Part I - Overview Information


Department of Veterans Affairs 

Participating Organizations 
Veterans Health Administration, Office of Research and Development (VA ORD)
Components of Participating Organizations 
Health Services Research and Development Service (HSR&D), VA ORD
Title: HSR&D Merit Review Award (Parent I01)
Announcement Type 
New 
Update: There are no updates relating to this announcement.
NOTICE: Applications submitted in response to this Request for Applications (RFA) must be submitted electronically through Grants.gov (http://www.Grants.gov) using the SF424 Research and Related Components (forms), abbreviated as:  SF424 (R&R).  NOTE:  Advance preparation by both the PD/PI (Project Director/Principal Investigator) and the ACOS/R&D office is advised.  The PD/PI may not submit the application to Grants.gov; the application must be submitted by the ACOS/R&D office.
Read and prepare applications in conjunction with the VA version of the Standard Form 424 (Research and Related) Application Guide available on the VA ORD Intranet site at http://vaww.research.va.gov/funding/electronic-submission.cfm.
Several registration steps must be completed before an application can be submitted electronically to Grants.gov (see Section IV). Applicants are highly encouraged to start the application process well in advance of the submission deadline and to submit the application before the submission deadline.  Grants.gov performs validation checks to ensure that the application is complete before the application can be officially received.  Applicants must provide their completed application to the appropriate VA institutional signing official for submission to Grants.gov. 
Request for Applications (RFA) Number: HX-09-001
For assistance downloading this, or any Grants.gov application package, please contact Grants.gov Customer Support at http://Grants.gov/CustomerSupport.

Catalog of Federal Domestic Assistance Number(s) 
Not Applicable
Key Dates 
Release/Posted Date: August 1, 2008 
Opening Date: November 15, 2008 (Earliest date an application may be submitted to Grants.gov) 
Letters of Intent Receipt Date(s): In lieu of Letters of Intent, HSR&D requires Intent to Submit (ITS) notification through ART. The “Intent to Submit” process is separate from the requirements for Grants.gov submission and is required by the HSR&D prior to submitting to Grants.gov.  The deadline for ITS submission is November 1 for the December 15 submission deadline and May 1 for the June 15 submission deadline, unless the due date falls on a weekend in which case the due date will be the next business day.  Applications submitted to Grants.gov without a completed ITS notification will not be accepted or reviewed.
Application Submission/Receipt Date(s): Standard dates apply; please see Part II, Section IV, Table 4.
NOTE: Applications must be successfully submitted to Grants.gov no later than 5:00 p.m. local time (of the applicant institution/organization). 

Peer Review Date(s): Standard dates apply; please see Part II, Section IV, Table 4 
Earliest Anticipated Start Date(s): Standard dates apply; please see Part II, Section IV, Table 4


Additional Information: Not Applicable 
Expiration Date: December 30, 2008 

Additional Overview Content 
Executive Summary 

This Funding Opportunity Announcement (FOA) will use the non-U.S. Department of Health & Human Services (HHS) Research Project (I01) award mechanism.

Purpose. The Merit Review Award Program is an intramural funding mechanism to support investigator-initiated research conducted by eligible VA ORD investigators at VA medical centers. Merit Review Awards are HSR&D’s principal mechanism for funding studies that examine the organization, financing, management, and social factors of health care and their effects on health care delivery, quality, cost, access, and outcomes of importance to the health of veterans. The HSR&D purview includes studies about health care services and health care delivery models that are available or feasible in regular clinical settings. The “laboratory” for health services research studies is the real world of clinical practice, where variations among patients, physicians, and other factors that affect health care cannot be fully controlled (and may, themselves, be the focus of research).  In general, studies involving treatments that are still regarded as experimental are not in the domain of health services research. 
Note: Proposals electronically submitted to HSR&D through Grants.gov will be peer-reviewed by HSR&D’s Scientific Merit Review Board (SMRB) in order to provide the Director of HSR&D with evaluations of the quality of the research proposed and recommendations on scientific merit, budgets, and funding durations.
· Mechanism of Support. This Request for Applications will use the Merit Review Award (I01) mechanism for investigator-initiated VA research. 

· Funds Available and Anticipated Number of Awards. Availability of funds is dependent on Congressional appropriation.
· Eligible Institutions/Organizations. All VA medical centers with an active research program are eligible. Each VA medical center must be registered as an applicant organization in Grants.gov and eRA Commons before any proposal can be submitted.
· Eligible Project Directors/Principal Investigators (PDs/PIs). The Merit Review Award Program is an intramural program which only funds research conducted by VA investigators at VA medical centers. See Section III.1 for eligibility information.
· Number of Applications and Funded Awards. Applicants may submit more than one application to HSR&D per review cycle; however, an application that is submitted to HSR&D may not be submitted concurrently to any other component of VA’s ORD (i.e., Biomedical Laboratory R&D Service (BLR&D), Clinical Science R&D Service (CSR&D), or Rehabilitation R&D (RR&D).  Applicants may receive funding for more than one HSR&D project.
· Resubmissions. VA ORD allows the submission of up to two revised applications (identified as “Resubmission” applications in Box 8 of the SF 424 (R&R) Cover Component) for proposals that have been reviewed, but not selected for funding. All resubmission applications must include a brief Introduction (response to critiques) that addresses the concerns raised in the previous review. 
Note: For the December 2008 cycle, all submissions must be submitted as “new” in Grants.gov, even if they are resubmissions of previously reviewed applications (see Table 2).
· Corresponding PI. Although more than one PD/PI may be designated in the application, the PD/PI identified in Box 15 of the SF424 (R&R) Cover Component will be the individual to whom all correspondence will be addressed.  It is the responsibility of the corresponding PI to communicate all information to project staff. 
· Application Materials. See Section IV.1 for application materials. 

· General Information. For general information on SF424 (R&R) Application and Electronic Submission to VA ORD, see http://vaww.research.va.gov/funding/electronic-submission.cfm.
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Section I. Funding Opportunity Description 



1. Research Objectives 
HSR&D’s mission is to advance knowledge and promote innovations in quality, effectiveness, efficiency, cost and accessibility of health services to improve the health and care of veterans and the nation and to serve as a national leader in the field of health care provision. The Merit Review Award Program is an intramural funding mechanism to support investigator-initiated research conducted by eligible VA ORD investigators at VA medical centers. Merit Review Awards are HSR&D’s principal mechanism for funding studies that examine the organization, financing, management, and social factors of health care and their effects on health care delivery, quality, cost, access, and outcomes of importance to the health of veterans. The HSR&D purview includes studies about health care services and health care delivery models that are available or feasible in regular clinical settings. The “laboratory” for health services research studies is the real world of clinical practice, where variations among patients, physicians, and other factors that affect health care cannot be fully controlled (and may, themselves, be the focus of research).  In general, studies involving treatments that are still regarded as experimental are not in the domain of health services research.   Proposals electronically submitted to HSR&D through Grants.gov will be peer-reviewed by the HSR&D’s Scientific Merit Review Board (SMRB) in order to provide the Director of HSR&D with evaluations of the quality of the research proposed and make recommendations on scientific merit, budgets, and funding durations.

Section II. Award Information


1. Mechanism of Support 
This Request for Applications (RFA) will use the Merit Review Award (I01) mechanism for investigator-initiated VA research. 

The PD/PI(s) will be accountable for planning, directing, and executing the proposed project. 

2. Funds Available 
Budget of Merit Review Awards: Merit Review budgets are capped. Currently, the budget may not exceed $300,000 per year or $925,000 for the total funding period, not to exceed 4 years. 
Exceptions to the Budget Caps: Requests to exceed the budget cap may be granted in rare circumstances and must be obtained prior to proposal submission.  Investigators are encouraged to discuss their request to exceed the budget cap with the Scientific Program Manager (SPM). A detailed budget and a compelling justification for the additional budget requested must accompany the waiver request. For instructions on preparing and submitting a waiver and due dates, refer to the document “Instructions for Preparing and Submitting a Waiver to Exceed Budget Caps” available on the VA ORD Intranet at http://vaww.research.va.gov/funding/docs/Budget-Cap-Waiver.doc.
Duration of Merit Awards: The maximum Merit Review Award period may not exceed 4 years unless a waiver is approved.  All funding is contingent on available funds and adjustments to budgets may be imposed after an award is initiated.
Section III. Eligibility Information


1. Eligible Applicants 
1.A. Eligible Institutions 
Applications may be submitted from any VA medical center with an active research program.
All proposals submitted to Grants.gov must have prior approval from the local VA R&D Committee and the Medical Center Director. Proposals submitted without this documentation will be administratively withdrawn. See Item 8 “Letters of Support” in Table 2 for details on meeting this requirement.
1.B. Eligible Individuals 

The Merit Review Award Program is an intramural program to fund research conducted by VA investigators at VA medical centers. Each proposal must have at least one PD/PI who is eligible to submit a Merit Review proposal (see below for multiple PD/PI proposals). A PD/PI shall hold a PhD, MD, or equivalent doctoral degree in a field relevant to the research proposed.
The general policy for eligibility to receive research support from VA ORD is described in VHA Handbook 1200.15 (http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1411).

