich Text Format 

.TXT - Text 

.WPD - Word Perfect Document 

.PDF - Adobe Portable Document Format 

.XLS - Microsoft Excel

File Attachment Names 

· Limit File Attachment Name to Under 50 Characters

· Do not use any Special Characters (e.g., -, %, /, #, ) or Spacing in the File Name  or for Word Separation 

-- The Exception is Underscore ( _ )

Note- your application will be ‘rejected’ by Grants.gov if you use special characters or attachment names greater than 50 characters

5.2.
Application Content Order (Table of Contents)

HRSA uses an automatic numbering approach that will ensure that all applications will look the same when printed for objective review.

HRSA uses two standard packages from Grants.gov. 

•
SF 424 (otherwise known as 5161) – For service delivery programs

•
SF 424 R&R – For research and training programs

For each package, HRSA has defined a standard order of forms and that order is available within the program guidance.  The program guidance also provides applicants with explicit instructions on where to upload specific documents.

5.3.
Page Limit

When your application is printed, the narrative documents may not exceed 80 pages in length unless otherwise stated in the funding opportunity announcement.  These narrative documents include the abstract, project and budget narratives, and any other attachments such as letters of support required as a part of the guidance.  This 80 page limit does not include the OMB approved forms.  Note that some program guidances may require submission of OMB approved program specific forms as attachments.  These attachments will not be included in the 80 page limit.

Applicants must follow the instructions provided in this section and ensure that they print out all attachments on paper and count the number of pages before submission.

(
NOTE:  Applications that exceed the specified limits will be deemed non-compliant.  Non-compliant competing applications will not be given any consideration and the particular applicants will be notified.  Non-compliant noncompeting applications will have to be resubmitted in order to comply with the page limits. 

6.
Customer Support Information

6.1.
Grants.gov Customer Support

Please direct ALL questions regarding Grants.gov to Grants.gov Call Center at: 1-800-518-4726.  Call Center hours of operation are 24 hours a day, seven days a week, excluding Federal holidays.

Please visit the following URL for additional support on the Grants.gov Web site: http://www.grants.gov/help/help.jsp.

6.2.
HRSA Call Center

For assistance with or using HRSA EHBs, call 1-877-464-4772 between 9:00 am to 5:30 p.m. ET or email callcenter@hrsa.gov.

Please visit HRSA EHBs for online help. Go to:  https://grants.hrsa.gov/webexternal/home.asp and click on ‘Help’ 

6.3.
HRSA Program Support

For assistance with program guidance related questions, please contact the program contact listed on the program guidance.  Do not call the program contact for technical questions related to either Grants.gov or HRSA EHBs.

7.
FAQs

7.1.
Software

7.1.1.
What are the software requirements for using Grants.gov?

Applicants will need to download Adobe Reader. For information on Adobe Reader, go to http://www.grants.gov/help/download_software.jsp#adobe811. 

7.1.2.
Adobe Reader

The Adobe Reader screen is shown in Figure 1 below.


[image: image1]
Figure 1:  Adobe Reader Screen


[image: image2]
Figure 2:  The Adobe Reader Toolbar

1. Submit – Click to submit the application package to Grants.gov (not available until all mandatory documents have been completed and the application has been saved).

2. Save – Click to save the application package to your local computer.

3. Print – Click to print the application package.

4. Check Package for Errors – Click prior to submitting the application package to ensure there are no errors.

Documents that you must include in your application package are listed under Mandatory Documents.  Refer to Figure 3 below.


[image: image3]
Figure 3:  Working with Mandatory Documents (Adobe Reader)

1. Under Mandatory Documents, select the document you want to work on.

2. Click on the ‘Move Form to Complete’ button.

3. Select the document under Mandatory Documents for Submission and click on the ‘Open Form’ button.  (Note:  depending on your version of Adobe Reader, the forms may open automatically when you click on the document name.)

When you open a document for viewing or editing, Adobe Reader opens the document at the bottom of the main application page.  Refer to Figure 4 below.


[image: image4]
Figure 4:  An Open Form in Adobe Reader

Note that the buttons are attached to the top of the page and move with the page.  Click on the ‘Close Form’ button to save and close the form.

Special Note:  Working with Earlier Versions of Adobe Reader

It is highly recommended that you remove all earlier versions of Adobe Reader prior to installing the latest version of Adobe Reader.  Do this by using ‘Add or Remove Programs’ from Control Panel in Windows.

