
U.S. Department of Health and Human Services

Health Resources and Services Administration

Healthcare Systems Bureau

Division of Transplantation

Social and Behavioral Interventions to Increase Solid Organ Donation
Announcement Type:  New

Announcement Number:  HRSA-12-034
Catalog of Federal Domestic Assistance (CFDA) No. 93.134
FUNDING OPPORTUNITY ANNOUNCEMENT

Fiscal Year 2012 
Modified on 8/31/11 to clarify that there are no preferences for this funding opportunity. 
Application Due Date:  November 30, 2011
Ensure your Grants.gov registration and passwords are current immediately!
Deadline extensions are not granted for lack of registration.
Registration may take up to one month to complete.

Release Date:  July 19, 2011
Issuance Date:  July 19, 2011 

Rita Maldonado, MPH

Project Officer
Public and Professional Education Branch

Email: rmaldonado@hrsa.gov
Telephone: (301) 443-3622

Fax: (301) 594-6095
Authority:  Section 377A(a)-(b) of the Public Health Service (PHS) Act, (42 U.S.C. 274f-1(a)-(b))
Table of Contents
1I.  Funding Opportunity Description


11.
Purpose


42.
Background


5II.  Award Information


51.
Type of Award


52.
Summary of Funding


6III.  Eligibility Information


61.
Eligible Applicants


62.
Cost Sharing/Matching


63.
Other


6IV.  Application and Submission Information


61.
Address to Request Application Package


72.
Content and Form of Application Submission


13i.
Application Face Page


13ii.
Table of Contents


13iii.
Application Checklist


13iv.
Budget


14v.
Budget Justification


16vi.
Staffing Plan and Personnel Requirements


17vii.
Assurances


17viii.
Certifications


17ix.
Project Abstract


18x.
Program Narrative


22xi.
Attachments


243.
Submission Dates and Times


244.
Intergovernmental Review


245.
Funding Restrictions


256.
Other Submission Requirements


26V.  Application Review Information


261.
Review Criteria


282.
Review and Selection Process


283.
Anticipated Announcement and Award Dates


28VI.  Award Administration Information


281.
Award Notices


292.
Administrative and National Policy Requirements


303.
Reporting


31VII.  Agency Contacts


32VIII. Other Information


35ix.  Tips for Writing a Strong Application


36Appendix A:  Instructions for the SF424 R&R (Research and Related)




I.  Funding Opportunity Description
1. Purpose
This announcement solicits applications for the fiscal year (FY) 2012 extramural grant program, Social and Behavioral Interventions to Increase Solid Organ
 Donation, a grant program administered by the Division of Transplantation (DoT), Healthcare Systems Bureau (HSB), Health Resources and Services Administration (HRSA), U.S. Department of Health and Human Services (HHS).  
The overall goal of this grant program is to:  (1) reduce the supply and demand gap by identifying successful strategies that can serve as model interventions to increase deceased organ donation and, (2) increase the knowledge of options available through living donation among patients who may need transplants and/or individuals considering serving as a living donor.  Accordingly, this program will support sound applied research efforts to test the effectiveness of strategies that target any of the three program objectives listed below.  The first two objectives pertain to deceased donation; the third relates to living donation.
The specific objectives of this grant program are to increase, and improve understanding of how to increase:

1) individual commitment to be a deceased organ donor and documentation of that commitment;
2) consent of family (or others authorized to consent) for organ donation for a deceased relative;
3) the knowledge of the process, risks, advantages and disadvantages of deceased and living donation among patients who may need an organ and/or individuals considering serving as a living donor. 
Applicants must indicate whether they wish to conduct a project focused on deceased donation or a project focused on living donation. 

Projects to increase deceased donation may focus on community initiatives to increase the public’s commitment to donation and/or hospital-based efforts to increase family consent for donation.  
Projects focusing on living donation may test various models to educate individuals who may need transplants and/or individuals considering serving as a living donor of the opportunities to donate specific organs or organ segments while living and the process, risks, advantages and disadvantages of deceased and living donation.  However, because of the risks associated with any major surgical procedure, this grant program will not support projects that attempt to encourage living donation, increase the number of living donors or increase individuals’ readiness/willingness to pursue living donation as reflected in the goals, interventions, outcome measures, and metrics.  Some examples of projects to educate about living donation include: interventions to help potential donors, potential recipients, and their families make informed choices; interventions to reduce or eliminate barriers to education about living donation for potential donors or transplant candidates; and interventions designed to improve the education of living donors and those considering living donation in a healthcare or other relevant setting (dialysis centers, transplant programs, nephrologists’ offices, community venues, etc).

All projects must include an evaluation component, as described below.  The program will provide support for the evaluation of, or the implementation and evaluation of, highly promising strategies and approaches that can serve as model interventions for increasing commitment to deceased organ donation or knowledge about living donation as an option for some patients waiting for a transplant.  While the program focuses on solid organ donation, it is hoped that successful strategies will have a positive effect on eye and tissue donation as well.  For purposes of this program, model interventions are defined as those that are:  (1) effective in producing a verifiable and demonstrable impact on any of the three program objectives identified above; (2) replicable; (3) transferable; and (4) feasible in practice.  All projects must have rigorous methodology and quantitative evaluation components capable of ascertaining the effectiveness of the intervention(s).  While quantitative research would most strongly demonstrate effectiveness, qualitative components may add a useful richness of information.  Development of the intervention(s) may be supported by the grant but shall be limited to no more than 20 percent of total direct costs and staff time.  

Applications may focus on pilot projects or replications of interventions already shown to be effective in a pilot study or other previous research.  A pilot project tests an intervention that has not before been tested for its utility and effectiveness in the donation field.  An extension project builds on results of a pilot project by adjusting or adding some new dimension to the original intervention in attempts to strengthen the intervention.  A replication project tests a strategy as it was implemented in a previous project but in a different setting(s) (such as testing in education institutions an intervention that was demonstrated to be effective in faith communities) or a different population(s) (such as a different cultural or age group or area of the country where the population demographics differ substantially from the original study).  Applications proposing replications or extensions must provide a strong rationale and justification for the proposed project.  

Projects also may test the effectiveness of a purposefully and logically coordinated and synchronized set of multiple strategies for increasing donation in specified populations.  Projects that propose the use of multiple strategies are required to measure the independent effects of each strategy as well as the interactive effect of the various strategies.  

Applications that propose new ideas and novel approaches to increase organ donation that are cost-effective in achieving DoT program objectives and demonstrate utility for the donation and transplantation community are encouraged.  Applicants also are encouraged to consider implementing strategies that have been successful in other public health fields and evaluating their effectiveness for use in the donation field. 
Because of the disproportionately high need for kidney transplants in minority populations and the greater likelihood of finding a donor of similar blood type within the same ethnic or racial group, applications focusing on minority populations are encouraged.  All replication studies must include at least one site with a large minority population, with special consideration given to minorities for whom English is a second language.  If the target population of the original study was a minority population, the replication study must include a different minority group for at least one site.

Applicants have considerable flexibility in proposing interventions, including:  the focus and nature of the intervention, intervention sites(s), geographic location(s), target group(s), etc.  Sound conceptual models of behavioral change must inform the intervention and various components of the methodology. 
This grant program is focused solely on interventions to increase organ donation from deceased donors and the identification of successful models for educating about living donation.  Funds will not be used for other types of projects.  Examples of activities that will not be supported under this program are:  efforts to increase living donation; biomedical and clinical research; the development and/or assessment of the efficacy of new or improved methods of donor management, organ recovery, or organ preservation; fundamental research focused on new or improved evaluation tools and methodologies; interventions inconsistent with existing Federal law or statute; and interventions to increase tissue donation alone.  Proposals to evaluate clinical outcomes of donation after cardiac death (DCD) organs will not be supported.

Collaboration

This grant program seeks to promote greater collaboration among the transplant community, other organizations with the potential to encourage organ and tissue donation, and organizations with research expertise and experience.  Applicants are strongly encouraged, but not required, to prepare the application and, if funded, implement the project as a consortium of organizations relevant to the project goals.  Specifically, applicants are encouraged to work with a consortium of project-relevant organizations to ensure the breadth of expertise required for the successful design, implementation, and evaluation of the proposed intervention(s).  Consortium members must be organizations rather than individuals.  Consortium members should have a substantive and substantial role in the project and should contribute to major project decisions.  Specifically, applications are encouraged that will be implemented by a consortium consisting of:

1) at least one organization/institution with demonstrated expertise and experience in evaluation design and methods in the behavioral and social sciences; and 

2) at least one organization/institution with demonstrated expertise and current involvement in community education and outreach strategies to encourage commitment to organ donation.

To be considered a consortium member, each organization must demonstrate a specific project role and substantial and substantive responsibility for project work as evidenced in the narrative, budget, project design, staffing levels and by mutual decision-making in regard to project implementation.  Letters of Agreement to participate in the consortium and outlining each member’s role must be submitted by each consortium member.  

2. Background
This program is authorized under Section 377A(a)-(b) of the Public Health Service (PHS) Act, (42 U.S.C. 274f-1(a)-(b)), as amended by the Organ Donation and Recovery Improvement Act, P.L. 108-216.  
Transplantation is the therapy of choice and often the only choice to treat conditions leading to life-threatening end-stage-organ failure.  Over the past two decades, advances in surgical techniques and post-transplant therapies have improved both short- and long-term graft survival.  Ongoing and future research will continue to contribute to overcoming some of the remaining medical and biological obstacles.  However, even if these obstacles are overcome, the growing number of individuals needing transplants and the inadequate number of organ donors remain major barriers to providing this lifesaving treatment for all who need it.  The critical shortage of donor organs and the disparity between donor potential and actual donation rates have been well documented.  The number of patients waiting for transplants as of April 2011 was nearly 111,000.  Approximately 11,000 brain deaths per year could result in organ donation; however, only 7,942 deaths resulted in donation in 2010, a figure far smaller than the need.  Although further study is necessary, the number of potential donors could eventually include out-of-hospital cardiac arrest deaths.  An Institute of Medicine Report, Organ Donation:  Opportunities for Action, cites a conservative estimate of 22,000 per year.  The Report was published in 2006 by the National Academies of Science, Washington, DC.  Even with a national recovery average of 3.01 organs per deceased donor and with the contributions of 6,563 living donors, only 28,663 patients received transplants in the United States in 2010, while 6,510 individuals died waiting (OPTN, April 15, 2011).

The aging of the baby boom generation and increasing life expectancy are magnifying the discrepancy between the need for transplantation and the supply of organs.  Faced with the current critical shortage and the likelihood of even more pronounced supply-demand disparities, organ donation is becoming an increasingly significant public health issue.  The dire shortage of organs for transplantation has been the impetus for development of protocols intended to expand the donor pool, including the use of organs from living donors and donation after cardiac death.  

Social and Behavioral Interventions and Innovations:  A broad spectrum of interventions to increase donation has been implemented at the national, State, and local levels by a variety of public and private organizations, ranging from large-scale national media and public education programs and statewide donor registries to community-based activities to raise awareness among various population groups.  Some projects incorporating evaluation components have contributed to the knowledge base about important factors associated with the donation decision-making process.  A great deal of information about well-validated theories and models of health behavior is found in the public health and health education literature but is only recently being applied and integrated into the design and evaluation of strategies for increasing donation.

This grant program, Social and Behavioral Interventions to Increase Solid Organ Donation, was launched in FY 1999 and is a component of HRSA’s efforts to increase organ and tissue donation.  From FY 1999-2010, HRSA/DoT has supported 92 research projects totaling $67 million to test strategies for increasing organ and tissue donation or to replicate successful donation interventions.  It is anticipated that the FY 2012 Social and Behavioral Grant Program will expand the number of studies using scientifically rigorous methods to identify, verify, and replicate successful interventions for increasing deceased donation and for education about living donation.

Resources:  Several resources of potential interest to applicants are noted below.  

· Brief descriptions of projects funded through this grant program can be obtained electronically at http://www.organdonor.gov/grantProgramBehavioral.asp.  
· A list of publications by current and previously funded DoT grantees can be obtained at http://www.organdonor.gov/grantPublications.asp. 
· A Report on Social and Behavioral Interventions to Increase Organ Donation Grant Program 1999-2004 is available at http://www.organdonor.gov/grantsInterventionReports.asp. 
· The Final Report of an April 1998 conference, “Increasing Donation and Transplantation:  The Challenge of Evaluation” is available at http://www.aspe.hhs.gov/health/orgdonor/98conf/confrpt.html. 

· IOM report, “Organ Donation:  Opportunities for Action,” available from http://www.iom.edu/CMS/3740/24738/34249.aspx, examines a range of proposals for increasing rates of organ donation.

· U.S. Organ Donation Breakthrough Collaborative Increases Organ Donation.  Shafer TJ, Wagner D, Chessare J, Schall MW, McBride V, Zampiello FA, Perdue J, O’Connor K, Lin MJ, Burdick J.  Critical Care Nursing Quarterly, 2008, Jul-Sep:31(3):190-210.