To be eligible to submit Merit Review proposals to HSR&D, the each PD/PI must have at least a 5/8ths time VA appointment at the time the Merit Review Award is funded (refer to VHA Handbook 1200.15). 

The PD/PI identified in Box 15 of the SF424 (R&R) Cover Component will be designated as the corresponding PD/PI for the proposed work. The corresponding PD/PI is responsible for receiving all communications from CO and sharing information with project staff.  All PDs/PIs must meet the eligibility requirements described above (see also Handbook 1200.15). Applications with multiple PDs/PIs will require additional information, as outlined in the instructions below. When considering multiple PDs/PIs, please be aware that the structure and governance of the PD/PI leadership team as well as the knowledge, skills and experience of the individual PDs/PIs, will be factored into the assessment of the overall scientific merit of the application. Multiple PDs/PIs on a project share the authority and responsibility for leading and directing the project. Each PD/PI is responsible and accountable to the VA for the proper scientific, fiscal, and ethical conduct of the project, including the submission of all required reports. 
2. Cost Sharing or Matching 
Not Applicable 
3. Other—Special Criteria 
3.A. Location of Research Space 
It is expected that the PD/PI and VA co-investigators will perform all of the funded research in VA space or VA leased space. If a PD/PI or VA co-investigator occupies space at any other location(s), a waiver to perform the research off-site must be obtained for that investigator prior to submitting the proposal (refer to VHA Handbook 1200.16). The use of an off-site core facility or a collaborator’s laboratory does not require an off-site waiver, except when the VA investigator is the core director.

Guidelines for submitting an application for an off-site waiver are described in the VHA Handbook 1200.16, VA Off-site Research Handbook. Requests for off-site waivers must be submitted at least 60 days prior to the due date for receipt of proposals.
A copy of the approval letter for the off-site waiver must be included in Item 8 “Letters of Support” in Table 2 below.
Although the use of VA leased space does not require an off-site waiver, VA ORD must approve a plan for local VA oversight of the research activities performed in the leased space (refer to VHA Handbook 1200.16). 
3. B. Duplicate Submissions

A proposal submitted to HSR&D may not be submitted concurrently to any other VA ORD Service (RR&D, BLR&D, or CSR&D).

Section IV. Application and Submission Information


VAMC Registration.  Each VAMC must register before a completed SF424 (R&R) application package can be submitted.  A one-time institutional registration is required for each VA medical center at both: 

· Grants.gov (http://www.Grants.gov/GetStarted) and
· eRA Commons (http://era.nih.gov/ElectronicReceipt/preparing.htm) 
PD/PI Registration.
PDs/PIs.  The individual designated as the corresponding PI on the application (Box 15 on the SF424 (R&R) Cover Component) must be registered in eRA Commons.  A PD/PI must be “affiliated” with the VA medical center where s/he holds her/his appointment.  The individual registered in eRA Commons as the VA Medical Center Signing Official (SO) is responsible for registering PD/PIs in eRA Commons and “affiliating” them with the applicant VAMC. PIs should work with their SO to make sure they are properly registered.  

PDs/PIs who are also the Institutional SO:  If you are the SO for your organization as well as the PD/PI of proposal, you will need two separate accounts with different user names – one with SO authority and one with PD/PI authority. When an institution is registered, an SO account is created. Log on to the account with the SO authority role and create another account with PD/PI authority.  
PDs/PIs who are also NIH peer-reviewers.  A  PD/PI who is also an Internet Assisted Reviewer (IAR role) must use only one Commons account. NIH peer reviewers register in eRA commons with a personal DUNS and CCR.  Do not use personal DUNS/CCR numbers to register as a PD/PI applicant associated with a VA Medical Center 
Multiple PDs/PIs.   In the case of a proposal with multiple PDs/PIs, all PDs/PIs must be registered in eRA Commons prior to the submission of the application. PDs/PIs who are not the corresponding PD/PI must be “affiliated” with the VAMC where they hold their VA appointment, not the applicant VAMC.
1. Request Application Information 
a.  The applicant will need PureEdge Viewer software in order to open and complete the SF424 application forms for this RFA. Coordinate with your local IT staff to install PureEdge viewer on any computer that will be used to access the Grants.gov or eRA Commons.
b.  Applicants must download the specific SF424 (R&R) Components (application forms) required for this RFA through Grants.gov/Apply. Click on the link to “Download a Grant Application Package” and then enter the RFA number from page 1 of this announcement (HX 09-001) in the middle box labeled “Funding Opportunity Number.” VA ORD RFA Numbers cannot be found by using the Grants.gov search engine.  “Grant Application Package” is used in this RFA to be consistent with NIH language;   however, VA does not have granting authority and does not award grants, VA funds projects.
Note: Only the forms package directly linked to a specific RFA can be used to respond to that RFA. You will not be able to use any other SF424 (R&R) forms (e.g., sample forms, forms from another RFA).  
c.  For further assistance downloading the package, contact Grants.gov Customer Support at http://Grants.gov/CustomerSupport.
2. SF 424 (R&R) Application. Forms and Guidance
a. The SF424 (R&R) application package is composed of several components (multiple page forms). Some components are required for the application to be complete, others are optional (see Table 1 below). The SF 424 application package linked to this RFA can be accessed in Grants.gov/Apply (includes all applicable components, required and optional) by referencing the RFA number from page 1 of this announcement (HX-09-001). 
b. Components:  Complete all SF424 (R&R) application components (forms) linked to this RFA.  
1.  Not all fields on the SF 424 (R&R) components will be used; it is very important to complete the SF 424 (R&R) in conjunction with the guidance provided in the VA ORD Application Guide SF 424 (R&R). 
2. SF424 (R&R) components replace VA Forms 10-1313-1, 10-1313-2, 10-1313-3, 10-1313-4, 10-1313-5/6, 10-1313-7, and 10-1313-8.
c. Guidance: Use the VA ORD Application Guide SF 424 (R&R) for detailed guidance to complete the SF 424 (R&R) components.  The VA ORD Application Guide SF424 (R&R) can be found at: http://vaww.research.va.gov/funding/electronic-submission.cfm.  Do not use the NIH Application Guide to prepare VA applications.
Table 1. Components of a VA ORD Application

	Document
	Required
	Optional
	Instructions*

	SF424 (R&R) Cover Component (Page 1 and 2)
(Applicant Information, Project Title, corresponding PI contact information, institution information)
	(
	
	Section 4.2

	SF424 (R&R) Project/Performance Site Locations
	(
	
	Section 4.3

	SF424 (R&R) Other Project Information

(Introduction to Revised Application, Research Plan, Progress Report, Publication List, Human Subjects, Vertebrate Animals, Biohazards, Letters of Support, Appendices)
	(
	
	Section 4.4

	SF424 (R&R) Senior / Key Person Profile(s)

(Biosketch and Current & Pending Support)
	(
	
	Section 4.5

	SF424 (R&R) Budget (Section A&B, Budget Period 1; Section C, D, & E, Budget Period 1; Section F-K, Budget Period 1; Reseach and Related Budget-Cumulative Budget)†
	(
	
	Section 4.7

	SF424 (R&R) Subaward Budget Attachment Form‡
	
	(
	Section 4.8


*Refers to sections in the VA Application Guide SF424 (R&R) found at http://vaww.research.va.gov/funding/electronic-submission.cfm
†The application forms package associated with VA ORD funding opportunities includes only the SF424 (R&R) Budget; VA ORD does not currently accept modular budgets. An application must always be submitted with a budget component.