If it is necessary that you keep older versions of Adobe Reader on your computer, you should be aware that the program will unsuccessfully attempt to open application packages with the earlier, incompatible version.  Use the following workaround to avoid this problem.


[image: image5]
Figure 5:  Downloading from Grants.gov

1. From the Grants.gov download page, right-click on the Download Application Package link and select ‘Save Target As…’ from the menu.

2. Save the target on your computer (preferably to the Desktop) as an Adobe Acrobat Document.


[image: image6]
Figure 6:  Selecting Open with Adobe Reader

3. Right-click the icon.

4. Select ‘Open With’ > ‘Adobe Reader 8.1’ from the menu.

7.1.3
Can I download Adobe Reader onto my computer?

There are software applications that allow you to successfully navigate the Grants.gov pages and complete your application.  These applications can be found at: http://www.grants.gov/help/download_software.jsp#811#adobe811.  However, depending on your organization’s computer network and security protocols you may not have the necessary permissions to download software onto your workstation.  Contact your IT department or system administrator to download the software for you or give you access to this function.

7.1.4.
Is Grants.gov Macintosh compatible?

Yes.  For details, please visit http://www.grants.gov/help/general_faqs.jsp.

7.1.5.
What are the software requirements for HRSA EHBs?

HRSA EHBs can be accessed over the Internet using Internet Explorer (IE) v5.0 and above and Netscape 4.72 and above.  IE 6.0 and above is the recommended browser.  HRSA EHBs are 508 compliant.

HRSA EHBs use pop-up screens to allow users to view or work on multiple screens.  Ensure that your browser settings allow for pop-ups. 

In addition, to view attachments such as Word and PDF, you will need the appropriate viewers.

7.1.6.
What are the system requirements for using HRSA EHBs on a Macintosh computer?

Mac users are requested to download the latest version of Netscape for their OS version.  It is recommended that Safari v1.2.4 and above or Netscape v7.2 and above be used.

Note that Internet Explorer (IE) for Mac has known issues with SSL and Microsoft is no longer supporting IE for Mac. HRSA EHBs do not work on IE for Mac. 

7.2.
Application Receipt

7.2.1.
When do I need to submit my application?

Competing Submissions:

Applications must be submitted to Grants.gov by 8:00 p.m. ET on the due date.  An application for HRSA funding must be both received and validated by Grants.gov by the application deadline.

For applications that require verification in HRSA EHBs (refer to program guidance), Verification must be completed and applications submitted in HRSA EHBs by 5:00 p.m. ET on the due date mentioned in the guidance.  This supplemental due date is different from the Grants.gov due date.

Noncompeting Submissions:

Applications must be submitted to Grants.gov by 8:00 p.m. ET on the due date.  An application for HRSA funding must be both received and validated by Grants.gov by the application deadline.

7.2.2.
What is the receipt date (the date the application is electronically received by Grants.gov or the date the data is received by HRSA)?

Competing Submissions:

The submission/receipt date is the date the application is electronically received by Grants.gov.  An application for HRSA funding must be both received and validated by Grants.gov by the application deadline.

For applications that require verification in HRSA EHBs (refer to program guidance), the submission/receipt date will be the date the application is submitted in HRSA EHBs. 

Noncompeting Submissions:

The submission/receipt date will be the date the application is submitted in HRSA EHBs.

Applications must be verified and submitted in HRSA EHBs by 5:00 p.m. ET on the due date. (Two (2) weeks after the due date in Grants.gov.)  Refer to the program guidance for specific dates.

7.2.3
Once my application is submitted, how can I track my application and what emails can I expect from Grants.gov and HRSA? 

You can check the status of your application(s) anytime after submission by logging into Grants.gov and clicking on the 'Track My Application’ link on the left side of the page.  This link will also be included in the confirmation email that you receive from Grants.gov.

When you submit your competing application in Grants.gov, it is first received and then validated by Grants.gov.  Typically, this takes a few hours but it may take up to 48 hours during peak volumes.  You should receive four emails from Grants.gov.

The first will confirm receipt of your application by the Grants.gov system (“Received”), and the second will indicate that the application has either been successfully validated (“Validated”) by the system prior to transmission to the grantor agency or has been rejected due to errors (“Rejected with Errors”).  An application for HRSA funding must be both received and validated by Grants.gov by the application deadline.