· Critical Care Nurse, 2006 April 26(2), organ donation dedicated issue.
· Siegel JT, Alvaro EM, eds. 2010. Understanding Organ Donation: Applied Behavioral Science Perspectives (Blackwell/Claremont Applied Social Psychology Series). Hoboken, NJ: Wiley-Blackwell.
II.  Award Information
1. Type of Award

Funding will be provided in the form of a grant.
2. Summary of Funding
This program will provide funding for Federal fiscal years 2012–2014.  Approximately $1,250,000 is expected to be available annually to fund four to five (4–5) projects.  It is anticipated that the average award for each project year will be $250,000–$350,000.  It is recognized, however, that budgets may vary with project reach and complexity.  The period of support is up to three (3) years (September 1, 2012 to August 31, 2015).  Funding beyond the first year is dependent on the availability of appropriated funds for the Social and Behavioral Interventions to Increase Solid Organ Donation Program in subsequent fiscal years, grantee satisfactory performance, and a decision that continued funding is in the best interest of the Federal government. 
III.  Eligibility Information
1. Eligible Applicants

Eligible applicants include Federally-designated organ procurement organizations (OPO) and other nonprofit private or public entities eligible for funds under section 377A(a)-(b) of the PHS Act, (42 U.S.C. 274f-1(a)-(b)).  Eligible applicants that are public and nonprofit private entities may include state and local governments, Indian Tribal Governments, institutions of higher education, other nonprofit organizations such as faith-based and community-based organizations and Tribal organizations.  For-profit organizations may participate in a grant project but are not eligible to apply as the applicant institution. 

If the applicant is an Organ Procurement and Transplant Network (OPTN) member, and/or if the applicant is working with a consortium that includes OPTN members, the applicant and all other OPTN members involved in the project are expected to be in compliance with the final rule governing the operation of the OPTN (42 CFR Part 121) or visit http://optn.transplant.hrsa.gov/.
2. Cost Sharing/Matching
Cost Sharing/Matching is not required.  

3. Other
Any application that fails to satisfy the deadline requirements referenced in Section IV.3 will be considered non-responsive and will not be considered for funding under this announcement.
IV.  Application and Submission Information
1. Address to Request Application Package

Application Materials and Required Electronic Submission Information
HRSA requires applicants for this funding opportunity announcement to apply electronically through Grants.gov.  This robust registration and application process protects applicants against fraud and ensures that only authorized representatives from an organization can submit an application.  Applicants are responsible for maintaining these registrations, which should be completed well in advance of submitting your application.  All applicants must submit in this manner unless they obtain a written exemption from this requirement in advance by the Director of HRSA’s Division of Grants Policy.  Applicants must request an exemption in writing from DGPWaivers@hrsa.gov, and provide details as to why they are technologically unable to submit electronically through the Grants.gov portal.  Your email must include the HRSA announcement number for which you are seeking relief, the organization’s DUNS 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 (GRANTXXXX) assigned to your submission along with a copy of the “Rejected with Errors” notification you received from Grants.gov.  HRSA and its Grants Application Center (GAC) will only accept paper applications from applicants that received prior written approval.  However, the application must still be submitted under the deadline.  Suggestion: submit application into Grants.gov at least two days before the deadline to allow for any unforeseen circumstances.  Applicants that fail to allow ample time to complete registration with CCR and/or Grants.gov will not be eligible for a deadline extension or waiver of the electronic submission requirement.  
All applicants are responsible for reading the instructions included in HRSA’s Electronic Submission User Guide, available online at http://www.hrsa.gov/grants/apply/userguide.pdf .  This Guide includes detailed application and submission instructions for both Grants.gov and HRSA’s Electronic Handbooks.  Pay particular attention to Sections 2 and 5 that provide detailed information on the competitive application and submission process.
Applicants are also responsible for reading the Grants.gov Applicant User Guide, available online at http://www.grants.gov/assets/ApplicantUserGuide.pdf.  This Guide includes detailed information about using the Grants.gov system and contains helpful hints for successful submission.

Applicants must submit proposals according to the instructions in the Guide and in this funding opportunity announcement in conjunction with Application Form 424 Research and Related (SF-424 R&R).  The forms contain additional general information and instructions for applications, proposal narratives, and budgets.  The forms and instructions may be obtained from the following site by:

1) Downloading from http://www.grants.gov, or

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

Suite 155 South
Gaithersburg, MD 20878
Telephone: (877) 477-2123

HRSAGAC@hrsa.gov
Each funding opportunity contains a unique set of forms and only the specific forms package posted with an opportunity will be accepted for that opportunity.  Specific instructions for preparing portions of the application that must accompany the SF-424 R&R appear in the “Application Format” section below.
2. Content and Form of Application Submission
Application Format Requirements
The total size of all uploaded files may not exceed the equivalent of 80 pages when printed by HRSA.  The total file size may not exceed 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.  We strongly urge you to print your application to ensure it does not exceed the 80-page limit.  Do not reduce the size of the fonts or margins to save space.  When converted to a single PDF, fonts will be changed to the required 12-point size and one inch margins will be restored (per formatting instructions in Section 5 of the Electronic Submission User Guide referenced above).  The 80-page limit will then be imposed.  

Applications that exceed the specified limits (80 pages when printed by HRSA or approximately 10 MB) will be deemed non-responsive.  All application materials must be complete prior to the application deadline.  Applications that are modified after the posted deadline will also be considered non-responsive.  Non-responsive applications will not be considered under this funding announcement. 
Application Format

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

SF-424 R&R – 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-responsive.  Non-responsive applications will not be considered under this funding opportunity announcement.

· 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 a Table of Contents page specific to the attachment.  Such pages will not be counted towards the page limit.

	Application Section
	Form Type
	Instruction
	HRSA/Program Guidelines

	SF-424 R&R Cover Page
	Form
	Pages 1 & 2.
	Not counted in the page limit.

	Pre-application
	Attachment
	Can be uploaded on page 2 of SF-424 R&R - Box 20.
	Not Applicable to HRSA; Do not use. 

	Application Checklist Form HHS-5161-1
	Form
	Pages 1 & 2 of the HHS checklist.
	Not counted in the page limit.

	SF-424 R&R Senior/Key Person Profile
	Form
	Supports 8 structured profiles

(PD + 7 additional)
	Not counted in the page limit.

	Senior Key Personnel Biographical Sketches
	Attachment
	Can be uploaded in SF-424 R&R Senior/Key Person Profile form.  One per each senior/key person.  The PD/PI biographical sketch should be the first biographical sketch.  Up to 8 allowed.
	Counted in the page limit. 

	Senior Key Personnel Current and Pending Support
	Attachment
	Can be uploaded in SF-424 R&R Senior/Key Person Profile form.
	Not Applicable to HRSA; Do not use.

	Additional Senior/Key Person Profiles
	Attachment
	Can be uploaded in SF-424 R&R Senior/Key Person Profile form.  Single document with all additional profiles.
	Not counted in the page limit.

	Additional Senior Key Personnel Biographical Sketches
	Attachment
	Can be uploaded in the Senior/Key Person Profile form.  Single document with all additional sketches.
	Counted in the page limit.

	Additional Senior Key Personnel Current and Pending Support
	Attachment
	Can be uploaded in the Senior/Key Person Profile form.
	Not Applicable to HRSA; Do not use.

	Project/Performance Site Location(s)
	Form
	Supports primary and 29 additional sites in structured form.
	Not counted in the page limit.

	Additional Performance Site Location(s)
	Attachment
	Can be uploaded in SF-424 R&R Performance Site Location(s) form.  Single document with all additional site location(s).
	Not counted in the page limit.

	Other Project Information
	Form
	Allows additional information and attachments.
	Not counted in the page limit.

	Project Summary/Abstract
	Attachment
	Can be uploaded in SF-424 R&R Other Project Information form, Box 7.
	Required attachment.  Counted in the page limit.  Refer to funding opportunity announcement for detailed instructions.  Provide table of contents specific to this document only as the first page.

	Project Narrative
	Attachment
	Can be uploaded in SF-424 R&R Other Project Information form, Box 8.
	Required attachment.  Counted in the page limit.  Refer to funding opportunity announcement for detailed instructions.  Provide table of contents specific to this document only as the first page.

	SF-424 R&R Budget Period (1-5) - Section A – B
	Form
	Supports structured budget for up to 5 periods.
	Not counted in the page limit.

	Additional Senior Key Persons
	Attachment
	SF-424 R&R Budget Period (1-5) - Section A - B, End of Section A.  One for each budget period.
	Not counted in the page limit.

	SF-424 R&R Budget Period (1-5) - Section C – E
	Form
	Supports structured budget for up to 5 periods.
	Not counted in the page limit.

	Additional Equipment
	Attachment
	SF-424 R&R Budget Period (1-5) - Section C – E, End of Section C.  One for each budget period.
	Not counted in the page limit.

	SF-424 R&R Budget Period (1-5) - Section F – K
	Form
	Supports structured budget for up to 5 periods.
	Not counted in the page limit.

	SF-424 R&R Cumulative Budget
	Form
	Total cumulative budget.
	Not counted in the page limit.

	Budget Justification
	Attachment
	Can be uploaded in SF-424 R&R Budget Period (1-5) - Section F - J form, Box K. Only one consolidated budget justification for the project period.
	Required attachment.  Counted in the page limit.  Refer to funding opportunity announcement for detailed instructions. Provide table of contents specific to this document only as the first page.

	SF-424 R&R Subaward Budget 
	Form
	Supports up to 10 budget attachments.  This form only contains the attachment list.
	Not counted in the page limit.

	Subaward Budget Attachment 1-10
	Attachment
	Can be uploaded in SF-424 R&R Subaward Budget form, Box 1 through 10.  Extract the form from the SF-424 R&R Subaward Budget form and use it for each consortium/ contractual/subaward budget as required by the program funding opportunity announcement.  Supports up to 10.
	Filename should be the name of the organization and unique.  Not counted in the page limit.

	SF-424B Assurances for Non-Construction Programs
	Form
	Assurances for the SF-424 R&R package.
	Not counted in the page limit.

	Bibliography & References
	Attachment
	Can be uploaded in Other Project Information form, Box 9.
	Required. Counted in the page limit.

	Facilities & Other Resources
	Attachment
	Can be uploaded in Other Project Information form, Box 10.
	Required. Counted in the page limit. 

	Equipment
	Attachment
	Can be uploaded in Other Project Information form, Box 11.
	Optional. 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.

	Other Attachments
	Attachment
	Can be uploaded in SF-424 R&R Other Project Information form, Box 12.  Supports multiple.
	Not Applicable to HRSA; Do not use.


· 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.

· 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 funding opportunity announcement.

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

	Attachment Number
	Attachment Description (Program Guidelines)

	Attachment 1
	Staffing plan, including personnel requirements and position descriptions 

	Attachment 2
	Proof of nonprofit status for applicant organization

	Attachment 3
	Indirect cost rate agreement, if applicable

	Attachment 4
	Consortium agreements

	Attachment 5
	Letters of support 

	Attachment 6
	Project organizational chart

	Attachment 7
	Tables, charts and other graphics, e.g. Gantt or PERT chart

	Attachment 8
	Other relevant documents not included elsewhere in this Table of Contents


Application Format
i. Application Face Page 

Complete Standard Form 424 Research and Related (SF-424 R&R) provided with the application package.  Prepare according to instructions provided in the form itself.  For information pertaining to the Catalog of Federal Domestic Assistance, the CFDA Number is 93.134.

DUNS Number

All applicant organizations (and subrecipients of HRSA award funds) are required to have a Data Universal Numbering System (DUNS) number in order to apply for a grant or cooperative agreement 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://fedgov.dnb.com/webform or call 1-866-705-5711.  Please include the DUNS number in form 424 R&R – item 5.  Applications will not be reviewed without a DUNS number.  Note:  A missing or incorrect DUNS number is the number one reason for applications being “Rejected for Errors” by Grants.gov.  HRSA will not extend the deadline for applications with a missing or incorrect DUNS.  Applicants should take care in entering the DUNS number in the application.
Additionally, the applicant organization (and any subrecipient of HRSA award funds) is required to register annually with the Federal Government’s Central Contractor Registration (CCR) in order to do electronic business with the Federal government.  CCR registration must be maintained with current, accurate information at all times during which an entity has an active award or an application or plan under consideration by HRSA.  It is extremely important to verify that your CCR registration is active and your MPIN is current.  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 

Complete the HHS Application Checklist Form HHS 5161-1 provided with the application package.

iv. Budget

Please complete the Research & Related Budget Form (Sections A – J and the Cumulative Budget) for each budget period.  Upload the Budget Justification Narrative for the entire project period (all budget periods) in Section K of the Research & Related Budget Form.  Following completion of Budget Period 1, you must click on the “NEXT PERIOD” button on the final page to allow for completion of Budget Period 2.  You will repeat this instruction to complete Budget Periods 3.

The Cumulative Budget is automatically generated and provides the total budget information for the three-year grant request.  Errors found in the Cumulative Budget must be corrected within the incorrect field(s) in Budget Period 1, 2, or 3; corrections cannot be made to the Cumulative Budget itself.
Budgets also must include travel costs for two project staff, the primary donation related expert and the evaluation researcher, for two 2-day meetings in year one and one 2-day meeting in years two and three.  See also Section VIII 2 and 3, Technical Assistance Workshop for additional information about these meetings. 