‡The SF424 (R&R) Subaward Budget Attachment Form will be used to itemize the budget(s) for portion(s) of the proposed work that will be performed at other VA medical centers. Contractual agreements with non-VA institutions may not be included.
3.  HSR&D specific guidance for SF 424 (R&R) components. 
The following sections describe specific fields (items) on the SF 424 components where HSR&D specific information is required.   The guidance provided in this paragraph (3) supersedes guidance that is in the VA ORD Application Guide to SF 424 (R&R) or is in addition to the guidance in the VA ORD Application Guide.  If an item is not identified as requiring HSR&D specific information, follow the instructions provided in the VA ORD Application Guide to SF 424 (R&R) to complete fields.

a.  SF424 (R&R) Component:  Cover
1.  Item 8:  HSR&D does not accept “Renewal” Applications.  All electronic submissions must be identified as either “New” or “Resubmission”.
2.  Item 15:  When multiple PDs/PIs are proposed, the individual identified in Box 15 of the SF424 (R&R) Cover Component will be designated as the “Corresponding” PI. The Corresponding PI is responsible for all communication between the PDs/PIs, project staff, and VA ORD, for assembling the application materials, and for coordinating required reports for the project. The Corresponding PI and all co-PD/PIs must meet eligibility requirements.  All PDs/PIs should be listed in the SF424 (R&R) Senior/Key Person component and assigned the project role of “PD/PI”.  Do not use “Co-PI” or “co-PD/PI” to indicate multiple PD/Ps. 
b. SF424 (R&R) Component:  Project/Performance Site Locations.   Follow the guidance in the VA ORD Application Guide SF 424 (R&R)  
c. SF 424 (R&R) Component:  Other Project Information 
1.  Items 1-5.  Follow guidance provided in VA ORD Application Guide SF 424 (R&R).  

2. Item 6 Project Summary/Abstract.  Follow guidance in VA ORD Application Guide SF 424 (R&R). 

Provide a concise (30 line or less), informative description of the proposed study, suitable for dissemination. The summary description (abstract) of the proposal must include enough information so that the proposal can be referred to the appropriate Scientific Merit Review Board Subcommittee and reviewers. Organize the abstract in the following order: 
a) Project Background/Rationale. Describe the background or rationale for the proposed study. Address why the study is important and relevant to VA. 
Example: Many investigations have confirmed that African-American patients are much less likely than White patients to receive total joint replacement for osteoarthritis of the hip and knee. This variation occurs even though the prevalence of osteoarthritis is similar in African-American and White patients. There is little understanding of the reasons for this variation. Understanding the reason for this variation is of profound importance to veterans because osteoarthritis is both extremely common and a leading cause of disability among veterans. 

b) Project Objectives. Outline the major goal(s), specific research question(s) and objective(s). 
Example: The indications for therapy of osteoarthritis are based on the patient’s symptoms and quality of life. Therefore, understanding ethnic variations in the care of patients with osteoarthritis requires an understanding of ethnic differences in clinical severity of osteoarthritis, the impact of osteoarthritis on quality of life, patient perceptions and beliefs about arthritis, and patient interactions with the health system. With this in mind, our objectives are to measure ethnic variation in: 1) the pathways leading from joint destruction to clinical symptoms and from clinical symptoms to impaired quality of life; 2) social and cultural attitudes of patients with osteoarthritis (such as attitudes towards arthritis, pain, and disability, cultural attitudes towards potential treatments, and cultural attitudes about the health system); and 3) patients’ interactions with the health system. 

c) Project Methods. Describe the study design (e.g., randomized controlled trial, cohort study, case-control, etc.) that will be used. This section should also include major characteristics of the study population (e.g., age, gender, diagnosis, inclusion/exclusion criteria) and size of the sample and any control group; the intervention; and the setting. Please indicate if non-VA sites are included. Finally, include major variables and source(s) of data and the main types of analysis (decision modeling, cost-effectiveness, qualitative techniques, meta-analysis, etc.) 
Example: This is a cross-sectional study of 600 veterans with chronic hip or knee pain cared for in VA primary care clinics. We are using two primary methodologies: 1) a structured survey with items measuring constructs in each of the above objectives. This includes the severity of the patient’s arthritis, the impact of the arthritis on functional status and quality of life, cultural beliefs about arthritis, and the acceptability of different treatments of osteoarthritis. 2) a semi-structured, interview, analyzed with qualitative techniques. This interview focuses on the patient’s interaction with the VA health care system, and the reasons for the patient’s success or lack of success in obtaining satisfactory treatment for their osteoarthritis symptoms.

3. Item 7 Project Narrative.  Use 2-3 sentences to describe the anticipated impacts on veterans’ healthcare. Describe why this study is important and how it will benefit veterans, impact veterans’ healthcare, or represents a unique research opportunity within the VA healthcare system.
Example: Our study will provide important insight into the clinical, system, and cultural factors that may account for variations in procedure use in veterans with osteoarthritis. Our study will also provide insight into differences in disease perceptions and values between racially diverse groups of veterans. This insight will help VA providers deliver care that is more culturally sensitive. 

4.  Items 8-10.  Follow guidance provided in VA ORD Application Guide SF 424 (R&R). 
5.  Item 11 attachments.  In order to capture all of the information required for a VA application, there will be several files and appendices that need to be attached to Item 11 on the Other Project Information Component (form).   The content, order, naming convention, and page limit of the files and appendices that need to be attached to Item 11 are summarized in Table 2.
6.  Item 11 naming convention.  It is extremely important to follow the naming convention indicated in Table 2 for files and appendices that are going to be attached to Item 11.  Use of file names other than those listed may cause parts of the proposal to be excluded from the final electronic image that the reviewers receive or for the sections to appear in the wrong order.
Table 2: Other Project Information Component:  Attachments for Item 11: 
	Attachment and 
Required File Name (Do not customize or change file name indicated)
	Instructions
	Page Limit

	1. Introduction to Application (for Resubmission only)

no attachment
	For the December 15, 2008 submission, all submissions must be submitted as “new” in eRA, even if the proposal is a resubmission of a previously reviewed application.  If your application is a resubmission, attach the “Introduction to Application” (formerly referred to as “Response to Critiques”) as an Appendix file. See section 9,10 “Appendices” in this table for further details.
	3

	2. Research Plan

02_VA_Research_Plan.pdf
	The Research Plan must include information and a rationale for the goals and methods of the proposed research which are sufficiently comprehensive and detailed to permit serious consideration of the scientific and technical merit of the proposed research.  In a clear, well-organized, self-contained narrative, the applicant must explain what is proposed, how it will be done, and why it is important.  
If the proposal is a resubmission, the revised research plan must address all the concerns outlined in the highlights of the SMRB’s discussion on the summary statement as well as major issues identified by reviewers of any previous version of the proposal.  All substantive changes and additions to the narrative must be identified by the use of italics. The Work Accomplished section needs to include any new work accomplished since the prior submission.  
Acceptance by HSR&D to review a revised application automatically supersedes previous submissions and the revised application becomes the document of record. 

In general, the Research Plan should include the following sections:
	25

Total



	
	Responsiveness to an HSR&D priority area.  If the proposal is responsive to an ORD or HSR&D solicitation or priority area, articulate clearly which one and how the proposed research is responsive to it. Reference, for example, “HSR&D’s Program Announcement:  HSR&D Priorities for Investigator Initiated Research.  This Program Announcement can be found on HSR&D’s website:  http://www.hsrd.research.va.gov/ 
Research Objectives.  Describe:

1. The hypothesis(es) or key research question(s). 

2. The immediate and long-term objectives. 


	1 

(suggested)



	
	Background. The background information provided must demonstrate that the PD/PI is aware of the critical issues related to the proposal.  It need not be exhaustive.  Provide evidence from the literature and any pilot studies addressing:

1.  The scientific rationale and theoretical framework for the proposed research.  Discuss relevant research, completed or underway, inside and outside VA.  

2.  The context in which the study will be conducted and results applied.

3. How or why this study will succeed in answering questions that have eluded other researchers (e.g., better design, larger sample, longer follow-up, etc.).
	2-3
(suggested)



	
	Significance.  Explicitly state how the proposed research will provide new knowledge, advance the scientific field, and/or address gaps in knowledge.  Explain how the results will be useful to VA and veterans (and if applicable, outside VA).  Consider the following questions:   

1.  How common, serious, or urgent is the problem this research addresses?

2.  What are the potential contributions of the proposed research?  For example, how will the proposed research extend knowledge and/or contribute to improved quality, effectiveness, or efficiency of VA health care or the health of veterans?  How will it enhance health care management or clinical decision-making?  How does this research represent a unique opportunity for VA?