Subsequently, the application will be downloaded by HRSA.  This happens within minutes of when your application is successfully validated by Grants.gov and made available for HRSA to download.  On successful download at HRSA, the status of the application will change to “Received by Agency” and you will receive a third email from Grants.gov.

After this, HRSA processes the application to ensure that it has been submitted for the correct funding announcement, with the correct grant number (if applicable) and grantee/applicant organization.  This may take up to 3 business days.  Upon this processing HRSA will assign a unique tracking number to your application.  This tracking number will be posted to Grants.gov and the status of your application will be changed to “Agency Tracking Number Assigned;” you will receive a fourth email from Grants.gov. 

For applications that require verification in HRSA EHBs, you will also receive an email from HRSA confirming the successful receipt of your application and asking the PD and AO to review and resubmit the application in HRSA EHBs.

If is suggested that you check the respective systems if you do not receive any emails within the specified timeframes.

(
NOTE: Refer to FAQ 7.2.5 below for a summary of emails. 

7.2.4.
If a resubmission is required due to technological problems encountered using the Grants.gov system and the closing date has passed, what should I do?

You must contact the Director of the Division of Grants Policy, within five (5) business days from the closing date, via email at DGPWaivers@hrsa.gov and thoroughly explain the situation.  Your email must include the HRSA Announcement Number, the Name, Address, and telephone number of the Organization, and the Name and telephone number of the Project Director, as well as the Grants.gov Tracking Number (GRANTXXXXXXXX) assigned to your submission, along with a copy of the “Rejected with Errors” notification you received from Grants.gov.  Extensions for competitive funding opportunities are only granted in the rare event of a natural disaster or validated technical system problem on the side of either Grants.gov or the HRSA Electronic Handbooks (EHBS) that prevented a timely application submission.  An application for HRSA funding must be both received and validated by the application deadline.
7.2.5
Can you summarize the emails received from Grants.gov and HRSA EHBs and identify who will receive the emails?

	Submission Type
	Subject
	Timeframe
	Sent By
	Recipient

	Noncompeting Continuation
	“Submission Receipt”
	Within 48 hours
	Grants.gov
	AOR

	
	“Submission Validation Receipt” 

OR

“Rejected with Errors”
	Within 48 hours


	Grants.gov
	AOR 

	
	“Grantor Agency Retrieval

Receipt”
	Within hours of second email
	Grants.gov
	AOR

	
	“Agency Tracking Number

Assignment”
	Within 3 business days
	Grants.gov
	AOR

	
	“Application Ready for Verification”
	Within 3 business days
	HRSA
	AO, BO, SPOC, PD

	Competing Application (without verification in HRSA EHBs)
	“Submission Receipt”
	Within 48 hours
	Grants.gov
	AOR

	
	“Submission Validation Receipt” 

     OR

“Rejected with Errors”
	Within 48 hours


	Grants.gov
	AOR

	
	“Grantor Agency Retrieval Receipt”
	Within hours of second email
	Grants.gov
	AOR

	
	“Agency Tracking Number

Assignment”
	Within 3 business days
	Grants.gov
	AOR

	Competing Application (with verification in HRSA EHBs)
	“Submission Receipt”
	Within 48 hours
	Grants.gov
	AOR

	
	“Submission Validation Receipt” 

     OR

“Rejected with Errors”
	Within 48 hours
	Grants.gov
	AOR

	
	“Grantor Agency Retrieval Receipt”
	Within hours of second email
	Grants.gov
	AOR

	
	“Agency Tracking Number Assignment”
	Within 3 business days
	Grants.gov
	AOR

	
	“Application Ready for Verification”
	Within 3 business days
	HRSA
	AO, BO, SPOC, PD


7.3.
Application Submission

7.3.1
How can I make sure that my electronic application is presented in the correct order for objective review?

Follow the instructions provided in Section 5 to ensure that your application is presented in the correct order and is compliant with all the requirements.

7.4
Grants.gov

For a list of frequently asked questions and answers maintained by Grants.gov, please visit the following URL: http://www.grants.gov/applicants/applicant_faqs.jsp. 