If a consortium of organizations is conducting the project, applicants should include as attachments itemized budgets for each year of grant support for each organization in the consortium.  These attachments are submitted via the SF-424 R&R Sub-award Budget Attachment(s) Form.  It is not necessary to submit cumulative budgets for the separate organizations.  It is important to clearly indicate on each budget page which organization it represents.  These forms will represent the full project period of Federal assistance requested.  All budgets must be well justified, with explanations of each line item in the narrative of the associated budget justification. 
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 budget periods within the requested project period (up to two additional years) at the time of application.  Line item information must be provided to explain the costs entered in the Research and Related Budget Form.  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.  For subsequent budget years, the justification narrative should highlight the changes from year one or clearly indicate that there are no substantive budget changes during the project period.  The budget justification MUST be concise.  Do NOT use the justification to expand the project narrative.
If funds are being used for intervention development, the budget section must present a separate chart itemizing the individual costs for all intervention development-related activities, including staff time, and provide a total for intervention development costs and its percentage of total direct costs.  Intervention development costs may not exceed 20 percent of total direct costs and staff time. 
Budget for Multi-Year Award 

This announcement is inviting applications for project periods up to three (3) years.  Awards, on a competitive basis, will be for a one-year budget period, although the project period may be for up to three (3) years.  Submission and HRSA approval of your Progress Report(s) and any other required submission or report is the basis for the budget period renewal and release of subsequent year funds.  Funding beyond the one-year budget period but within the three-year project period is subject to availability of funds, satisfactory progress of the awardee, and a determination that continued funding would be in the best interest of the Federal government.
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, percentage of full-time equivalency, and annual salary. 

Fringe Benefits:  List the components that comprise the fringe benefit rate, for example health insurance, taxes, unemployment insurance, life insurance, retirement plans, and 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.  For long distance travel, the transportation, lodging, per diem, 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.  These costs should include travel for two participants to attend two technical assistance (TA) workshops in the first year of the grant and one each year thereafter as explained in Section VIII 2-3, Technical Assistance Workshops.  Costs are for lodging, transportation, and per diem only and are based on travel costs to Washington, DC.  All travel must be well justified and related to activities listed in the Work Plan. 
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 $5,000 or more and a useful life of one or more years).  

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.  Educational supplies must be justified as a reasonable, necessary, and integral part of a grant project.  Also, an explanation of how the total numbers and costs of educational supplies were derived must be included.  Remember, they must be listed separately.

Contractual:  Applicants are responsible for ensuring that their organization or institution has in place an established and adequate procurement system with fully developed written procedures for awarding and monitoring all contracts.  Applicants must provide a clear explanation as to the purpose of each contract, how the costs were estimated, and the specific contract deliverables.  Reminder:  recipients must notify potential subrecipients that entities receiving subawards must be registered in the Central Contractor Registration (CCR) and provide the recipient with their DUNS number.
Other:  Put all costs that do not fit into any other category into this category and provide an explanation of each cost in this category.  In some cases, rent, utilities and insurance fall under this category if they are not included in an approved indirect cost rate.  

Applicants may include the cost of access accommodations as part of their project’s budget, including sign interpreters, plain language and health literate print materials in alternate formats (including Braille, large print, etc.); and cultural/linguistic competence modifications such as use of cultural brokers, translation or interpretation services at meetings, clinical encounters, and conferences, etc.  
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. A copy of the latest negotiated cost agreement that covers the period for which funds are requested must be submitted as Attachment 3 of the application. 
vi. Staffing Plan and Personnel Requirements

Applicants must present a staffing plan and provide a justification for the plan that includes education and experience qualifications and rationale for the amount of time being requested for each staff position.  Position descriptions that include the roles, responsibilities, and qualifications of proposed project staff must be included in Attachment 1.  
Biographical sketches must be submitted for key personnel using SF-424 R&R Senior/Key Personnel Profile Form.  Include the following: A. positions and honors; B. selected peer-reviewed publications (in chronological order), and C. research support.  When applicable, biographical sketches should include training, language fluency and experience working with the cultural and linguistically diverse populations that are served by their programs.  The biographical sketches are included in the 80 pages. 
When crafting the staffing plan, please note the following:

Principal Investigator
The project shall be headed by a single Principal Investigator (PI) designated by the applicant institution who will be responsible for the technical, programmatic, and administrative aspects of the grant and for the day-to-day management of the project, including oversight of all consortium-related activities.  The PI must have experience and expertise relevant to the objectives of this grant program in one or both of the following areas:  

· design and implementation of interventions to increase deceased donation or to educate about living donation, and/or 

· design and conduct of evaluation studies to assess the effectiveness of social-behavioral interventions.  

The PI must have a substantive and substantial role in the project.  Women, minorities, and persons with disabilities are encouraged to apply as principal investigators.  A PI who is not employed by the applicant institution must be employed by a public or nonprofit institution and must have a position of influence in (e.g., officer or board member) and a formal written agreement with the applicant institution that specifies the official relationship between the parties even if the relationship does not involve a salary or other form of remuneration.  If the PI is not an employee of the applicant institution, HRSA will assess whether the arrangement will result in the organization being able to fulfill its grant-related responsibilities, if awarded.  
Principal Researcher/Evaluator
The principal researcher/evaluator (PR) shall have primary responsibility for design and conduct of the project methodology component.  This professional must have expertise in social and behavioral research/evaluation as demonstrated by professional experience, education, and relevant publications.  The principal researcher or another member of the research team must demonstrate education and expertise sufficient to conduct social science statistical analysis consistent with the proposed intervention and evaluation.  
vii. Assurances
Complete Application Form SF-424B Assurances – Non-Construction Programs provided with the application package.

viii. Certifications

Use the Certifications and Disclosure of Lobbying Activities Application Form provided with the application package.  Any organization or individual that is indebted to the United States, and has a judgment lien filed against it for a debt to the United States, is ineligible to receive a Federal grant.  By signing the SF-424 R&R, the applicant is certifying that they are not delinquent on Federal debt in accordance with OMB Circular A-129.  (Examples of relevant debt include delinquent payroll or other taxes, audit disallowances, guaranteed and direct student loans, benefits that were overpaid, etc.).  If an applicant is delinquent on Federal debt, they should attach an explanation that includes proof that satisfactory arrangements have been made with the Agency to which the debt is owed.  This explanation should be uploaded as Attachment 8.
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 project including the needs to be addressed, the proposed services, and the population group(s) to be served. In describing the research design and methods within the abstract, the proposed data collection methods must be included.  The abstract will also be used in the review process.  It is essential, therefore, that the abstract reflect the most critical points of the application.  The abstract must identify whether the project is a pilot, extension or replication study.

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

Please place the following at the top of the abstract:

· Project Title

· Applicant Organization 
· Principle Investigator

· Address

· Contact Phone Numbers (Voice, Fax)

· E-Mail Address

· Web Site Address, if applicable

x. Program Narrative

This section provides a comprehensive framework and description of all aspects of the proposed program.  It should be succinct, complete, and well organized so that reviewers can understand the proposed project.  The narrative should include sufficient information to enable the evaluation of the project.  Be specific and informative and avoid redundancies.  The program narrative may not exceed 25 pages.  Applicants submitting revisions of proposals that were previously not funded are encouraged to include point-by-point discussion of how weaknesses identified in the summary statement have been addressed.
Performance Measures  

Deceased donation projects must address one of the following two performance measures:

1) increases in the number or rate of individuals who designate their consent to become donors;

2) increases in the number or rate of individuals who designate their intent to become organ donors and notify their families of that decision; or 
3) increases in rates of family consent for a deceased relative. 

Projects that focus on living donation must address the following performance measure:

· increases in knowledge of opportunities for and the process, risks, disadvantages and advantages of deceased and living donation.

No extra consideration is given to projects that address more than one performance measure.  Applications must provide discussion and justification supporting the performance measure selected.  Applications that address more than one performance measure should clearly differentiate project components, effects, and outcomes relevant to specific performance measures.  Applicants are encouraged to consider the use of administrative data from state donor registries and institutional data collected by OPOs, hospitals, dialysis centers, and transplant centers as applicable to support these measures.

Use the following section headers for the Narrative:
· Introduction
Briefly describe the purpose of the proposed project and the anticipated accomplishments (goals), including knowledge gained, and describe the measurable steps (objectives) to achieve the accomplishments.  Discuss why the specific interventions proposed are expected to have a substantial positive impact on the appropriate performance measure(s).  Identify in the Introduction and Purpose whether the project is a pilot, extension or replication study.  

· NEEDS ASSESSMENT

This section outlines the needs of your community and/or organization.  The target population and its unmet health needs must be described and documented in this section.  Include socio-cultural determinants of health and health disparities impacting the population or communities served and unmet.  Relevant published and unpublished data and observational information with appropriate citations to support the need for and significance of the project should be included.  While data to briefly illustrate national need may provide context, discussion of local need or assessment of need specific to the target population also must be included.  The purpose and usefulness of demographic data and relevant barriers that the project aims to overcome should be discussed.  This section is intended to help reviewers understand the need for the specific proposed strategies within the context of the community in which the strategies will be implemented and within the broader donation field.  

· Methodology
Describe the strategies and methods to be used and their appropriateness for accomplishing the specific goals of the proposed project and each of the previously-described program requirements and expectations in this funding opportunity announcement.  Discuss the utility of proposed research approaches, paying particular attention to new approaches, if employed.  Document whether the proposed methodology has been successfully used in donation or other health-related research.  If it is a new approach, describe its appropriateness for the proposed project.  If this is a replication or an extension of a previous project, discuss the original study, including its purpose, funding source, research methods, findings, and the rationale for replication or extension.  If proposing an extension, describe the extension and justify its inclusion by clearly detailing and justifying the proposed changes to the intervention and replication projects including justification of the new location, setting or population for the study.  A description of the original intervention and findings related to its effectiveness must be provided for extension and replication projects.  
Provide a comprehensive review of studies, knowledge, and/or practices relevant to the proposed topic, referencing donation research and/or relevant studies from the broader health education and public health literature.  Since 2003, the Donation and Transplantation Community of Practice (DTCP) (previously known as Breakthrough Collaboratives) have been implemented by HRSA and by Donate Life America.  Applicants must demonstrate awareness of these initiatives as relevant to their project and propose and justify methods to distinguish the impact of the proposed project from the impact of these or other on-going efforts to increase donation,  random news events or television programming. As appropriate, include development of effective tools and strategies for ongoing staff training, outreach, collaborations, clear communication, and information sharing/dissemination with efforts to involve patients, families and communities of culturally, linguistically, socio-economically and geographically diverse backgrounds if applicable.
The methodology section also must provide a complete description of the following elements:

Theoretical Foundation – a description of the conceptual model of behavior change, upon which the intervention is based, including:

a) main concepts 

b) key theorists

c) comparison, based on a critical review of the literature, of existing models of behavior change and the rationale for selecting the particular conceptual model applied 
d) description of how these models inform the intervention and other components of the methodology (measurement instruments, print and electronic materials, messages, etc.) must be described in the application

e) clarification of adaptations to the theory, if any, for the proposed project and discussion of the planned methods to reduce threats to validity resulting from the adaptation
Target Population –

a) justification for the target population; description of the size and characteristics of the target population and its donation practices and attitudes

b) rationale for selecting the specific geographic area(s) for project implementation and its appropriateness for reaching the identified target population 

c) indication that the project team has the experience and expertise necessary to understand, reach, and influence the target population
d) plans for recruitment and retention of the target group

Settings – description of and rationale for the specific setting(s) in which the intervention will be implemented.
Intervention – 

a) detailed description of the intervention including a thorough description of all components of any multifaceted interventions being used; for extension and replication projects a detailed description of the original project, and for extensions, a description of the similarities and differences between the original work and the proposed extension intervention

b) discussion of the intervention’s potential effectiveness for accomplishing the specific objectives and performance measure(s) addressed in the project 

c) review of relevant descriptive information and data relating to the feasibility and effectiveness of the same or similar interventions (including recommended refinements/modifications) 

d) potential of the intervention to be effectively replicated, transferred, and applied: 

1) by institutions/organizations with similar competencies 

2) to target populations with similar socio-demographic profiles
Even if funding is requested only for evaluation and not for intervention implementation activities, the application must include a description of the intervention and an indication that funding is not requested.

Variables – specification of the variables, including delineation between independent and dependent variables. 
Outcome Measures and Evaluation Plan –  

a) description of and justification for specific outcomes that will be used to determine effectiveness of the intervention 

b) thorough description of, and rationale for, the proposed evaluation plan 

c) discussion of how the proposed evaluation plan can be expected to reliably measure project impact 

d) explanation of how the proposed evaluation plan will determine and account for baseline for measurement, e.g., how the analysis will control for individuals who already have declared intent or consent

e) description of the methods to control for the independent effects of the proposed intervention and such external influences as ongoing donation outreach activities, news and media events, etc.
f) data collection and analysis plans; as appropriate, describe the strategy to collect, analyze and track data to measure process and impact/outcomes, with different cultural groups (e.g. race, ethnicity, language) and explain how the data will be used to inform program development and service delivery (If the data must be obtained from an organization that is not the applicant organization (such as registry data from the department of motor vehicles) include a letter of support from that organization confirming the applicant’s access to the data.)
g) descriptions of qualitative approaches to be used, if any, and process evaluation, if proposed
Instruments – descriptions of instruments to be used including psychometric properties, and if possible, copies or drafts of data collection instruments, e.g., surveys, telephone protocols, interview formats.