3.  What or who are the audiences for the results of the research, and how might they use the information or product(s)?

 
	2
(suggested)

	
	Methods.   Describe the research plan completely and in detail, including the basic study design, sampling plan, control or comparison groups, methods for data collection and analysis, and specific techniques and measures.  Specify the kinds or sources of data to be used, how hypotheses will be tested, aggregate and subgroup analyses, and provisions for ensuring data quality and adherence to the study protocol.  Address:

1.  How is the study design suited to the specific research question(s) and population?  What are the advantages and disadvantages of this approach?  Describe new methodologies to be used and why they are preferred over existing methods.  Discuss potential problems and limitations to the proposed methods and/or procedures and possible alternative approaches to achieve specific aims.

2.  Where will the study take place?  Why is this setting or geographic location appropriate?  Will the results be applicable to other places or populations?

3.  What are the characteristics of the study population?  How will the sample be selected and what steps will be taken to secure and retain the needed number of subjects (and controls, if applicable)?  What steps will be taken to ensure adequate representation of women and minorities?  What is the estimated sample size and how was it derived?  What assumptions were made regarding the magnitude of the expected treatment effect?  At what level of power can inferences be drawn?  

4.  Identify and define the dependent and independent variables and explain their 

selection.  How will the major variables be measured and how will they be linked in the analysis?   Comment on the reliability, validity, and appropriateness of the proposed measures for the study population.  NOTE:  If new or unpublished measures are to be used, the data collection instruments must be submitted as part of the appendix.

5.  What is the data collection strategy and timeline?   What are the potential problems in collecting data and controlling data quality?  How will these problems (e.g., missing data, respondent drop-out, interviewer bias) be addressed?  

6.  What is the strategy for data analysis?  Outline the planned analyses, indicating which variables will be used in which analyses and the order in which analyses will be done (do not merely name proposed statistical tests).  What are the strengths and limitations of this analytic strategy?  Include power calculations as appropriate.  Power calculations should be described in terms of clinical significance, if appropriate, as well as statistical significance.

How will the major variables be measured and how will they be linked in the analysis?   Comment on the reliability, validity, and appropriateness of the proposed measures for the study population.  NOTE:  If new or unpublished measures are to be used, the data collection instruments must be submitted as part of the appendix.
	

	
	Dissemination and/or Implementation Plan.  A conceptual plan must be included that indicates how and when research findings will be disseminated and, if appropriate, implemented.  Discuss conditions or barriers to implementing the eventual findings or products, and identify any plans and promising mechanisms (beyond professional publications) to facilitate dissemination and implementation.  Describe: 

1.  Timelines.  Include dissemination and implementation timelines in the Gantt chart for the project (see project management section below).

2.  Indicate the intended audience(s) for the research and identify what methods will be used to reach the audience.  A clearly delineated strategy for dissemination and, if appropriate, implementation for each intended audience must be included.

3.  An estimated budget.  Funds will not be disbursed until findings for the intended audience are validated.
	2

(suggested)

	
	Project Management Plan.  Describe:
1.  The project management plan and timeline. Present the project timeline in Gantt Chart format.
2.  The facilities and resources required, indicating which are available and which would be obtained if the project is funded.  Include space, data processing capacity, access to subjects and VA staff, major equipment and/or supplies. 

3.  The role and tasks of each member of the research team and how their work will be coordinated. 

4.  Any proposed collaboration with institutions or investigators outside the PI’s facility and how the work will be coordinated.  Include a description of the role of consultants, contractors, and other non-VA employees.  
	2

(suggested)

	3. Progress Report Publication List

03_VA_Prog_Report_Pubs.pdf
	HSR&D does not use this attachment. 
	None

	4. Human Subjects

04_VA_Human_Subjects.pdf
	This attachment is required if you checked the box marked “Yes” for Question 1 on the Other Project Information Component (Are Human Subjects Involved?) This section covers the information regarding the Protection of Human Subjects. In this attachment, use the following six headings and describe the information fully. Refer to Parts II and III of the VA Application Guide SF424 (R&R).

1. Risk to Subjects

· Human Subjects Involvement and Characteristics. Describe the proposed involvement of human subjects in the work outlined. Describe the characteristics of the subject population, including their anticipated number, age range, and health status. Identify the criteria for inclusion or exclusion of any subpopulation. Explain the rationale for the involvement of special classes of subjects, such as pregnant women, prisoners, institutionalized individuals, or others who may be considered vulnerable populations. Indicate whether all subjects recruited for the study will be veterans or whether non-veterans will also be included. 

· Sources of Materials. Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records, or data. Indicate whether the material or data will be obtained specifically for research purposes, or whether use will be made of existing specimens, records, or data. 

· Potential Risks. Describe the potential risks to subjects (physical, psychological, social, legal, or other) and assess their likelihood and seriousness to the subjects. 

2.  Adequacy of Protection from Risk

· Recruitment and Informed Consent. Describe plans for the recruitment of subjects and the process for obtaining informed consent. Include a description of the circumstances under which consent will be sought and obtained, who will seek it, the nature of the information to be provided to prospective subjects, and the method of documenting consent. 
· Protection Against Risk. Describe the planned procedures for protecting against or minimizing potential risks, including risks to confidentiality and data security, and assess their likely effectiveness. Where appropriate, discuss plans for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.

3.  Potential benefits of research to subjects and others.  Discuss the potential benefits of the research to the subjects and others. Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and others. 
4.  Importance of knowledge to be gained. Discuss the importance of the knowledge to be gained as a result of the proposed research. Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge that reasonably may be expected to result.
5.  The inclusion of women, minorities and/or children.  Children may not be included in VA-approved research conducted by VA investigators while on duty, or conducted at VA facilities or approved off-site locations, unless a waiver has been granted by the Chief Research and Development Officer.  Refer to Part II of the VA ORD Application Guide SF424 (R&R).
6. Draft of VA Form 10-1086. VA Form 10-1086 must be submitted if the proposed research requires evidence of a subjects’ informed consent. The title on the informed consent form must be the same as the title of the application. VA form 10-1086 must be used, even if the affiliated university’s IRB is the IRB of record.
	None

	5. Vertebrate Animals

05_VA_Animals.pdf 

	An attachment addressing the following five key points is required if you checked the box marked “Yes” for Question 2 on the Other Project Information Component (Are Vertebrate Animals Used?) 
When research involving vertebrate animals will take place at other performance site(s), provide this information before discussing the five points. Although there is no specific page limitation, be succinct.

1. Provide a detailed description of the proposed use of the animals. Identify the species, strains, ages, sex, and numbers of animals to be used in the proposed work.

2. Justify the use of animals, the choice of species, and the numbers to be used. If animals are in short supply, costly, or to be used in large numbers, provide additional rationale for their selection and numbers.

3. Provide information on the veterinary care of the animals involved.

4. Describe the procedures for ensuring that discomfort, distress, pain, and injury will be limited to that which is unavoidable in the conduct of scientifically sound research. Describe the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices, where appropriate, to minimize discomfort, distress, pain, and injury.

5. Describe any method of euthanasia to be used and the reasons for its selection. State whether this method is consistent with the recommendations of the Panel on Euthanasia of the American Veterinary Medical Association. If not, present a justification for not following the recommendations. 
	None

	6. Multiple PD/PI Leadership Plan

06_VA_Multiple_PI.pdf 


	For applications designating multiple PDs/PIs, a new section of the research plan, entitled “Multiple PD/PI Leadership Plan” is required. A leadership plan is required if more than one individual is assigned the role of PD/PI on the SF 424 (R&R) Component: Senior/Key Person Profile or in Section A of the SF 424 (R&R) Budget Component.  When considering multiple PDs/PIs, please be aware that the structure and governance of the leadership team as well as the knowledge, skills and experience of the individual scientists, will be factored into the assessment of the overall scientific merit of the application. Non-VA investigators may not be assigned a PD/PI role.
The rationale for choosing a multiple PD/PI approach must be described. The governance and organizational structure of the leadership team and the research project must be described, including communication plans, processes for making decisions on scientific direction, and procedures for resolving conflicts.  The roles and administrative, technical, and scientific responsibilities for the project or program should be clearly delineated for the PDs/PIs and other collaborators. The shared and individual administrative, technical, and scientific responsibilities for the project should be clearly delineated for each PD/PI. 

Multiple PDs/PIs on a project share the authority and responsibility for leading and directing the project, intellectually and logistically. Each PD/PI is responsible and accountable to VA for the proper scientific, fiscal, and ethical conduct of the project, including the submission of all required reports.
Investigators should address questions regarding the feasibility of using multiple PDs/PIs with appropriate HSR&D Service Scientific Program Managers prior to submission of their application.
	