Grants.gov offers several tools and numerous user guides to assist applicants that are interested in applying for grant funds.  To view the many applicant resources available through grants.gov please visit the following URL:   http://www.grants.gov/applicants/app_help_reso.jsp
APPENDIX B:  MEMORANDUM OF AGREEMENT (MOA)
A fully executed MOA submitted with the application should address the following:

a.
Specific documentation for a methodology of collaborator/Network member investment of resources, including in-kind, staff, cash, etc.

b.
Evidence that the members are exploring certain function(s) at a collaborative/shared/integrated level (as appropriate).

c.
Evidence of long-term commitment (i.e., 3 to 5 years).

d.
Health center and member board buy-in as evidenced by signatures of all CEOs and board chairs.

An MOA signed by all CEOs and Board Chairs of the Network members should include or address, at a minimum, the following:

1.
In the MOA, an applicant’s governing board should explicitly certify or identify the following:

a. The collaborating health centers are participating in the development, or further development, of the project as defined above.

b. The collaborating health centers are participating in the development of an integrated Network.

c. The mission of the Network is to ensure access for the medically underserved, including the uninsured and underinsured.

d. The project is comprised of three or more health center members.

e. The provision of services/programs through the Network project will not result in the diminution of the level or quality of health services currently being provided to the medically underserved population.

f. An individual whose primary responsibility is the work plan and overall leadership of the Network.
2.
A description of the governance/decision-making of the Network, including composition of boards/advisory committees.  [NOTE:  Health center collaborators must maintain a minimum of 51 percent control over the Network.]

a. The MOA should describe how leadership of the activities will be managed, including identification of the individual with responsibility for overseeing the implementation of the work plan.

b. The MOA should provide clear roles and responsibilities for clinician and consumer involvement regarding the proposed work plan.

c. A description of the role (if any) of such structures in resolving conflict among diverse members of a Network.
Appendix C: 
Department of Health and Human Services

Standard Terms and Conditions

American Recovery and Reinvestment Act of 2009

Division A Funds

I.          Standard award terms and conditions to be included in ALL awards

The following standard award terms will be included in all awards funded in whole or in part with Recovery Act funds.

1.  HHS Standard Terms and Conditions 
HHS grantees must comply with all terms and conditions outlined in their grant award, including grant policy terms and conditions contained in applicable Department of Health and Human Services (HHS) Grant Policy Statements, and requirements imposed by program statutes and regulations and HHS grant administration regulations, as applicable, unless they conflict or are superseded by the following terms and conditions implementing the American Recovery and Reinvestment Act of 2009 (ARRA) requirements below.  In addition to the standard terms and conditions of award, recipients receiving funds under Division A of ARRA must abide by the terms and conditions set out below.  The terms and conditions below concerning civil rights obligations and disclosure of fraud and misconduct are reminders rather than new requirements, but the other requirements are new and are specifically imposed for awards funded under ARRA. Recipients are responsible for contacting their HHS grant/program managers for any needed clarifications.

2. Preference for Quick Start Activities
In using funds for this award for infrastructure investment, recipients shall give preference to activities that can be started and completed expeditiously, including a goal of using at least 50 percent of the funds for activities that can be initiated not later than 120 days after the date of the enactment of ARRA. Recipients shall also use grant funds in a manner that maximizes job creation and economic benefit. (ARRA Sec. 1602)

3. Limit on Funds
None of the funds appropriated or otherwise made available in ARRA may be used by any State or local government, or any private entity, for any casino or other gambling establishment, aquarium, zoo, golf course, or swimming pool. (ARRA Sec. 1604)

4. ARRA:  One-Time Funding

Unless otherwise specified, ARRA funding to existent or new awardees should be considered one-time funding.
5. Civil Rights Obligations

While ARRA has not modified awardees’ civil rights obligations, which are referenced in the HHS’ Grants Policy Statement, these obligations remain a requirement of Federal law.  Recipients and subrecipients of ARRA funds or other Federal financial assistance must comply with Title VI of the Civil Rights Act of 1964 (prohibiting race, color, and national origin discrimination), Section 504 of the Rehabilitation Act of 1973 (prohibiting disability discrimination), Title IX of the Education Amendments of 1972 (prohibiting sex discrimination in education and training programs), and the Age Discrimination Act of 1975 (prohibiting age discrimination in the provision of services).  For further information and technical assistance, please contact the HHS Office for Civil Rights at (202) 619-0403, OCRmail@hhs.gov, or http://www.hhs.gov/ocr/civilrights/.