· Work Plan
Describe the activities or steps that will be used to achieve each of the activities proposed during the entire project period in the Methodology section.  If the project includes development of any part of the intervention, this must also be represented in the Work Plan.  Use a timeline that includes each activity and identifies responsible staff for all phases and years of the proposed project, including a proposal for dissemination of project outcomes.  This timeline will contribute to the assessment of each year’s progress.  A graphic representation (e.g., Gantt or PERT chart) as an attachment is helpful in the review process.  As appropriate, identify meaningful support and collaboration with key stakeholders in planning, designing and implementing all activities, including development of the application and, further, the extent to which these contributors reflect the cultural, racial, linguistic and geographic diversity of the populations and communities served.
· Resolution of Challenges
Discuss challenges that are likely to be encountered in designing and implementing the activities described in the Work Plan, and approaches that will be used to resolve such challenges.

· Evaluation and Technical Support Capacity 
Discuss relevant experience, skills, and knowledge of key project staff to conduct this project, including materials published and previous work of a similar nature.  It is not necessary to repeat all information included in biographical sketches, but rather to justify qualifications and appropriateness for the project role.  
· Organizational Information
The applicant institution shall be legally and financially responsible and accountable to HRSA for the use and disposition of funds awarded, including any funds utilized by subcontractors and consortium members, if any.  The applicant must demonstrate the availability of personnel and facilities capable of performing and supporting the necessary administrative functions for carrying out the role of the applicant institution.  This institution shall be responsible for maintaining functions, e.g., dissemination of information among project staff members and organizations, sharing in decision making, and participating in the preparation of reports.  
Demonstrate expertise and experience relevant to the focus of the proposed project, including organizational expertise and current involvement in donation or transplantation outreach as well as demonstrated expertise and experience in research and evaluation design and methods in behavioral and social sciences. A consortium of organizations may be necessary to ensure adequate expertise and resources are available to carry out the project.  Discuss adequacy of the collective resources (the applicant agency, consortium member organizations, and key staff) for conducting the proposed project.  Indicate if the project is to be implemented by a consortium, and identify the organizations and their roles and responsibilities. For all key organizations, including any potential faith based and community organizations, briefly describe their current mission and structure, scope of current activities, and how these contribute to the ability of the project team to conduct the project and meet program requirements and expectations.  Provide information on the program’s resources and capabilities to support provision of culturally and linguistically competent and health literate services.  Describe how the unique needs of target populations of the communities served are routinely assessed and improved.  In order to conserve space, it is recommended that applicants provide this information in the project narrative in approximately one paragraph per consortium member.  

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.  Unless otherwise noted, attachments count toward the application page limit.  Each attachment must be clearly labeled.

Attachment 1:  Staffing Plan, Personnel Requirements, and Position Descriptions (required)
Applicants must present a staffing plan and justification for the plan that includes rationale for the amount of time being requested for each project component.  Position descriptions that include the roles, responsibilities, and qualifications for proposed project positions must be included.  
Attachment 2:  Proof of nonprofit status for applicant organization (required)

Documentation of non-profit status.

Documentation of nonprofit status of the applicant institution must be included in the application.  Applications that fail to meet eligibility criteria will not be considered for review.

Any of the following constitutes acceptable proof of nonprofit status:

a. A reference to the applicant organization’s listing in the Internal Revenue Service’s (IRS) most recent list of tax-exempt organizations described in section 501(c)(3) of the IRS Code.

b. A copy of a currently valid IRS tax exemption certificate.

c. A statement from a State taxing body, State attorney general, or other appropriate State official certifying that the applicant organization has a nonprofit status and that none of the net earnings accrue to any private shareholders or individuals.

d. A certified copy of the organization’s certificate of incorporation or similar document that clearly establishes nonprofit status.

e. Any of the items in the subparagraphs immediately above for a State or national parent organization and a statement signed by the parent organization that the applicant organization is a local nonprofit affiliate.

Attachment 3:  Indirect Cost Rate Agreement 

Required for organizations that have Federally approved Indirect Cost Rate Agreement.
Attachment 4:  Consortium Agreements 
Required if consortium is conducting project.  A Consortium Agreement must be provided from each consortium member and must indicate the member’s commitment to the project and clearly describe the activities that the member will undertake in project implementation.  Agreements must be signed and dated. 
Attachment 5:  Letters of support (required) 

Documentation from organizations and individuals who are not consortium members but have important roles in the project, e.g., implementation or control sites, associated community organizations.  Form letters or letters indicating only vague support generally are not useful.  Include only letters of support that specifically indicate a commitment to the project/program (in-kind services, dollars, staff, space, equipment, etc.).  Letters of support must be dated.  List all other support letters on one page.  Letters that are not submitted as part of the application package will not be considered in the review.
Attachment 6:  Project Organizational Chart 
Graphic/logic model illustrating proposed project and project organizational chart (encouraged, not required); include subcontractors and other significant collaborators.
Attachment 7:  Tables, Charts, and Other Graphics

Include graphics that provide further detail about the proposal, e.g., Gantt- or PERT-type chart outlining work plan (encouraged, not required).
Attachments 8 – 15:  Other Relevant Documents

Include here any other documents that are relevant to the application.
3. Submission Dates and Times
Application Due Date  
The due date for applications under this funding opportunity announcement is November 30, 2011 at 8:00 P.M. ET.  Applications completed online are considered formally submitted when the application has been successfully transmitted electronically by your organization’s Authorized Organization Representative (AOR) through Grants.gov and has been validated by Grants.gov on or before the deadline date and time.  
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) or other disruptions of services, such as a prolonged blackout.  The CGMO or designee will determine the affected geographical area(s).
Late applications: 
Applications which do not meet the criteria above are considered late applications and will not be considered in the current competition.
4. Intergovernmental Review

The Social and Behavioral Interventions to Increase Solid Organ Donation is a program subject to the provisions of Executive Order 12372, as implemented by 45 CFR 100.  Executive Order 12372 allows States the option of setting up a system for reviewing applications from within their States for assistance under certain Federal programs.  Application packages made available under this funding opportunity will contain a listing of States which have chosen to set up such a review system, and will provide a State Single Point of Contact (SPOC) for the review.  Information on states affected by this program and State Points of Contact may also be obtained from the Grants Management Officer listed in the Agency Contact(s) section, as well as from the following Web site: http://www.whitehouse.gov/omb/grants_spoc.

All applicants other than Federally recognized Native American Tribal Groups should contact their SPOC as early as possible to alert them to the prospective applications and receive any necessary instructions on the State process used under this Executive Order.

Letters from the State Single Point of Contact (SPOC) in response to Executive Order 12372 are due sixty days after the application due date.
5. Funding Restrictions
Applicants responding to this announcement may request funding for a project period of up to three (3) years.  Awards to support projects beyond the first budget year will be contingent upon Congressional appropriation, satisfactory progress in meeting the project’s objectives, and a determination that continued funding would be in the best interest of the Federal government.

Funds under this announcement may not be used for the following purposes:
· to purchase or improve land, or to purchase, construct, or make permanent improvements to any building except for minor remodeling.

· to make payments to recipients of services, except for reimbursement of reasonable and allowable out-of-pocket expenses associated with participation in project activities, for more information on cost principles please see page II-25 of the HHS Grants Policy Statement available online at ftp://ftp.hrsa.gov/grants/hhsgrantspolicystatement.pdf. 
· to support:  (a) projects that promote living donation; (b) projects that propose outcome measures such as pursuit of, or readiness or willingness to pursue, living donation, seeking a living donor; (c) biomedical and clinical research; (d) the development and/or assessment of the efficacy of new or improved clinical methods of donor management, organ recovery, or organ preservation; (e) fundamental research focused on new or improved evaluation tools and methodologies; (f) fundamental research focused on the development of new behavioral theories relevant to health attitudes, practices, and decision-making; or (g) interventions inconsistent with existing Federal law.

· interventions to increase tissue donation alone.

· proposals to evaluate clinical outcomes of donation after cardiac death (DCD) organs.
· to fund OPO staff time devoted to project activities that is being supported by other sources.

Unobligated funds at the end of the budget period are restricted and remain in the grant account for future HRSA disposition.  These funds may be requested for carryover to the next budget period.  Requests for carryover must be submitted with the Financial Status Report.  Unobligated funds are those reported on the annual Federal Financial Report (SF-425), which is required to be submitted to the Division of Grants Management Operations, HRSA 90 days after the end of the budget period for each project year.

6. Other Submission Requirements 
As stated in Section IV.1, except in very rare cases HRSA will no longer accept applications 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 APPLY FOR GRANTS section at http://www.Grants.gov..  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 essential 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 Numbering System (DUNS) number

•
Register the organization with Central Contractor Registration (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 and approve 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 http://www.grants.gov.  Assistance is also available 24 hours a day, 7 days a week (excluding Federal holidays) from the Grants.gov help desk at support@grants.gov or by phone at 1-800-518-4726.  Applicants should ensure that all passwords and registration are current well in advance of the deadline. 
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 must correct the application and resubmit it to Grants.gov before the deadline date and time.  Deadline extensions will not be provided to applicants who do not correct errors and resubmit before the posted deadline. 
If, for any reason, an application is submitted more than once prior to the application due date, HRSA will only accept the applicant’s last validated electronic submission prior to the application due date as the final and only acceptable submission of any competing application submitted to Grants.gov.
Tracking your application:  It is incumbent on the applicant to track application by using the Grants.gov tracking number (GRANTXXXXXXXX) provided in the confirmation email from Grants.gov.  More information about tracking your application can be found at http://www07.grants.gov/applicants/resources.jsp.  Be sure your application is validated by Grants.gov prior to the application deadline.
V.  Application Review Information 
1. Review Criteria
Procedures for assessing the technical merit of 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.  Applicants should pay strict attention to addressing all these criteria as they are the basis upon which the reviewers will evaluate applications. 
Review Criteria are used to review and score applications.  The Social and Behavioral Interventions to Increase Solid Organ Donation program has six (6) review criteria:

Criterion 1:  NEED (10 points)

See IV. 2. x. Program Narrative Section: Needs Assessment.  Extent to which the application describes the problem to be addressed including national and local supporting data; and factors contributing to the problem sufficiency of review and citation of relevant literature supporting the need; justification for the proposed geographic area; and reasonableness and appropriateness of the target population(s) selected. 

Criterion 2:  RESPONSE (20 points)

See IV. 2. x. Program Narrative Section: Methodology.  Extent to which the proposed project responds to the “Purpose” included in the FOA, intent of the grant program, and the relevant program objectives and performance measures; extent to which the proposed project shows promise of meeting the specific need outlined in the application; clarity of proposed goals and objectives and their relationship to the project activities; the extent to which the activities (scientific or other) described in the application are capable of addressing the problem and attaining the project objectives; quality of and justification for the proposed intervention and an explanation of how and why the specific intervention(s) is expected to have a substantial positive impact on the proposed performance measure(s); adequacy of the discussion of potential challenges and ways to address them; adequacy of the discussion of the original study if the proposed project is a replication or extension study; degree of adherence to the original study, or justification for deviations, if a replication is being conducted; sufficiency of the information provided in the application to enable adequate assessment of the proposed project, and the degree to which the application discusses the relevance of the project to the goals of Healthy People 2020.  
Criterion 3:  EVALUATIVE MEASURES (25 points)

See IV. 2. x. Program Narrative Section: Methodology, Evaluation Plan.  Effectiveness of the proposed methodology to monitor and evaluate the project results; degree of scientific rigor in the design, implementation, and evaluation of the project; suitability and appropriate application of the behavior change theory; adequacy of proposed sample size and selection procedures; and soundness of the methods to monitor and evaluate effectiveness of the intervention and other relevant factors.  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 intervention.  Indication, as in a letter of support, of the applicant’s access to necessary data and the explanation of how the data will be used to inform program development and service delivery.  
Criterion 4:  IMPACT (20 points)
See IV. 2. x. Program Narrative Section: Methodology, Dissemination Plan.  The degree to which the project activities are replicable given similar fiscal resources; the cost-effectiveness of the intervention relative to the size or magnitude of the impact (e.g., potential number of new registrants or donors per cost of implementing the project); the extent to which the intervention may be practicably applied by other organizations or adapted to other venues; the potential sustainability of the program beyond Federal funding; the extent, potential for effectiveness, and appropriateness of plans for dissemination of project results. 
Criterion 5:  RESOURCES/CAPABILITIES (15 points)

Extent to which project organizations demonstrate expertise and experience relevant to the focus of the proposed project, including organizational expertise and current involvement in donation or transplantation outreach as well as demonstrated expertise and experience in research and evaluation design and methods in behavioral and social sciences; extent to which project personnel are qualified by training and/or experience to implement and carry out the project; expertise and experience of proposed project staff as supported by education, relevant publication in peer-reviewed journals, and work history; degree to which staff members have complementary and integrated experience; sufficiency of staffing for the magnitude of the project; appropriateness of staff for reaching the target population; capabilities of the applicant organization and other key organizations and consortium members, if any; quality and availability of facilities and personnel to fulfill the needs and requirements of the proposed project; strength of proposed collaborative arrangements with other organizations including faith based and community based organizations, if any; and adequacy of facilities and resources relevant to the goals of the project.  
Criterion 6:  SUPPORT REQUESTED (10 points)

Reasonableness of the proposed budget for each year in the project period (up to three) in relation to project objectives, complexity of the activities, and anticipated results; clarity and adequacy of budget detail for all project years; and thoroughness of line item explanations in the budget justification, including a clear and separate indication of any costs related to developing the intervention.