	7. Consortium/Contractual Agreements 

07_VA_Agreements.pdf
	This attachment should only be used to describe existing consortium or contractual agreements that are relevant to the proposed research.  Explain the programmatic, fiscal, and administrative arrangements that exist between the applicant VA Medical Center and any consortium or contractual organization(s).
	

	8. Letters of Support

08_VA_Letters.pdf
	All letters of support must include the Corresponding PI's name, project title, and VA facility.  Letters need to be addressed to the Director, HSR&D, and are to be signed and dated.  Letters of support need to be included with the application at the time of submission and will not be accepted after the submission deadline.  All letters should be scanned and combined into a single PDF file. If applicable, include copies of the approval letters for eligibility and/or off-site waivers in this attachment.

Letters of endorsement are required from:

1. The Director of the PD/PI's VA facility and, if the research has Network implications, the Network Director.  The letter must include:  

· A statement that the Director understands the impact of the proposed research on the facility (including, for example, use of space, equipment, or release time) and that he/she endorses the project.

· A statement indicating that the resources required for the conduct of the research will be available.   If the research will be conducted off-site, an off-site waiver must be included with the application.

· Documentation of the Director’s understanding that employee appointments and funding for projects supported by ORD are only for the duration of the project, and that the PD/PI is (or will be at the time the proposal is funded) at least a 5/8th FTEE employee of the medical center.  

· This letter must certify that the proposal is not being submitted to any VA funding source other than HSR&D.  

2.  R&D Committee.  Provide a memorandum signed by the Chair, R&D Committee stating the application was reviewed and approved for submission to VA Central Office (include the date of approval) by the R&D Committee.  If the Corresponding PI is the chairperson of the R&D Committee or a subcommittee, an appropriate alternate must sign.  This responsibility may not be delegated to the Administrative Officer or the ACOS for R&D.  

3.  Participating institutions and persons. Each participating or affected organizational element, institution, collaborator, and consultant must provide a letter.  These letters must indicate concurrence of the affected person or institution with their specific role or contribution as described in the application.  Consultants need to include their curricula vitae (4 page limit).  Collaborators do not need to include their curricula vitae.

	

	Appendices

09_VA_Appendix_A_description.pdf

10_VA_Appendix_B_description.pdf

11_VA_Appendix_C_description.pdf

(additional attachments as needed: same file name format)

9, 10. Appendices, con’t


	1.  Naming convention.  Files which are attached as appendices should be named using the following convention: 

Attachment number, starting with 09, then 10, 11, etc. 

Underscore 

The phrase “VA_Appendix” 

Underscore 

Appendix letter starting with A, then B, C, etc. 

Underscore 

Brief description of the contents (e.g., data collection instrument, survey questions, interview guide, clinical protocol) 

“.pdf” 

Do not use the Appendix to circumvent the page limitations of the Research Plan. An application that does not observe the stated page limitations will be administratively withdrawn from review. 
Do not be concerned if you receive a “warning” message from eRA that your attachments for the Appendices may not be correctly named.  No correction is necessary.  This only applies to the Appendices.  Attachment names for items 1-8 above may not be altered.
2.  First Appendix (09_VA_Appendix_A_Response to critiques.pdf).  For the December 2008 cycle, if this is a resubmission, the first appendix should be the PD/PI’s response to the summary statement (3 page limit) from the previously reviewed proposal.  The summary statement and critiques from the previously reviewed application must be included as part of this file. Revised applications are expected to respond fully to any previous critiques.  The response to reviewers’ critiques must describe how the revised proposal differs from the previous submission and how the concerns expressed by reviewers were addressed.  The response should summarize the substantial additions, deletions, and changes based on the comments and suggestions in the summary statement.  A justification must be provided if changes suggested by the reviewers are not made. The file should be named “09_VA_Appendix_A_Response.pdf”

3.  Data collection instruments.  For HSR&D applications proposing the use of unpublished data collection instruments, copies of the instrument(s) need to be submitted whenever possible.  There is no page limit for instruments; however, if they are multiple or long, applicants may submit sample questions or partial instruments.
4.  Additional Appendices.  Attach additional appendices, as needed, using the file naming convention described above.
	


d. SF424 (R&R) Component:  Senior / Key Person Profile(s)  (Biosketch and Current & Pending Support) 
1.  Profile-Project Director/Principal Investigator.  Information about the corresponding PD/PI (identified in box 15 of the SF 424 Cover component) should be provided in this section.
2. Profile-Senior/Key Person.  Profile information for all other PDs/PIs is listed/attached here.  All PDs/PIs must be registered in eRA Commons and “affiliated” with the VAMC where they are employed prior to application submission. The Commons ID of each PD/PI must be included in the “Credential” field. Failure to include this data field will cause the application to be rejected.  
e.  SF 424 (R&R) Component:  Budget 
1.  HSR&D Budget Guidance

a.  Budget Limits:  Projects that exceed $300,000 in any one year or a total project budget of $925,000 (including all salary costs) will not be accepted without a previous written waiver approved by the scientific program manager and the Director, HSR&D.  In planning project budgets, applicants are reminded to adhere to HSR&D guidelines regarding allowable use of research funds for specific items and restrictions on the use of research funds for equipment and development of computer software (see VHA Handbook 1204.1, Paragraph 8, HSR&D Funding for “Development”). 
b.  Budget Waiver Request:  In rare instances, a waiver may be granted for projects that exceed $300,000 in any one year or a total of $925,000.  A request must be received no later than 30 days prior to the proposal submission deadline.  The request must include all budget information from the proposal and a one-page justification as to why the waiver is being requested.  Following approval by the local HSR&D Center (if applicable) and ACOS for Research and Development, the request and related documentation should be sent via e-mail to the relevant portfolio manager.  An e-mail response will be given within 10 days.  If a waiver is granted, a copy of the e-mailed waiver must be included with all copies of the application.  A waiver does not guarantee a project will be funded at the level requested.

c.  General Guidance:  Cost-of-living adjustments are not allowed in any budget category, and all differences in the operating expenses between years need to be fully justified. All budget category subtotals are to be rounded to the nearest $100.  Table 3: Budget Category Guidance summarizes specific guidance for budget categories:
	Table 3: Budget Category Guidance (authorized and unauthorized expenditures)

	Personnel

	· Physicians 
	Salary support is not authorized for any VA physician. 

	· Nurses or Licensed Medical Professionals


	Salary support is not authorized for any Title 38 nurse or licensed medical professional with clinical responsibilities in VA unless a waiver has been granted by the CRADO.  If waived, salary support is allowed only for services beyond usual care.

	· Increases in salary over years to account for cost of living or salary increases (HR actions)
	Not authorized

	· Clerical support
	Clerical support may not be included as study personnel unless the support provided can be justified as necessary to the conduct of the research.  

	· Summer/Graduate students
	Not authorized

	· IPAs
	IPAs must be listed under “All Other”, not personnel.  IPAs are not authorized for physicians.

	· Consultant
	Limit of $500 per consultation and $2,500 per annum.  Physicians may not be paid as consultants.  Expenses other than professional fee (e.g., travel) should be listed under “All Other”.  

	Equipment

	· Computers
	Computers (and IT expenditures) should not be listed in the “Equipment” section.  Computers (and IT expenditures must be itemized in Table “Planned IT Expenditures” and the total listed as a line item in the “All Other” section. 

	· Furniture
	Must be justified as necessary for the conduct of this research.  Justification must account for disposition of previously funded furniture purchases for projects that are terminated.

	· Medical Equipment
	Must be required for the conduct of the research project and not be used as part of routine and customary patient care.  

	Supplies

	· Postage
	Not authorized, unless special circumstances require other than ordinary mail

	· Phone costs
	Special 800 lines may be approved with justification

	· Copying
	Not authorized

	· Construction
	Contact ORD for guidance on construction requests

	· Books, journals, or reprints
	Not authorized

	· Professional memberships
	Not authorized

	All Other Expenses

	· General Administrative costs
	Not authorized

	· Access to Austin or PBM database

	Not authorized

	· Contract for Services
	Service contracts are used to obtain a deliverable/product from a company or an institution, e.g. service contract with the University of California for statistical analysis of data.   You may not contract for clinical services or identify the individual (s) who will provide the service.  A non-VA physician may only perform non-clinical work.  A detailed description of the services being contracted for, along with the name and credentials of the person(s) who may be providing the services, should be part of the budget justification.  

	· IPAs
	IPAs provide for salary and fringe benefit reimbursements; they do not allow for “overhead” costs.  IPAs may not be used for physicians.  IPAs may not be used for any individual assigned the PD/PI role..

	· Monetary incentives to physicians 
	Monetary incentives to physicians are not authorized. 