6.  Disclosure of Fraud or Misconduct

Each recipient or sub-recipient awarded funds made available under the ARRA shall promptly refer to the HHS Office of Inspector General any credible evidence that a principal, employee, agent, contractor, sub-recipient, subcontractor, or other person has submitted a false claim under the False Claims Act or has committed a criminal or civil violation of laws pertaining to fraud, conflict of interest, bribery, gratuity, or similar misconduct involving those funds. The HHS Office of Inspector General can be reached at http://www.oig.hhs.gov/fraud/hotline/ 

7. Responsibilities for Informing Sub-recipients 

Recipients agree to separately identify to each sub-recipient, and document at the time of sub-award and at the time of disbursement of funds, the Federal award number, any special CFDA number assigned for ARRA purposes, and amount of ARRA funds. 
8.  Recovery Act Transactions listed in Schedule of Expenditures of Federal Awards and Recipient Responsibilities for Informing Sub-recipients 
(a) To maximize the transparency and accountability of funds authorized under the American Recovery and Reinvestment Act of 2009 (Public Law 111-5) (Recovery Act) as required by Congress and in accordance with 45 CFR 74.21 and 92.20 "Uniform Administrative Requirements for Grants and Agreements", as applicable, and OMB A-102 Common Rules provisions, recipients agree to maintain records that identify adequately the source and application of Recovery Act funds. 

(b) For recipients covered by the Single Audit Act Amendments of 1996 and OMB Circular A-133, "Audits of States, Local Governments, and Non-Profit Organizations," recipients agree to separately identify the expenditures for Federal awards under the Recovery Act on the Schedule of Expenditures of Federal Awards (SEFA) and the Data Collection Form (SF-SAC) required by OMB Circular A-133. This shall be accomplished by identifying expenditures for Federal awards made under Recovery Act separately on the SEFA, and as separate rows under Item 9 of Part III on the SF-SAC by CFDA number, and inclusion of the prefix "ARRA-" in identifying the name of the Federal program on the SEFA and as the first characters in Item 9d of Part III on the SF-SAC. 

(c) Recipients agree to separately identify to each sub-recipient, and document at the time of sub-award and at the time of disbursement of funds, the Federal award number, CFDA number, and amount of Recovery Act funds. When a recipient awards Recovery Act funds for an existing program, the information furnished to sub-recipients shall distinguish the sub-awards of incremental Recovery Act funds from regular sub-awards under the existing program. 

(d) Recipients agree to require their sub-recipients to include on their SEFA information to specifically identify Recovery Act funding similar to the requirements for the recipient SEFA described above. This information is needed to allow the recipient to properly monitor sub-recipient expenditure of ARRA funds as well as oversight by the Federal awarding agencies, Offices of Inspector General and the Government Accountability Office. 
Recipient Reporting 

Reporting and Registration Requirements under Section 1512 of the American Recovery and Reinvestment Act of 2009, Public Law 111-5 
(a) This award requires the recipient to complete projects or activities which are funded under the American Recovery and Reinvestment Act of 2009 ("Recovery Act") and to report on use of Recovery Act funds provided through this award. Information from these reports will be made available to the public. 

(b) The timeline for quarterly reports is posted at: http://www.whitehouse.gov/omb/assets/momoranda_2010/m10-08.pdf. 
(c) Recipients and their first-tier recipients must maintain current registrations in the Central Contractor Registration (www.ccr.gov) at all times during which they have active Federal awards funded with Recovery Act funds. A Dun and Bradstreet Data Universal Numbering System (DUNS) Number (www.dnb.com) is one of the requirements for registration in the Central Contractor Registration. 

(d) The recipient shall report the information described in section 1512(c) using the reporting instructions and data elements that will be provided online at www.FederalReporting.gov and ensure that any information that is pre-filled is corrected or updated as needed. 
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Right-click the icon and select Open With > Adobe Reader 8.1.








� Department of Health and Human Services. 2009, Federal Coordinating Council for Comparative Effectiveness Research. Report to the President and the Congress. � HYPERLINK "http://www.os.dhhs.gov/recovery/programs/cer/cerannualrpt.pdf" ��http://www.os.dhhs.gov/recovery/programs/cer/cerannualrpt.pdf�.





� Institute of Medicine. 2009. Initial National Priorities for Comparative Effectiveness Research. Washington, DC: National Academy Press.


[1] Formal Application includes the preliminary application and letter of intent phases of the program.
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