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 peer 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

It is anticipated that awards will be announced prior to the start date of September 1, 2012. 
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 Award sets forth the amount of funds granted, the terms and conditions of the award, the effective date of the award, 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’s Authorized Organization Representative, and reflects the only authorizing document.  It will be sent prior to the start date of September 1, 2012.

2. Administrative and National Policy Requirements

Successful applicants must comply with the administrative requirements outlined in 45 CFR Part 74 Uniform Administrative Requirements for Awards and Subawards to Institutions of Higher Education, Hospitals, Other Nonprofit Organizations, and Commercial Organizations or 45 CFR Part 92 Uniform Administrative Requirements For Grants And Cooperative Agreements to State, Local, and Tribal Governments, as appropriate.
HRSA grant and cooperative agreement awards are subject to the requirements of the HHS Grants Policy Statement (HHS GPS) that are applicable 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 Award).

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 for Culturally and Linguistically Appropriate Services in Health Care (CLAS) published by HHS and available online at http://minorityhealth.hhs.gov/templates/browse.aspx?lvl=2&lvlID=15.  Additional cultural competency and health literacy tools, resources and definitions are available online at http://www.hrsa.gov/culturalcompetence and http://www.hrsa.gov/healthliteracy. 
Trafficking in Persons
Awards issued under this funding opportunity announcement 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.html.  If you are unable to access this link, please contact the Grants Management Specialist identified in this funding opportunity to obtain a copy of the Term.
PUBLIC POLICY ISSUANCE

Healthy People 2020

Healthy People 2020 is a national initiative led by HHS that sets priorities for all HRSA programs.  The initiative has four overarching goals:  (1) Attain high-quality, longer lives free of preventable disease, disability, injury, and premature death; (2) Achieve health equity, eliminate disparities, and improve the health of all groups; (3) Create social and physical environments that promote good health for all; and (4) Promote quality of life, healthy development, and healthy behaviors across all life stages.  The program consists of over 40 topic areas, containing measurable objectives.  HRSA has actively participated in the work groups of all the topic areas and is committed to the achievement of the Healthy People 2020 goals.  More information about Healthy People 2020 may be found online at http://www.healthypeople.gov/. 

National HIV/AIDS Strategy (NHAS)

The National HIV/AIDS Strategy (NHAS) has three primary goals: 1) reducing the number of people who become infected with HIV, 2) increasing access to care and optimizing health outcomes for people living with HIV, and 3) reducing HIV-related health disparities.  The NHAS states that more must be done to ensure that new prevention methods are identified and that prevention resources are more strategically deployed.  Further, the NHAS recognizes the importance of early entrance into care for people living with HIV to protect their health and reduce their potential of transmitting the virus to others.  HIV disproportionately affects people who have less access to prevention, care and treatment services and, as a result, often have poorer health outcomes.  Therefore, the NHAS advocates adopting community-level approaches to identify people who are HIV-positive but do not know their serostatus and reduce stigma and discrimination against people living with HIV.

To the extent possible, program activities should strive to support the three primary goals of the NHAS.  As encouraged by the NHAS, programs should seek opportunities to increase collaboration, efficiency, and innovation in the development of program activities to ensure success of the NHAS.  Programs providing direct services should comply with Federally-approved guidelines for HIV Prevention and Treatment (see http://www.aidsinfo.nih.gov/Guideliines/Default.aspx as a reliable source for current guidelines).  More information can also be found at http://www.whitehouse.gov/administration/eop/onap/nhas
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, any portion of a facility) in which regular or routine education, library, day care, health care or early childhood development services are provided to children.

3. Reporting
The successful applicant under this funding opportunity announcement 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.  Information on the scope, frequency, and other aspects of the audits can be found on the Internet at http://www.whitehouse.gov/omb/circulars_default.
b. Payment Management Requirements
Submit a quarterly electronic Federal Financial Report (FFR) Cash Transaction Report via the Payment Management System.  The report identifies cash expenditures against the authorized funds for the grant or cooperative agreement.  The FFR Cash Transaction Reports must be filed within 30 days of the end of each calendar quarter.  Failure to submit the report may result in the inability to access award funds.  Go to http://www.dpm.psc.gov for additional information.
c. Status Reports
1)  Federal Financial Report.  The Federal Financial Report (SF-425) is required within 90 days of the end of each budget period.  The report is an accounting of expenditures under the project that year.  Financial reports must be submitted electronically through EHB.  More specific information will be included in the Notice of Award.

2)  Progress Report(s).  The awardee must submit a progress report to HRSA on a semi-annual basis.  Submission and HRSA approval of your Progress Report(s) triggers the budget period renewal and release of subsequent year funds.  This 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 progress and impact of the project.  Further information will be provided in the award notice.
3)  Final Report(s).  A final report is due within 90 days after the project period ends.  A final report is required including a description and assessment of the grantee’s use of funds provided under this grant program with a detailed description of the research, the intervention, and its effectiveness, especially as related to the performance measures (described in Performance Measures in Section I. Funding Opportunity Description).  The final report shall include recommended strategies for replication, e.g., implementation guidelines, materials and software to be shared.  One copy of all publications associated with the project shall be included.  Grantees will receive more information about the specific requirements and format of this report.  The final report must be submitted online by awardees in the Electronic Handbooks system at https://grants.hrsa.gov/webexternal/home.asp. 
d. Transparency Act Reporting Requirements

New awards (“Type 1”) issued under this funding opportunity announcement are subject to the reporting requirements of the Federal Funding Accountability and Transparency Act (FFATA) of 2006 (Pub. L. 109–282), as amended by section 6202 of Public Law 110–252, and implemented by 2 CFR Part 170.  Grant and cooperative agreement recipients must report information for each first-tier subaward of $25,000 or more in Federal funds and executive total compensation for the recipient’s and subrecipient’s five most highly compensated executives as outlined in Appendix A to 2 CFR Part 170 (FFATA details are available online at http://www.hrsa.gov/grants/ffata.html).  Competing continuation awardees, etc. may be subject to this requirement and will be so notified in the Notice of Award.
VII.  Agency Contacts

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

Brad K. Barney

Grants Management Specialist, Division of Grants Management Operations

Attn: Social and Behavioral Interventions to Increase Solid Organ Donation
OFAM, HRSA
Parklawn Building, Room 11A-02

5600 Fishers Lane

Rockville, MD  20857 

Telephone: (301) 443-6916

Fax: (301) 443-6343

Email: bbarney@hrsa.gov
Additional information related to the overall program issues and/or technical assistance regarding this funding announcement may be obtained by contacting:
Rita Maldonado, MPH

Project Officer, Division of Transplantation
Attn: Social and Behavioral Interventions to Increase Solid Organ Donation
Healthcare Systems Bureau, HRSA

Parklawn Building, Room 12C-06

5600 Fishers Lane

Rockville, MD  20857 

Telephone:  (301) 443-3622

Fax:  (301) 594-6095

E-Mail:  rmaldonado@hrsa.gov
Applicants may need assistance when working online to submit their application forms electronically.  Applicants should always obtain a case number when calling for support.  For assistance with submitting the application in Grants.gov, contact Grants.gov 24 hours a day, seven days a week, excluding Federal holidays at:
Grants.gov Contact Center
Telephone: 1-800-518-4726
E-mail: support@grants.gov
iPortal:  http://grants.gov/iportal
VIII.  Other Information

1) Internet Resources

Applicants are encouraged to refer to DoT’s Web site, http://www.organdonor.gov, for general information about donation, government donation initiatives, and transplantation issues. 
2) Pre-Application Technical Assistance Workshop and Conference Calls

The Division of Transplantation (DoT) will conduct two Pre-Application telephone conference calls and one Pre-Application Workshop to provide technical assistance (TA) and consultation for individuals who may wish to submit an application for the Social and Behavioral Interventions to Increase Solid Organ Donation Grant Program.  Topics covered in the conference calls will be the same as those covered in the workshop.  During the workshop, however, potential applicants will have an opportunity to meet individually with research and program consultants to discuss their particular projects.  All consultants have served on the objective review panels for this grant program and know this program well.  There is no registration fee to participate in the calls or attend the workshop, however, individuals who wish to attend the workshop must register in advance and attend at their own expense.  Logistic information for the TA calls and workshop is indicated below. For organizations which cannot attend the workshop, optional 20 minute phone consultations with research and program consultants to discuss their particular projects will be made available at another time.  Please contact Rita Maldonado at rmaldonado@hrsa.gov for more information.
TA Conference Calls:

TA telephone conference calls will be held on Friday, September 2, 2011 and Tuesday, September 20, 2011 at 2:00 p.m. Eastern Time.  (The calls will be recorded, please email Rita Maldonado for access.)

Call-in Number:  (888) 848-6719
Participant Passcode:  8739034
Leader: Rita Maldonado, MPH
TA Workshop:

September 9, 2011 
9:00 am – 4:00 pm 

Chicago, IL

For information on meeting and lodging facilities and to obtain registration materials, please contact Crystal Harris at 703-234-1762 or charris@hrmgroup.net.
3) Technical Assistance Workshops for Grantees

In order to maximize effectiveness and efficiency and promote creative exchange of ideas, all funded projects are required to participate in a total of four workshops during the three years of the project.  There will be two (2) Grantee Technical Assistance (TA) Workshops during the first project year, a pre-implementation meeting in early fall and an all-grantee meeting in the summer.  An all-grantee meeting also will be held in the summer of all subsequent project years.  The researcher/evaluator and key donation or transplantation professional from each funded project are required to attend all TA workshops. 

The purpose of the Technical Assistance Workshops is to discuss the critical components of each project, assess progress, identify problem areas and potential solutions, develop strategies for achieving maximum efficacy of each project, and promote networking among grantees with like interests.  Workshop consultants will review progress reports and other materials and provide suggestions to grantees on issues such as project intervention, design, approach, outcome measures, budget, and parameters. Suggested budget revisions commensurate with project revisions must be submitted to the Federal government for review and approval.  Additionally, project review conference calls may be held periodically with staffs of individual projects or small groups of projects. 
There is no registration fee to attend any of the required workshops.  However, applicants should include in the budget section funding for lodging, transportation, and per diem for two participants to attend each required workshop. Grant funds may be used to support workshop attendance for the two individuals whose attendance is required. Other individuals associated with the grant program may attend the meetings but grant funds may not be used to support their travel.  The pre-implementation workshop will be in the Washington, D.C area.  The location of the summer technical assistance workshop varies.  

In calculating lodging, per diem, and airfare costs for the pre-implementation workshop, applicants should use the government lodging and per diem rates for Washington, D.C. in September 2011 ($288) per day plus hotel taxes, and the cost of airfare from their city to Washington, D.C. To estimate lodging and per diem for the summer workshops, use $225 per day which is the average of the government lodging and per diem amounts for the following four cities:  Atlanta, Dallas, Seattle, and Washington, D.C.  To estimate airfare to the summer workshops, applicants should provide a figure that represents the average of round-trip airfare from their city to the same four cities noted above:  Atlanta, Dallas, Seattle, and Washington, D.C.  To estimate travel costs for subsequent summer TA meetings, applicants may increase their year 1 estimates by 5%.  Government lodging and per diem rates are available at  http://www.gsa.gov/portal/category/21287.
4) Final Presentation

Grantees must make an oral presentation of their intervention and outcomes during the summer TA meeting of the final project year.  Grantees who obtain a no-cost extension shall make the final presentation in-person during the summer TA meeting of the no-cost extension year so that final data can be reported. Information shall include: description of the intervention and approach, findings, conclusions, challenges and solutions experienced, and contributions of the project in terms of impact on donation.  
5) Data Coordination and Management 

Each grantee will be responsible for the collection, entry, quality control, and analysis of all project data.  Grantees will provide interim data and plans for proposed analyses to their government project officers as requested.  All data resulting from this grant shall be made available to the grantor and shall be dispersed at the grantor’s discretion.  Patient privacy and confidentiality must be protected in accordance with the Privacy Act, (5 U.S.C. § 522a).
6) Publications and Presentations of Project 

As a means of sharing knowledge, HHS expects grantees to submit manuscripts for publication of the results and accomplishments of HHS-supported activities.  HRSA/DoT prior approval is not required for publishing the results of an activity under a grant.  Grantees also may assert copyright in scientific and technical articles based on data produced under the grant and transfer it to the publisher or others where necessary to effect journal publication or inclusion in proceedings associated with professional activities.  Any such transfer is subject to the royalty-free, non exclusive and irrevocable license to the Federal government and any agreement should note explicitly that the assignment is subject to the government license. 