	· Patient Incentives
	Small amounts of money can be offered as a reimbursement for time and/or travel to participate in a study. The incentive must not, in and of itself, constitute an incentive and must be consistent with IRB and ethics policies.

	· Travel 
	There are three categories of travel:  
1) Travel necessary for the conduct of research. Project related travel expenses must be fully explained and a cogent justification provided.  Explain why e-mails, conference calls, or teleconferencing are not sufficient to accomplish the goals of the requested travel.  Project travel needs to be requested and presented using the following format: 
Table 4:  Project Travel

Traveler

Status (VA or non VA)

Destination

Number of Trips

Year of Trip

Estimated Cost

Purpose

2)  Travel to Implement or Disseminate findings.  This is not travel to present research findings at national meetings but is the travel necessary to conduct face-to-face meetings or conferences that will facilitate the adoption of the research into practice.  An estimated budget may be listed but funds will not be disbursed until study results are available and dissemination/implementation is warranted. Requests for release of funds need to be submitted through the ACOS/R&D to the assigned Scientific Program Manager at least 3 months prior to the project end date.  A justification, not to exceed one page, must accompany the request for release of funds.  Any changes to the dissemination and/or implementation plan described in the original proposal must be highlighted.
3.  Travel to present research findings at professional meetings. HSR&D will consider requests to travel to present study findings on a case-by-case basis.  Travel is limited to one trip per project.



	· Information Technology
	List all computer requests; unusual requests should be accompanied by a vendor quote and a strong justification.  Shared network charges are not authorized.  Planned IT expenditures need to be itemized using the following format:

Table 5:  Planned IT Expenditures

Category

Type

Amount

Year 1

Amount

Year 2

Amount 

Year 3

Hardware

Purchased

Leased

Services

Software

Purchased

Leased

Services

Telecommunications

Purchased

Leased

Services

IT Supplies and Materials

Purchased

Leased

Services

IT Personnel (personnel on a 2210 Position Description)
TOTAL




2.  SF 424 (R&R) Component: Section A&B, Budget Period 1 
Section A:  Senior/Key Person. 
1. List the corresponding PD/PI (designated in box 15 of the SF424(R&R) Cover Component) in the first row.  List the name, role in the research project (PD/PI), and the calendar months effort (See VA ORD SF424 (R&R) Application Guide for additional guidance, examples, and sample calculations) in the appropriate column. 

2. For proposals with multiple PD/PIs, all PD/PIs must be listed and assigned the project role of “PD/PI.”  An individual assigned a “co-PI” or “co-PD/PI” role will not be considered as a PD/PI, but as a co-investigator.  All PDs/PIs must be registered in eRA Commons and “affiliated” with the VAMC where they are employed prior to application submission. If multiple PD/PIs are listed under Key Personnel, a “Multiple PD/PI Leadership Plan” must also be provided (see Attachment 6 in Table 2,)
Section B:  Other Personnel.  All co-investigators, collaborators, and technical staff, whether paid or not, are to be listed in section B.  If salary is not being requested, enter $0.  Calculate fringe benefits at 30% of the base salary (include locality pay). 
1.  Physician and dentists.  Physicians and dentists may not receive salaries from the medical research and prosthetics appropriation. Salary may be requested for physicians and dentists who do not care for patients (Title 5 appointment); however supporting information must be provided in the budget justification section (Section K). 
2.  Nurses and other licensed health professionals.  Salary support is not authorized for any Title 38 nurse or licensed medical professional with clinical responsibilities in VA unless a waiver has been granted by the CRADO.  If waived, salary support is allowed only for services beyond usual care.
3.  Nursing Research Initiative (NRI).  For the NRI program, the PD/PI, who must be a nurse, can not be paid by research funds unless s/he is on a Title 5 appointment. 

4.  Interagency Personnel Act (IPA).  IPA appointments should not be listed under Personnel.  IPAs should be listed under Other Direct Costs.  IPAs may not be used for PDs/PIs or physicians.  
5.  HR Restrictions.  There are restrictions on who can be paid directly by VA.  Check with the local Research Office to ensure that salary is not requested for a person who cannot be paid directly by VA. 
3. SF 424 (R&R) Component: Section C, D, &E, Budget Period 1 
Section C.  Equipment Description: Only major equipment is included in this section. Major equipment is defined as an item of property that has an acquisition cost of $5,000 or more. Such equipment consists of relatively permanent, fixed assets that are essential to the completion of the proposed research. Expendable items and small (less than $5,000) equipment items are to be requested as Materials and Supplies under Other Direct Costs. 
Section D.  Travel:  The total cost for project travel (travel for the conduct of the research) should be listed.  A detailed list of project travel, using the Project Travel Table format should be included in the budget justification section (Section K). Explain why e-mails, conference calls, or teleconferencing are not sufficient to accomplish the goals of the requested travel.   Travel costs for presenting research findings at scientific meetings must be requested prior to the meeting and are limited to one trip per project.
Section E.  Participant/Trainee Support Costs:  See VA ORD SF 424 (R&R) Application Guide.
4. SF 424 (R&R) Component: Budget Section F-K Period 1.

This component has several sections.  Some fields are not used by VA or are autopopulated.  Information that is required specifically for an HSR&D submission is highlighted below in Section F and Section K (budget justification attachment).  The guidance provided here supersedes guidance provided in the VA ORD SF 424 (R&R) Application Guide. 
Section F.  Other Direct Costs.
F1.  Materials and Supplies:  List the total cost of materials and supplies.  Provide an itemized list of the materials and supplies needed to conduct the study, as well as a justification, in the budget justification section (see section K below).
F2.  Publication Costs:  See VA ORD SF 424 (R&R) Application Guide.
F3.  Consultant Services: List the total cost of consultant services.  A consultant may not receive a fee of more than $500 per consultation or $2,500 per year. Physicians may not be paid as consultants.

F4.  ADP/Computer Services:  List the total cost of planned computer expenses. A detailed list of IT expenditures, using the Planned IT Expenditures Table format should be included in the budget justification section (See Section K below). 
F5. Subawards/consortium/contractual costs.  List service contracts for equipment used for the proposed research. If the equipment is used by multiple research projects, request a proportionate per cent of the service contract.
F6.  Equipment or Facility Rental.  See VA ORD SF 424 (R&R) Application Guide.
F7.  Alterations and Renovations.  See VA ORD SF 424 (R&R) Application Guide.
F8.  IPAs: List total cost for any personnel to be paid using an IPA.  Provide the name, qualification and role in project for all IPAs in the budget justification section (See Section K below).
F9.  Service Contracts.  List the total cost for any contracts for services.  The justification document (See Section K below) must describe the deliverable or a brief statement of work, service provider, if known, and a justification as to why this work can not be provided by VA staff.
Section K. Budget Justification

The budget justification document must be attached as a single file to Section K on the SF 424 (R&R) Budget Component:  Section F-K Period 1.  All items in the proposal budget must be clearly justified. A single justification document must be prepared for all budget years and discrepancies in the budget from fiscal year to fiscal year must be explained. 
A&B.  Personnel: Fully explain the role and calendar months effort of the PDs/PIs and all personnel listed under personnel.  For all VA employees, indicate Grade and Step at the anticipated start of the research study.   Indicate the planned Grade and Step for all To Be Named (TBN) new hires.    