Journal and other copyright practices are acceptable unless the copyright policy prevents the recipient from making copies for its own use (as provided in 45 CFR 74.36 and 92.34). The recipient should account for royalties and other income earned from a copyrighted work (see Part IV and the NoA). 

For each publication that results from HHS/HRSA/DoT grant-supported activities, grantees must include an acknowledgement of grant support using one of the following statements:

“This project/publication was made possible by Grant Number ____________ from the Division of Transplantation, Health Resources and Services Administration, U.S. Department of Health and Human Services. Its contents are solely the responsibility of the authors and do not necessarily represent the official views of the Division of Transplantation, Health Resources and Services Administration, U.S. Department of Health and Human Services.”
If the grantee plans to issue a press release concerning the outcome of HHS grant-supported activities, it should notify the Division of Transplantation, Health Resources and Services Administration, U.S. Department of Health and Human Services in advance to allow for coordination.  One paper and electronic copy of each publication resulting from work performed under an HHS grant-supported project must accompany the annual or final progress report submitted to the Division of Transplantation, HRSA, HHS.

7) Human Subjects

If research involving human subjects is anticipated, you must meet the requirements of the DHHS regulations to protect human subjects from research risks as specified in the Code of Federal Regulations, Title 45 – Public Welfare, Part 46 – Protection of Human Subjects (45 CFR 46), available online at  www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html.  Categorical exemptions are contained in section 46.101 (b).  

If all of the proposed human subjects research meets the criteria for one or more of the exemptions from the requirements in the DHHS regulations (46.101(b)), Yes should be designated in Item 1 on the SF424 R&R Other Project Information page, the appropriate exemption number checked in Item 1a, and “NA” entered for the Human Subject Assurance Number since no OHRP assurance number is required for exempt research. 

HRSA will make a final determination as to whether the proposed activities are covered by the regulations or are in an exempt category, based on the information provided in the Research Plan.  When in doubt, consult with the Office for Human Research Protections (OHRP), Department of Health and Human Services by accessing their website http://www.hhs.gov/ohrp/ for guidance and further information.

ix.  Tips for Writing a Strong Application
A concise resource offering tips for writing proposals for HHS grants and cooperative agreements can be accessed online at:  http://www.hhs.gov/asrt/og/grantinformation/apptips.html.
Appendix A:  Instructions for the SF424 R&R (Research and Related)

INSTRUCTIONS FOR THE APPLICATION FACE PAGES

Below are detailed instructions for the completion of the 424 R&R form: 

	Field 
	Instructions

	1. 
	Select Type of Submission: Check the appropriate type from the submission options. Select Application for all HRSA grant programs 

	2.
	Date Submitted: Enter the date the application is submitted to the Federal agency.

	3. 
	Date Received by State: State Use Only (if applicable)

	4. 
	Federal Identifier: New Project Applications should leave this field blank. If this is a Continuation application (competing or non-competing) or a Supplement, enter your grant number located on your Notice of Grant Award (NGA). 

	5. 
	Applicant Information: All items in bold are required fields and must be completed

Enter your Organization’s DUNS Number (received from Dun and Bradstreet), Enter the Legal Name, Applicant Department (if applicable) and Division (if applicable) who will undertake the assistance activity.  In Street 1 enter the first line of the street address of your organization. In Street2 enter the second line of your organization, if applicable. Enter the City, County and State, Zip Code and Country where your organization is located. Enter the Person to be Contacted on Matters Involving the Application:  

This is the POINT OF CONTACT, the person to be contacted for the matters pertaining to this specific application (i.e. principle investigator, project director, other). Enter the Prefix, First Name, Middle Name and Last Name and Suffix (if applicable) of the person to be contacted on matters relating to this application. Enter the Phone and Fax number as well as the E-MAIL address of this person. These are all required fields.  

	6. 
	Employer Identification (EIN)/ (TIN) 
Enter the 9 Digit Employer Identification Number as Assigned by the Internal Revenue Services. 

	7. 
	Type of Applicant : Select the appropriate letter from one of the following:  

State Government

County Government

City or Township Government

Special District Government

Independent School District

State Controlled Institution of Higher Education 

Native American Tribal Government (Federally Recognized) 

Public/Indian Housing Authority

Native American Tribal Organization (other than Federally recognized)

Nonprofit with 501C3 IRS status (other than Institute of Higher Education)

Nonprofit without 501C3 IRS status (other than Institute of Higher Education

Private Institution of Higher Education

 Individual 

 For Profit Organization (other than small business) 

Small Business

Other (specify) 

Women Owned: Check if you are a woman owned small business (( 51% owned/controlled and operated by a woman/women)

Socially and Economically Disadvantaged: Check if you are a socially and economically disadvantaged small business, as determined by the U.S. SBA pursuant to Section 8(a) of the SBA U.S.C.637(a). 

	8.
	Type of Application: Select the Type from the following list :
- New: A new assistance award

- Resubmission ( not applicable to HRSA)

- Renewal – An application for a competing continuation – this is a request for an extension for an additional funding/budget period for a project with a projected completion.

-Continuation: A non-competing application for an additional funding/budget period for a project within  a previously approved projected period 

- Revision: Any change in the Federal Governments financial obligation or contingent liability from an existing obligation. Indicate the Type of  Revision by checking the appropriate box: 

A. Increase in Award (supplement, competing supplement)

B. Decrease Award

C. Increase Duration

D. Decrease Duration

E. Other (Enter text to Explain) 

Is Application being submitted to Other Agencies: Indicate by checking YES or NO if the application is being submitted to HRSA only.

What other Agencies: Enter Agency Name ( if applicable)

	9. 
	Name of Federal Agency: Enter the Name of the Federal Agency from which assistance is being requested 

	10.
	Catalogue of Federal Domestic Assistance Number (CFDA): Use the CFDA Number found on the front pea of the program funding opportunity announcement and associated Title of the CFDA (if available). 

	11.
	Descriptive Title of Applicant’s Project: Enter a brief descriptive title of the project. A continuation or revision must use the same title as the currently funded project.  

	12.
	Proposed Project: Enter the project Start Date of the project in the Start Date Field and the project Ending Date in the Ending Date Field. ( ex.11/01/2005 to 10/31/2008)

	13.
	Congressional District Applicant and Congressional District Project: Enter your Congressional District(s) in Applicant Field. Enter the Congressional District (s) of Project, the primary site where the project will be performed. (http://www.gpoaccess.gov/cdirectory/browse-cd-05.html)

	14.
	Project Director/Principal Investigator Contact Information : All items in bold are required fields and must be completed

Enter the Prefix, First Name, Middle Name and Last Name and Suffix (if applicable) of the Project Director/Principle Investigator (PD/PI) for the project. Enter the Title of the PD/PI and the name of the organization of the PD/PI. Enter the name of the primary organization Department and Division of the PD/PI. In Street 1 enter the first line of the street address of the PD/PI for the project. In Street2 enter the second line of the street address for the PD/PI, if applicable. Enter the City, County and State, Zip Code and Country of the PD/PI.  Enter the Phone and Fax number as well as the E-MAIL address of this person. These are all required fields.   

	15. 
	Estimated Project Funding: 

a. Total Estimated Project Funding Enter the total Federal Funds requested for the BUDGET PERIOD for which you are applying.  Enter only the amount for the year you are applying, NOT the amount for the entire project period. 
b. Total Non-Federal Funds
c. Total Federal and Non-Federal Funds: Enter the total Federal and non-Federal funds for the BUDGET PERIOD for which you are applying. 

d. Estimated Program Income: Identify any Program Income for the BUDGET PERIOD.

	16. 
	Is Application Subject to Review by State Executive Order 12372 Process:

If YES: Check the YES box if the announcement indicates that the program is covered under State Executive Order 12372. If NO: Place a check in the NO box.

	17. 
	Complete Certification

Check the “I agree” box to attest to acceptance of required certifications and assurances listed at the end of the Application. 

	18.
	SFLLL or Other Explanatory Documentation

	19. 
	Authorized Representative (Authorizing Official - This is the person who has the authority to sign the application for the organization ) All items in bold are required fields and must be completed
Enter the name of Authorized Representative/Authorizing Official. Enter the Prefix, First Name, Middle Name and Last Name and Suffix (if applicable) of the Authorized Representative (AR) or Authorizing Official (AO). Enter the Position/Title of the Authorized Representative and the Organization of the AR/AO. Enter the name of the primary organization Department and Division of the AO.  In Street1 enter the first line of the street address of the AR/AO for the project. In Street2 enter the second line of the street address for the AR/AO, if applicable. Enter the City, County and State, Zip Code and Country of the AR/AO.  Enter the Phone and Fax number as well as the E-MAIL address of AR/AO this person. These are all required fields.

Note: Applicant applying in paper must send  their entire grant application with the signed face/cover pages to the GAC  

	20. 
	Pre-Application

This is Not applicable to HRSA. A limited number of HRSA programs require a Letter of Intent which is different from a preapplication.  Information required and the process for submitting such a Letter of Intent is outlined in the funding opportunity announcements for those programs with such a requirement.  . 


INSTRUCTIONS FOR HHS-5161-1 CHECKLIST (This is used for the 424 R&R as well) 

	Field 
	Instructions 

	Type of Application
	Check one of the boxes corresponding to one of the following types:

- New: A new application is a request for financial assistance for a project or program not currently receiving DHHS support.

-Non competing Continuation: A non-competing application for an additional funding/budget period for a project within  a previously approved project period 

- Competing Continuation ( same as Renewal from 424R&R face page)
–this is a request for an extension of support for an additional funding/budget period for a project with a projected completion.

- Supplemental (same as Revision from 424 R&R face page) An application requesting a change in the Federal Governments financial obligation or contingent liability from an existing obligation. 

	Part A
	Leave this Section Blank 

	Part B
	Leave this Section Blank 

	Part C 
	In the Space Provided below, please provide the requested information.

	Business Official to be notified if an award is to be made  
	Enter the name of Business Official to be notified if an award is to be made. Enter the Prefix, First Name, Middle Name and Last Name and Suffix (if applicable) of the Business Official and the Organization. Enter the Address Street1 enter the first line of the street address of the Business Official. In Street2 enter the second line of the street address for the AR/AO, if applicable. Enter the City, County and State, Zip Code and Country of the business official.  Enter the Telephone and Fax number as well as the E-MAIL address of Business Official. Enter the Applicant Organizations 12 Digit DHHS EIN ( if already assigned) – This should be the same information as supplied in file number 5 of the 424 R&R face page. 

	Project Director/Principle Investigator designated to direct the proposed project 
	Enter the name of Project Director/Principle Investigator (PD/PI) – this should be the same information as supplied on the 424 R & R face page field number 15. Enter the Prefix, First Name, Middle Name and Last Name and Suffix (if applicable). Enter the name of the primary organization and Address: Street1 enter the first line of the street address of the AR/AO for the project. In Street2 enter the second line of the street address for the AR/AO, if applicable. Enter the City, County and State, Zip Code and Country of the PD/PI.  Enter the Telephone Number, E-Mail and Fax number. DO NOT enter the social security number. Enter the highest degree earned for the PD/PI.


INSTRUCTIONS FOR R&R SENIOR/KEY PERSON PROFILE

Starting with the PD/PI, provide a profile for each senior/key person proposed. Unless otherwise specified in an agency announcement senior key personnel are defined as all individuals who contribute in a substantive, measurable way to the execution of the project or activity whether or not salaries are requested. Consultants should be included if they meet this definition. For each of these individuals a Biosketch should be attached which lists the individual’s credentials/degrees. 
	Field 
	Instruction

	Prefix
	Ex. Mr., Ms. Mrs. Rev. Enter the Prefix for the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the prefix for the project director identified on the face page of the 424 R&R.

	First Name 
	This is the first (given) name of the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the name of the project director identified on the face page of the 424 R&R.  

	Middle Name 
	This is the middle name of the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the name of the project director identified on the face page of the 424 R&R.  

	Last Name
	This is the last name of the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the last name of the project director identified on the face page of the 424 R&R.  

	Suffix
	Enter the Suffix (Ex. Jr., Sr., PhD.,) for the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the prefix for the project director identified on the face page of the 424 R&R.

	Position/Title 
	Enter the Title for the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the Title for the project director identified on the face page of the 424 R&R.

	Department
	This is the name of the primary organizational department, service, laboratory, or equivalent level within the organization for the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the Department for the project director identified on the face page of the 424 R&R.

	Organization Name
	This is the name of the organizational for the Individual identified as a key person for the project. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the Organization Name for the project director identified on the face page of the 424 R&R.   

	Division 
	This is the primary organizational division, office, or major subdivision of the individual.  If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the Division for the project director identified on the face page of the 424 R&R.   

	Street1
	This is the first line of the street address for the individual identified as a key/senior person. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the Street address for the project director identified on the face page of the 424 R&R.   

	Street 2 
	This is the second line of the street address (if applicable) for the individual identified. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated with the second line of the Street address ( if applicable) for the project director identified on the face page of the 424 R&R.

	City 
	Enter the city where the key/senior person is located. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated.

	County
	Enter the County where the key/senior person is located. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated.

	State
	Enter the state where the key/senior person is located. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated.

	ZIP Code
	Enter the Zip Code where the key/senior person is located. If this is the entry for the Project Director and you are submitting electronically this field will be prepopulated.

	Phone Number 
	Enter the daytime phone number for the senior/key person. If this is the entry for the Project Director and you are submitting electronically this filed will be prepopulated.

	Fax Number
	Enter the fax number for the senior/key person. If this is the entry for the Project Director and you are submitting electronically this filed will be prepopulated.

	Email address
	Enter the email address for the senior/key person. If this is the entry for the Project Director and you are submitting electronically this filed will be prepopulated- This is a required field. 

	Credential e.g., agency login
	Leave this field blank.

	Project Role 
	Enter the project role from the list below.
1. Project Director (PD)/Principle Investigator (PI) 

2. Co- PD/Co- PI
3.Faculty 

4. Post Doctoral

5. Post Doctoral Associate

6. Other Professional

7. Graduate Student

8. Undergraduate Student 

9. Technician 

10. Consultant

11. Other (Specify)

	Other Project Role Category
	Complete if you selected “Other “as a project role.  For example, Engineer, social worker. 

	Attach Biographical Sketch
	Provide a biographical sketch for the PD/PI or Senior Key Person identified.  For each of these individuals a Biosketch should be attached which lists the individual’s credentials/degrees.  Recommended information includes: education and training, research and professional and synergistic activities. Save the information in a single file and attach by clicking Add attachment –if applying electronically.   

	Attach Current & Pending Support 
	Follow the individual program funding opportunity announcement pertaining to this issue. If current and pending support on level of effort documentation is required, please attach accordingly. 


INSTRUCTIONS FOR R&R PROJECT PERFORMANCE SITE LOCATION(S) FORM

Indicate the primary site/sites where the work or activity will occur.  If a portion of the project is at any other location(s), identify it in the section provided.  If more than eight project/performance site locations are proposed, provide the information in a separate file and attach these in a file in the space provided at the bottom of the form. If applying in paper add this information as part of the appendix. 

Enter the Primary Performance Site first.  Add all other performance sites in the space provided. 

	Field name
	Instructions

	Organization Name 
	Enter the Name of the Performance Site/Organization 

	Street 1 
	Enter the first line of the street address of the performance site location

	Street 2
	Enter the second line of the street address of the performance site location, if applicable 

	City 
	Enter the city of the performance site.

	County
	Enter the county where the performance site is located.

	State
	Select from the list of States or enter the State/province in which the performance site is located

	Zip Code
	Enter the zip code of the performance sit location

	Country
	Enter the country of the performance site from the list 


INSTRUCTIONS FOR R&R BUDGET

SECTION A

	Field Name
	Instructions

	Organizational DUNS
	Enter the DUNS or DUNS +4 number of your organization. For applicants applying electronically, this field is pre-populated from the R&R SF424 Cover Page. 

	Budget Type
	Check the appropriate block. Check Project if the budget requested is for the primary applicant organization. Check Subaward/consortium organizations (if applicable).  Separate budgets are usually required only for Subaward Budgets and are not allowed by HRSA unless legislatively authorized or requested in the program application funding opportunity announcement. Use the R&R Subaward Budget Attachment and attach as a separate file on the R&R Budget Attachment(s) form.

	Enter Name of Organization
	Enter the name of your organization

	Start Date 
	Enter the requested Start Date of Budget Period 

	End Date 
	Enter the requested End Date of the Budget Period ( these should cover 1 full year/12 months) 

	Budget Period
	Identify the specific budget period (1 for first year of the grant, 2 for second year of the grant, 3 for third etc.) 

	A. Senior/Key Person 
	Enter the Prefix, First/(Given) name, Middle name (if applicable), Last Name and Suffix of the senior/key person 

	Project Role
	Enter the project role of the Senior/Key person. 

	Base Salary ($)
	Enter the annual compensation paid by the employer for each Senior/Key person. This includes all activities such as research, teaching, patient care, etc.

	Cal. Months
	Enter the number of Calendar months devoted to the project in the applicable box for each project role category.

	Acad. Months
	Enter the number of academic year months devoted to the project in the applicable box for each project role category. (If your institution does not use a 9 month academic period, indicate your institution’s definition of academic year in the budget justification.)

	Sum. Months
	Enter the number of summer months devoted to the project in the applicable box for each project role category. ( If your institution does not use a 3 month summer period, indicate your institution’s definition of summer period  in the budget justification.)

	Requested Salary ($)
	Regardless of the number of months being devoted to the project, indicate only the funds being requested to cover the amount of salary/wages for each senior/key person for this budget period. 

	Fringe Benefits ($)
	Enter applicable fringe benefits, if any, for each senior/key person.  

	Funds Requested ($) 
	Enter Federal funds requested for salary/wages & fringe benefits for each senior/key person for this budget period for this project.

	Line 9. Total Funds Requested for all Senior Key Persons in the attached Files
	Enter the total Federal funds requested for all senior/key persons listed in the attached file (these requested funds would be for key persons over and above those listed in the preceding rows/fields of section A). If applicants are applying in hardcopy please attach a table listing the key personnel over and above the 8 persons listed on the budget page using the same format appearing in the budget table and enter the total funds requested for these additional by people in row 9. 

	Additional Senior Key Persons (attach file) 
	If applying electronically attach a file here detailing the funds requested for key personnel over and above the 8 senior/key persons already listed in this section; include all pertinent budget information. The total funds requested in this file should be entered in “the total funds requested for all additional senior/key persons in line 9 of Section A.  If applying in hardcopy please be certain to provide detailed information on the key personnel as well as funds requested in the same format appearing in the budget table. Be certain to include the total funds for these additional key persons in the total funds requested for all additional senior/key persons in line 9 of Section A.


SECTION B:  Other Personnel

	Field Name
	Instructions

	Number of Personnel
	For each project role/category identify the number of personnel proposed.

	Project Role
	If project role is other than Post-Doctoral Associates, Graduate Students, Undergraduate students, or Secretarial/Clerical, enter the appropriate project role (for example, Engineer, Statistician, IT Professional etc. ) in the blanks. 

	Cal. Months
	Enter the number of Calendar months devoted to the project in the applicable box for each project role category/stipend category.

	Acad. Months
	Enter the number of academic year months devoted to the project in the applicable box for each project role category. (If your institute does not use a 9 month academic period, indicate your institution’s definition of academic year in the budget justification.)

	Sum. Months
	Enter the number of summer months devoted to the project in the applicable box for each project role category. (If your institute does not use a 3 month summer period , indicate your institution’s definition of summer period  in the budget justification.)

	Requested Salary ($)
	Regardless of the number of months being devoted to the project, indicate only the amount of salary/wages/stipend amount being requested for each project role. 

	Fringe Benefits ($)
	Enter applicable fringe benefits, if any, for each project role category.   

	Funds Requested ($) 
	Enter requested salary/wages & fringe benefits for each project role category.

	Total Number Other Personnel
	Enter the total number of other personnel and related funds requested for this project

	Total Salary, Wages and Fringe Benefits (A &B) 
	Enter the total funds requested for all senior key persons, stipends and all other personnel- If applying electronically this will be computed based on detailed information provided. If applying through hard copy please enter this number, ensuring that the total is equal to the detailed information provided


RESEARCH AND RELATED BUDGET 

SECTION C:  Equipment Description 

	Field Name
	Instructions

	Organizational DUNS
	Enter the DUNS or DUNS +4 number of your organization. For Project applicants and those applying electronically, this field is pre-populated from the R&R SF424 Cover Page. 

	Budget Type
	Check the appropriate block. Check Project if the budget requested is for the primary applicant organization. Check Subaward/consortium organizations (if applicable).  Separate budgets are usually required only for Subaward Budgets and are not allowed by HRSA unless legislatively authorized or requested in the program application funding opportunity announcement. Use the R&R Subaward Budget Attachment and attach as a separate file on the R&R Budget Attachment(s) form) 

	Enter Name of Organization
	Enter the name of your organization 

	Start Date 
	Enter the requested Start Date of  Budget  Period 

	End Date 
	Enter the  requested/proposed End Date of the Budget Period ( these should cover 1 full year/12 months) 

	Budget Period
	Identify the specific budget period (1 for first year of the grant, 2 for second year of the grant, 3 for third etc. ) 

	Equipment Item  
	Equipment is identified as an item of property that has an acquisition cost of $5,000 or more (unless the organization has established lower levels) and an expected service life of more than 1 year. List each item of equipment separately and justify each in the budget justification section. Ordinarily allowable items are limited to those which will be used primarily or exclusively in the actual conduct or performance of grant activities. 

	Funds Requested
	Enter the estimated cost of each item of equipment, including shipping and any maintenance costs and agreements. 

	Total Funds Requested for all equipment listed in the attached files  
	Enter the estimated cost of all equipment listed in any attached documents/files. 

	Additional Equipment
	If the space provided can not accommodate all the equipment proposed, attach a file or document delineating the equipment proposed. If applying in hardcopy please provide this information on a separate/attached sheet. List the total funds requested on line 11 of this section.


SECTION D:  Travel

	Field Name
	Instructions

	Domestic Travel Costs (Incl. Canada, Mexico, and US Possessions) 
	Enter the total funds requested for domestic travel. Domestic travel includes Canada, Mexico and US possessions. In the budget justifications section, include the purpose, destinations, dates of travel (if known), and number of individuals for each trip. If the dates of travel are known, specify estimated length of trip (for example, 3 days)

	Foreign Travel Costs
	Enter the total funds to be used for foreign travel. Foreign travel includes any travel outside of the United States, Canada, Mexico and or the U.S. Possessions. In the budget justification section, include the purpose, destination, travel dates (if known), and number of individuals for each trip.  If the dates of travel are not known , specify estimated length of trip (i.e., 3 days) 

	Total Travel Costs 
	The total funds requested for all travel related to this project– this should equal the total of all domestic and foreign and may be computed if applying electronically. If applying in hardcopy please enter this amount


SECTION E:  Participant/Trainee Support Costs 

	Field Name
	Instructions

	Tuition/Fees/Health Insurance 
	Enter the total amount of funds requested for participant /trainee tuition, fees, and /or health insurance. (if applicable)

	Stipends
	Enter the total amount of funds requested for participant /trainee stipends. 

	Travel
	Enter the total funds requested for participant/trainee travel associated with this project (if applicable)

	Subsistence 
	Enter the total funds requested for participant/trainee subsistence (if applicable) 

	Other 
	Describe and enter the total funds requested for any other participant/trainee costs/institutional allowances, scholarships etc. Please identify these in the space provided. 

	Number of Participants
	Enter the total number of proposed participants/trainees (those receiving stipends, scholarships, etc.)  

	Trainee Costs  
	Enter the total costs associated with the above categories (i.e. participants/trainees- items 1-5). If applying electronically this total will be calculated for you. 


RESEARCH AND RELATED BUDGET - SECTION F-K Budget Period

	Field Name
	Instructions

	Organizational DUNS
	Enter the DUNS or DUNS +4 number of your organization. For Project applicants and those applying electronically, this field is pre-populated from the R&R SF424 Cover Page.

	Budget Type
	Check the appropriate block. Check Project if the budget requested is for the primary applicant organization. Check Subaward/consortium organizations (if applicable).  Separate budgets are usually required only for Subaward Budgets and are not allowed by HRSA unless legislatively authorized or requested in the program application funding opportunity announcement. Use the R&R Subaward Budget Attachment and attach as a separate file on the R&R Budget Attachment(s) form. 

	Enter Name of Organization
	Enter the name of your organization 

	Start Date 
	Enter the requested Start Date of  the Budget  Period 

	End Date 
	Enter the  requested/proposed End Date of the Budget Period (these should cover 1 full year/12 months) 

	Budget Period
	Identify the specific budget period (1 for first year of the grant, 2 for second year of the grant, 3 for third etc. ) 


SECTION F:  Other Direct Cost

	Field Name
	Instructions

	1. Materials and Supplies 


	Enter the total funds requested for materials and supplies. In the budget justification attachment please itemize all categories for which costs exceed $1,000. Categories less than $1,000 do not have to be itemized. 

	2. Publication Costs
	Enter the total publication funds requested. The budget may request funds for the cost of documenting, preparing, publishing or otherwise disseminating the findings of this project to others. In the budget justification include supporting information. 

	3. Consultant Services  
	Enter the total funds requested for consultant services. In the budget justification identify each consultant, the services to be performed, travel related to this project and the total estimated costs.

	4. ADP/Computer Services 
	Enter total funds requested for ADP/computer services. In the budget justification include the established computer service rates at the proposed organization (if applicable)   

	5. Subawards/Consortia/ Contractual Costs
	Enter total funds requested for subaward, consortium and/or contractual costs proposed for this project. 