C.  Equipment: For each item, justification should include a discussion of why the equipment is needed and why similar existing equipment at the applicant VAMC or in a nearby research space cannot be used.  Include the cost of maintenance.  Patient care equipment purchased for use in the research study must be equipment that is not usually provided in the customary care of patients.  
D.  Travel: Travel costs for the conduct of the research should be itemized using the Project Travel Table format (see table 4 below).  All travel requests must be justified. Travel reimbursement to present research findings at scientific meetings must be requested prior to the meeting and are limited to one trip per project.  
	Table 4:  Project Travel

	Traveler
	Status (VA or non VA)
	Destination
	Number of Trips
	Year of Trip
	Estimated Cost
	Purpose

	
	
	
	
	
	
	

	
	
	
	
	
	
	


E.  Participant/Trainee Support Costs:  Generally not allowed.  See VA ORD SF 424 (R&R) Application Guide.
F.  Other Direct Costs:  

F1.  Materials and Supplies: Explain how the costs for each category of supplies were derived (e.g., based on the PD/PI’s expense history in performing similar research). Small (less than $5,000) equipment must be justified. 
F2.  Publication Costs: Justify itemized costs.
F3.  Consultant Services: Clearly explain the expertise of each consultant with regard to the proposed research, the nature of the service to be provided, the number of consultations, and professional status (PhD, RN, etc.). MD consultants may not receive salary compensation.
F4.  ADP/Computer Services: Unusual computer requests should be accompanied by a vendor quote and a strong justification.  Shared network charges are not authorized.  Planned IT expenditures need to be itemized in the format below (Table 5):
	Table 5:  Planned IT Expenditures


	Category

	Type

	Amount

Year 1

	Amount

Year 2

	Amount 

Year 3


	Hardware

	Purchased

			
		Leased

			
		Services

			
	Software

	Purchased

			
		Leased

			
		Services

			
	Telecommunications

	Purchased

			
		Leased

			
		Services

			
	IT Supplies and Materials

	Purchased

			
		Leased

			
		Services

			
					
	IT Personnel

				
					
		TOTAL

			

	


The total planned IT expenditures need to be listed in Item 4 on the SF 424 (R&R) Budget Section F-K, Budget period 1 component.
F5.  Subawards/Consortium/Contractual Costs.  Provide detailed justification describing the service or product and why it can not be provided by a VA entity. 
F6.  Equipment or Facility Rental/User Fees.  Justify any equipment rental or user fees.  Rental costs 

F7.  Alterations and Renovations.  Funds may not be requested for renovations.
F8.  IPAs.  Interagency Personnel Agreements (IPAs) should be fully explained including the basis for the individual’s salary.  List each person who is going to have IPA.  

F9.  Contracts for Services.  Contracts for services should describe the services or deliverables that are to be provided or a brief statement of work, the service provider (vendor), if known, and a justification as to why this work can not be provided by VA staff. Contracts for Services should not identify the individual(s) who might perform the services.
f.  SF424 (R&R) Component:  Subaward Budget Attachment Form
1.  Applications Involving a Single Institution: When all PDs/PIs are within a single institution, follow the instructions provided in the VA ORD SF424 (R&R) Application Guide. 

2.  Applications Involving Multiple Institutions: When multiple VA medical centers are involved, the applicant VA is considered to be the primary performance site. Separate budget(s) for research conducted at other VA medical centers must be submitted on separate budget pages using the SF424 (R&R) Component:  Subaward Budget Attachment(s) Form. See Section 4.8 of the VA ORD SF424 (R&R) Application Guide for further instruction regarding the use of the subaward budget component. VA is an intramural program; “subcontracts” with non-VA institutions cannot be submitted through this mechanism.
3. Submission Dates and Times 
See Section IV.3.A for details. 
3.A. Submission, Review, and Anticipated Start Dates 
See Table 6: Receipt, Review, and Award Dates below.
Deadlines. Table 6 contains deadlines for Merit Review Award Program applications. Depending on the investigator’s particular circumstance, requests for off-site waiver, eligibility determination, or approval to exceed budget limits may be needed. The Office of the ACOS for R&D or HSR&D Scientific Review Administrators can help determine which approvals may be required.

Table 6. Receipt, Review, and Award Dates

	Submission
	Spring Round 
	Fall Round

	Receipt Dates*

	Waivers for exceeding budget caps 
	 November 15
	 May 15

	Waivers for off-site research
	October 15
	April 15

	Intent to Submit
	November 1
	May 1

	Merit Review Award Program applications 
	November 15-December 15
	May 15-June 15

	Review and Award Schedule

	Scientific Merit Review 
	March
	August

	Earliest project start date 
	 April 1
	 October 1


*If the receipt date falls on a weekend or Federal holiday, the due date is the next business day.
3.A.1. Letter of Intent 
A letter of intent is not required for this funding opportunity.  However,  Intent to Submit (ITS) notification is still required. The “Intent to Submit” is a process separate from the requirements for Grants.gov submission.  Proposals submitted to Grants.gov without first submitting through ITS will not be accepted for review.  The deadline for ITS submission for the December 15 application submission deadline is:  November 3, 2008. Applications that have not completed ITS notification will not be reviewed.
3.B. Submitting an Application Electronically 
To submit an application in response to this RFA, applicants should access this RFA via http://www.Grants.gov/applicants/apply_for_grants.jsp and follow steps 1–4. 
3.C. Application Processing 
All Merit Review proposals must be evaluated and approved by the local VA R&D Committee and the Director of the Medical Center prior to submission. Proposals submitted to VA ORD without documentation of proper local review will be withdrawn without review.
Applications may be submitted on or after the opening date and must be successfully received by Grants.gov no later than 5:00 p.m. local time (of the applicant institution/organization) on the application submission/receipt deadline date. (See Table 4 in Section IV.3.A. for all dates.) If an application is not submitted by the receipt deadline date(s) and time, the application will not be reviewed. 

Once an application package has been successfully submitted through Grants.gov, and the assembled application has been created in eRA Commons, the PD/PI and the Authorized Organization Representative/Signing Official (AOR/SO) will have 2 business days to view the application image.  It is not uncommon for the system to notify the AOR/SO and the PD/PI that an application has failed some of the validation checks (error message-the application will not move forward for processing) or that there are non-fatal concerns (warnings-these will not negatively affect the processing of the application).
· If everything is acceptable, and no warnings have been communicated, further action is not necessary. The application will automatically move forward for processing after 2 business days. 

· If the proposal has been submitted prior to the submission deadline, the AOR/SO can “Reject” the assembled application within the 2 day viewing window and submit a changed/corrected application. This option should be used if the AOR/SO determines that warnings generated by the system need to be addressed or if information was lost or compromised during transmission. Reminder: warnings do not stop further application processing. If an application submission results in warnings (but no errors), it will automatically move forward after two business days if no action is taken.  Note: Some warnings may not be applicable or can be addressed after application submission. 

· When the 2-day window falls after the submission deadline, the AOR/SO will be able to “Reject” the application if, due to an eRA Commons or Grants.gov system problem, the application does not correctly reflect the submitted application package (e.g., some part of the application was lost or didn’t transfer correctly during the submission process). The AOR/SO should first contact the eRA Commons Helpdesk to confirm the system error, document the issue, and determine the best course of action. The applicant or AOR/SO should discuss the system problem with the Scientific Program Manager.  VA ORD will not penalize the applicant for an eRA Commons or Grants.gov system problem. 

· Both the AOR/SO and PD/PI will receive e-mail notifications if the application is rejected and when the application automatically moves forward in the process after 2 days. 

Upon receipt, applications will be evaluated for completeness by the HSR&D Program Review staff.  Incomplete applications will not be reviewed. 

No additional or replacement information will be accepted after submission of the proposal, unless requested by the Program Review staff or Scientific Program Manager. 
There will be an acknowledgement of receipt of an application from both Grants.gov and eRA Commons

 HYPERLINK "https://commons.era.nih.gov/commons/" . The AOR at the applicant institution receives the Grants.gov acknowledgments. The AOR and the PD/PI receive eRA Commons acknowledgments. The PD/PI and AOR/SO may access information regarding the assignment of an application to a Scientific Merit Review Board Panel in eRA Commons. 

Note: Automatic emails from eRA Commons may be unreliable;  it is the PD/PI’s responsibility to check periodically on the status of their  application in eRA Commons.
VA ORD will not accept an application in response to this RFA that is essentially the same as one currently pending initial merit review unless the applicant withdraws the pending application. VA ORD will not accept an application that is essentially the same as one previously reviewed.   Applications that have been reviewed and address the critiques of reviewers are considered to be a "resubmission" for the SF424 (R&R).  Note:  For the December 2008 submission deadline all proposals are to be identified as “new”.  A “resubmission” application must include an “Introduction” (3 pages maximum) addressing issues presented in the critique of the previous submission. 
4. Intergovernmental Review 
Not Applicable
5. Funding Restrictions 
Not Applicable
6. Other Submission Requirements 
PD/PI Credential (e.g., Agency Login)

VA ORD requires the PD/PI(s) to fill in his/her eRA Commons User ID on the SF 424(R&R) component:  Senior/Key Person Profile.  This eRA Commons User ID needs to be entered into the “credential, e.g. agency login: field”. 
Organizational DUNS
The applicant organization must include its DUNS number in its Organization Profile in eRA Commons. This DUNS number must match the DUNS number provided at CCR registration with Grants.gov. 

PHS398 Research Plan Component Sections
VA does not use these forms.
Special Instructions for Modular Budget Applications 

VA ORD does not accept modular budgets.