	6. Equipment/Facility 

Rental/ User Fees
	Enter total funds requested for equipment or facility rental or users fees. In the budget justification please identify and justify these fees. 

	7. Alterations and Renovations 

(not applicable to training program grants) 
	Enter the total funds requested for alterations and renovations. In the budget justification itemize by category and justify the costs including repairs, painting, removal or installation of partitions. Where applicable provide square footage and costs.

	Items 8-10
	In items 8-10 please describe any “other” direct costs not requested above. Use the Budget Justification attachment to further itemize and justify these costs. If line space is inadequate please use line 10 to combine all remaining “other direct costs” and include details of these costs in the budget justification.

	Total Other Costs
	The total funds requested for all Other Direct Costs


SECTION G:  Direct Costs

If applying electronically, this item will be computed as the sum of sections A-F. If applying in paper please enter the sum of sections A-F in this field 

SECTION H:  Indirect Costs

	Field Name
	Instructions

	Indirect Cost Type 
	Indicate the type of indirect cost. Also indicate if this is off-site. If more than one rate/base is involved, use separate lines for each. If you do not have a current indirect cost rate (s) approved by a Federal Agency indicate “None—will negotiate” and include information for proposed rate. Use the budget justification if additional space is needed.

	Indirect Cost Rate (%)
	Indicate the most recent indirect cost rate(s), also known as Facilities and Administrative Costs {F&A} established with a cognizant Federal office or, in the case of for–profit organizations, the rate(s) established with the appropriate agency. If you do not have a cognizant oversight agency and are selected for an award, you must submit your requested indirect cost rate documentation to the awarding department. For HHS this would be the Division of Cost Allocation in DHHS.  

	Indirect Cost Base ($)
	Enter amount of the base for each indirect cost type.

	Funds Requested  
	Enter the total funds requested for each indirect cost type. 

	Cognizant Federal Agency 
	Enter the name of the cognizant Federal Agency, name and telephone number of the individual responsible for negotiating your rate. If no cognizant agency is known, enter None.


SECTION I: Total Direct and Indirect Institutional Costs (Section G+ Section H)

Enter the total funds requested for direct and indirect costs. If  applying electronically this field will be calculated for you.

SECTION J: Fee

Generally, a fee is not allowed on a grant or cooperative agreement. Do not include a fee in your budget, unless the program announcement specifically allows the inclusion of a fee. If a fee is allowable, enter the fee requested in this field. 

SECTION K: Budget Justification  

Detailed instructions for information to include in this section will be provided in the program application funding opportunity announcement. Use the budget justification to provide the additional information in each budget category and any other information necessary to support your budget request. Please use this attachment/section to provide the information requested/required in the program funding opportunity announcement.  Please refer to the funding opportunity announcement to determine the need for and placement of (ex. in Appendix section) any other required budget tables stipulated in the funding opportunity announcement. 

RESEARCH AND RELATED BUDGET –CUMULATIVE BUDGET

If applying electronically, all of the values on this form will be calculated based on the amounts that were entered previously under sections A through K for each of the individual budget periods. Therefore, if this application is being submitted electronically no data entry is allowed or required in order to complete this Cumulative Budget section.

If any amounts displayed on this form appear to be incorrect you may correct the value by adjusting one or more of the values that contributed to the total from the previous sections. To make such an adjustment you will need to revisit the appropriate budget period form(s) to enter corrected values.

If applying in paper form please ensure that entries in the cumulative budget are consistent with those entered in Sections A-K.  

	Field Name
	Instructions

	Section A: Senior/Key Person
	The cumulative total funds requested for all Senior/Key personnel.

	Section B:  Other Personnel 
	The cumulative total funds requested for all other personnel. 

	Total Number Other Personnel
	The cumulative total number of other personnel.

	Total Salary, Wages, and Fringe Benefits (Section A + Section B)  
	The cumulative total funds requested for all Senior/Key personnel and all other personnel.

	Section C: Equipment
	The cumulative total funds requested for all equipment. 

	Section D:  Travel
	The cumulative total funds requested for all travel. 

	1. Domestic  
	The cumulative total funds requested for all domestic travel.

	2. Foreign
	The cumulative total funds requested for all foreign travel. 

	Section E: Participant/Trainee Support Costs
	The cumulative total funds requested for all participant/trainee costs.

	1. Tuition/Fees/Health Insurance
	Enter the number of Calendar months devoted to the project in the applicable box for each project role category.

	2. Stipends
	Enter the cumulative total funds requested for participants/trainee stipends. 

	3. Travel
	The cumulative total funds requested for Trainee /Participant travel.

	4. Subsistence
	The cumulative total funds requested for Trainee/Participant subsistence.

	5. Other
	The cumulative total funds requested for any Other participant trainee costs including scholarships.  

	6. Number of participants/trainees  
	The cumulative total number of proposed participants/trainees. 

	Section F: Other Direct Costs
	The cumulative total funds requested for all other direct costs. 

	1. Materials and Supplies
	The cumulative total funds requested for Materials and Supplies.

	2. Publication Costs
	The cumulative total funds requested for Publications.

	3. Consultant Services
	The cumulative total funds requested for Consultant Services.

	4. ADP/Computer Services
	The cumulative total funds requested for ADP/Computer Services.

	5. Subawards/ Consortium/ Contractual Costs
	The cumulative total funds requested for 1) all subaward/ consortium organization(s) proposed for the project, and 2) any other contractual costs proposed for the project. 

	6. Equipment or Facility Rental/User Fees
	The cumulative total funds requested for Equipment or Facility Rental/ User Fees.

	7. Alterations and Renovations
	The cumulative total funds requested for Alterations and Renovations. 

	8. Other 1
	The cumulative total funds requested in line 8 or the first Other Direct Costs category. 

	9. Other 2
	The cumulative total funds requested in line 9or the second Other Direct Costs category. 

	10. Other 3
	The cumulative total funds requested in line 10 or the third Other Direct Costs category. 

	Section G: Direct Costs A-F
	The cumulative total funds requested for all direct costs.

	Section H: Indirect Costs 
	The cumulative total funds requested for all indirect costs.

	Section I: Total Direct and Indirect Costs 
	The cumulative total funds requested for direct and indirect costs. 

	Section J: Fee
	The cumulative funds requested for Fees (if applicable). 


INSTRUCTIONS FOR R&R SUBAWARD BUDGET ATTACHMENT(s) FORM 

Subawards are not allowed by HRSA unless legislatively authorized or requested in the Program Application funding opportunity announcement. Please click on the subaward budget attachment to obtain the required budget forms. Attach all budget information by attaching the files in line items 1-10.  Please do not attach any files to the subaward documents as they will not be transferred to HRSA.  All justification for expenditures should be added to the budget justification for the project in section K of the project budget.

SF 424 R&R OTHER PROJECT INFORMATION COMPONENT

If this is an application for a Research Grant Please Respond to All of the Questions on this page. 

If this is an application for a Training Grant Please Respond to Items 1 and Items 6-11. 

	Field Name
	Instructions

	1. Are Human Subjects Involved 
	If activities involving human subjects are planned at any time during proposed project check YES. Check this box even if the proposed project is exempt from Regulations for the protection of Human Subjects. Check NO if this is a training grant or if no activities involving human subjects are planned and skip to step 2. 

	1.a  If YES to Human Subjects Involved 
	Skip this section if the answer to the previous question was NO. If the answer was YES, indicate if the IRB review is pending. If IRB has been approved enter the approval date. If exempt from IRB approval enter the exemption numbers corresponding to one or more of the exemption categories. See: http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm for a list of the six categories of research that qualify for exemption from coverage by the regulations are defined in the Common Rule for the Protection of Human Subjects.

For Human Subject Assurance Number enter the IRB approval number OR the approved Federal Wide Assurance ( FWA) , multiple project assurance (MPA) , Single Project Assurance (SPA)  Number or Cooperative Project Assurance Number that the applicant has on file with the Office of Human Research Protections, if available. 

	2. Are Vertebrae Animals Used
	If activities using vertebrae animals are planned at any time during the proposed project at any performance site check the YES box; otherwise check NO and proceed to step 3.

	2 a. If YES to Vertebrae animals   
	Indicate if the IACUC review is pending by checking YES in this field otherwise check NO.  Enter the IACUC approval Date in the approval date field leave blank if approval is pending.

For Animal Welfare Assurance Number, enter the Federally approved assurance number if available.

	3. Is Proprietary /Privileged Information Included in the Application
	Patentable ideas, trade secrets, privileged or confidential commercial or financial information, disclosure of which may harm the applicant, should be included in the application only when such information is necessary to convey an understanding of the proposed project. If the application includes such information, check the YES box and clearly mark each line or paragraph of the pages containing proprietary/privileged information with a legend similar to: “the following contains proprietary /privileged information that (name of applicant) requests not be released to persons outside the Government, except for purposes of review and evaluation.

	4a. Does this project have an actual or potential impact on the environment?
	If your project will have an actual or potential impact on the environment check the YES box and explain in the box provided in 4b. Otherwise check NO and proceed to question 5a.

	4.b.  If yes, please explain
	If you checked the YES box indicating an actual or potential impact on the environment, enter the explanation or the actual or potential impact on the environment here.

	4c. If this project has an actual or potential impact on the environment has an exemption been authorized or an Environmental Assessment (EA) or an Environmental Impact Statement (EIS) been performed? 
	If an exemption has been authorized or an EA or EIS has been performed check the YES box in 4d. Otherwise check the NO box. 

	4d. If yes please explain
	 If you checked the YES box indicating an exemption has been authorized or an EA or EIS has been performed, enter the explanation.

	5a. Does the project involve activities outside of the U.S. or partnership with international collaborators? 
	If your project involves activities outside of the U.S. or partnerships with international collaborators check the YES box and list the countries in the box provided in 5b and an optional explanation in box 5c. Otherwise check NO and proceed to item 6.

	5b. If yes Identify Countries
	If the answer to 5a is YES – identify the countries with which international cooperative activities are involved. 

	5c. Optional explanation
	Use this box to provide any supplemental information, if necessary. If necessary you can provide the information as an attachment by clicking “Add Attachment” to the right of Item 11 below.

	6. Project Summary/ Abstract
	Please refer to the funding opportunity announcement for instructions regarding the information to include in the project summary/abstract. The project summary must contain a summary of the proposed activity suitable for dissemination to the public. It should be a self-contained description of the project and should contain a statement of the objectives and methods employed.  The summary must NOT include any proprietary/confidential information. 

If applying electronically attach the summary/abstract by clicking on “Add Attachment” and browse to where you saved the file on your computer and attach. 

	7. Project Narrative 
	Provide the project narrative in accordance with the program funding opportunity announcement and/or agency/program specific instructions. If you are applying electronically, to attach project narrative click “Add Attachment,” browse to where you saved the file, select the file, and click to attach.

	8. Bibliography and References Cited  
	Provide a bibliography of any references cited in the Project Narrative.  Each reference must include the names of all authors (in the sequence in which they appear in the publication), the article and journal title, book title, volume number, page numbers and year of publication.  Include only bibliographic citations.  Be especially careful to follow scholarly practices in providing citations for source materials relied upon when preparing any section of this application.  If applying electronically – attach the bibliography by clicking “Add Attachment” on line 8.

	9. Facilities and Other Resources
	This information is used to assess the capability of the organizational resources available to perform the effort proposed.  Identify the facilities to be used (Laboratory, Animal, Computer, Office, Clinical and Other).  If appropriate, indicate their pertinent capabilities, relative proximity and extent of availability to the project (e.g., machine shop, electronic shop), and the extent to which they would be available to the project.

To attach a Facilities and Other Resources file, click Add Attachment, browse to where you saved the file, select the file and then click open. 

	10. Equipment


	List major items of equipment already available for this project and if appropriate identify location pertinent capabilities.  To attach an Equipment file click “Add Attachment” and select the file to be attached. 

	11. Other Attachments 
	Attach a file to provide any program specific forms or requirements not provided elsewhere in the application in accordance with the agency or program specific funding opportunity announcement. Click “Add Attachment” and select the file for attachment from where you saved the file. 


ATTACHMENTS FORM

Use this form to add files/attachments required in the program funding opportunity announcement whose location has not been specified elsewhere in the application package. Use the first line item to attach the file with information on your organization’s Business Official. Name this file BUSINESS OFFICIAL INFORMATION.  Attach other files as required in the program funding opportunity announcement. 

�  For purposes of this grant program, the term ‘organ’ is used consistently with the definition provided in the final rule governing the operation of the Organ Procurement and Transplantation Network (OPTN), 42 CFR 121.2.  This regulation currently provides that “Organ means a human kidney, liver, heart, pancreas, or intestine (including the esophagus, stomach, small and/or large intestines, or any portion of the gastrointestinal tract).  Blood vessels recovered from an organ donor during the recovery of such organs are considered part of an organ with which they are procured … if the vessels are intended for use in organ transplantation and labeled ‘For use in organ transplantation only.’”  Although the focus of this grant program concerns organ donation, a project also may have the effect of increasing the number of tissue and/or eye donors.  
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