Appendix Materials
Applicants must follow the specific instructions on Appendix materials as described in the VA ORD Application Guide SF424 (R&R) or in this RFA.
Section V. Application Review Information


1. Criteria 

Only the review criteria described below will be considered in the review process.
2. Review and Selection Process 
Overview

Applications submitted in response to this RFA will be reviewed through a two-tier system. The first level of review will be performed by HSR&D’s Scientific Merit Review Board (SMRB). The SMRB is a Federal Advisory Committee Act (FACA) committee charged to evaluate the scientific and technical merit of applications. The SMRB does not make funding decisions. Information about SMRB membership may be obtained from the HSR&D web site at http://www.hsrd.research.va.gov/. 
The second level of review will be performed by HSR&D, based not only on considerations of scientific merit, as judged by the SMRB, but also on the relevance and responsiveness of the proposed study to the mission, programs, and priorities of HSR&D.

Streamlining (Triaging)
The scientific peer review of research applications may include a process in which only those applications deemed by the reviewers to have the highest scientific merit will be discussed at the SMRB meeting. Applications selected for streamlining are not discussed or scored at the SMRB meeting. This process allows the reviewers to focus their discussion on the most meritorious applications.

SMRB members will be instructed to evaluate research applications by addressing the review criteria (see below) and assigning a single score for each scored application. 

As part of the scientific merit review process, regardless of whether an application is scored or not scored (streamlined), all applicants will receive a written critique, called a “Summary Statement.” The Summary Statement is a summary of the subcommittee members’ discussion (for non-streamlined applications) during the review meeting, the recommendations of the SMRB, the written critiques of individual assigned reviewers (prepared prior to the review meeting), and administrative notes of special issues. 

Criteria for Review and Scoring of the Proposal

The following criteria are considered during scientific merit review:
(1)  Adequacy of Response to Previous Feedback Provided by HSR&D Regarding the Proposed Study.  If the proposal is a re-submission, the applicant will have received detailed comments on the previously submitted proposal.  Any subsequent proposal is expected to highlight changes made in response to such feedback or to defend the earlier plan.
(2)  Responsiveness to Research Priorities or Special Solicitations.   HSR&D may give special funding consideration to proposals that are responsive to HSR&D research priorities or special.  Investigators must indicate if their proposal is responsive to a particular solicitation or priority area. Reviewers will evaluate whether the justification provided by the investigator adequately supports identifying the proposal as responsive to a particular solicitation or priority.  

(3)  Scientific Significance and Originality.  Reviewers assess the scientific significance, theoretical foundation, and originality of the stated goals, objectives, and specific research questions and/or hypotheses.  Reviewers consider the proposed research in relation to information and/or pilot data that the investigator provides regarding prior work (by self and others), as well as information from other sources that relates to the scientific significance and likely contribution of the proposed work.  
(4)  Methods.   Reviewers assess the appropriateness of the research design and specific methods proposed for conducting the research.  The following list contains some of the elements that reviewers consider, as applicable to the particular project, and in accordance with their particular expertise:  


(a)  Study design (e.g., retrospective versus prospective, experimental, quasi-experimental,    etc.).


(b)  Analytical approach (quantitative, qualitative, mixed methods).


(c)  Theoretical model and conceptualization of key components.


(d)  Population and sample, sampling plan, and/or comparison groups.


(e)  Statistical power. Power calculations should be described in terms of clinical significance,                if appropriate.


(f)  Key variables, operational definitions, and their measurement.


(g)  Data analysis plan.


(h)  Data collection issues, including respondent burden.


(i)  Definition and feasibility of any intervention. 

(5)  Adequacy of Data.  Reviewers address the adequacy of data for the proposed study.  For primary data, reviewers consider the adequacy of the proposed data collection instrument(s) or the plan for developing and testing new instruments, as well as the feasibility and appropriateness of data collection procedures. Secondary data issues to be considered include:  appropriateness, availability, accuracy, and completeness.  Applicants proposing to use existing databases need to provide evidence of familiarity with these, and an awareness of the availability, idiosyncrasies and limitations of the data.  For all types of data, reliability, validity, and adequacy of quality control procedures are important issues.

(6)  Project Organization and Management.  Reviewers address the overall organization and management of the project to evaluate whether the initiation, conduct, and completion of the proposed research are feasible.  Factors that may be considered are:


(a)  Distribution of roles and responsibilities across project staff; 


(b)  Justification of Full-time Employee Equivalent (FTEE) employee allocations for each project year; 


(c)  Plans for coordinating multiple participants, tasks, or sites; 


(d)  Reasonableness of the timeline showing important benchmarks and products; and 


(e)  General feasibility of the management plan.

(7)  Investigator Qualifications.  Reviewers assess the expertise of each investigator and each major consultant, including professional credentials, institutional position, role in the project, expertise (especially as reflected in publications), and relevant experience.  All reviewers assess the combined strength of the team in relation to the objectives of the project and determine whether it encompasses all needed skills and competencies. 

(8) Leadership Plan.  Reviewers assess the rationale for using a multiple PDs/PIs approach.  They consider the structure and governance of the leadership team as well as the knowledge, skills and experience of the individual scientists.  They evaluate the role of each PD/PI in the project, particularly their unique expertise and potential contribution to the project.
(9)  Study Participants.  Reviewers consider the risk/benefit ratio of the study, analyzing whether the study places human participants at risk of physical or psychological harm and evaluating the adequacy of provisions to minimize risk, protect participants’ privacy and the confidentiality of their records or responses, ensure informed consent, and minimize respondent burden.  In considering human study participant issues, reviewers may question the decision of an IRB and may impose a stricter standard (see VHA Handbook 1200.5).
(10)  Inclusion of Women and Minorities.  VA mandates that all research proposals reviewed and funded by ORD include women and minorities in their study populations to the extent possible.  HSR&D reviewers are responsible for considering the adequacy of representation and to assess whether investigators have made a substantive effort to include women and/or minorities in each research proposal. 
(11)  Facilities and Resources.  Reviewers evaluate the adequacy of facilities and resources to carry out the proposed study.  The proposal must include evidence of support from the applicant's VA facility, support from any additional study site(s), and documentation of any agreements with consultants, or commitment of non-VA resources to the study.

(12)  Budget.   Project budgets need to be appropriate to the proposed work, sufficiently detailed, and well-justified.  Reviewers assess the reasonableness of the project timeline and costs allocated to major budget categories.  Personnel costs, and whether proposals are staffed appropriately, are key considerations.  Prior to any funding decisions, all proposals under consideration will undergo administrative review of budgets by HSR&D staff.  Items that appear to be outliers, line items that change markedly from one year to another, identical total annual requests, and large amounts for equipment, travel, or subcontracts are scrutinized.  This review ensures that VA research funds are not used for any inappropriate purposes, such as patient care, salaries of Title 38 employees, and development proposals that lack a strong evaluation component.  
(13)  Importance of the Problem Addressed.  Reviewers assess the importance of the problem or question that the proposed research seeks to address, in terms of its prevalence, severity, urgency, cost, etc., for VA and the general public. The importance of the problem is assessed independently of the investigator’s approach.  
(14)  Contribution to VHA.  Reviewers consider the expected contribution of findings of the proposed research to improving the quality, effectiveness, or efficiency of health care in VA, or its potential to improve the health status of veterans.  This includes consideration of the adequacy and sustainability of the investigator’s plans for translating findings into practice.

Disapproved Proposals 
A proposal may be disapproved if the SMRB determines that the proposed study is unethical, is unlikely to yield useful information, or is not relevant to VA’s mission. 

· Proposals that are disapproved are not given a numerical score and may not be resubmitted.

· Studies disapproved for ethical considerations may not be carried out in VA space even if the project is funded by another agency.
Appeals

The appeals process is intended to ensure that the scientific review of all proposals is fair and equitable. It is not intended as a means to resolve differences in scientific opinion between the applicant and the reviewers, to adjust funding decisions, or to circumvent the peer review process. 
The basis for an appeal and the procedure for submitting an appeal are detailed in the guidance document, Merit Review Appeal Process, found at http://vaww.research.va.gov/funding/docs/Merit-Review-Appeal-Process.doc.
If a PD/PI submits a revised application while an appeal of the review decision is still under consideration, and the appeal is subsequently supported, the revised and resubmitted application will be administratively withdrawn. If the revised application undergoes review and receives a fundable score, only one of the two applications will be funded.

Note: Applicants are encouraged to resubmit their Merit Review application while an appeal is under review. 

2.A. Additional Review Criteria 
In addition to the above criteria, the following items will continue to be considered in the determination of scientific merit and the priority score: 

Protection of Human Subjects from Research Risk: The involvement of human subjects and protections from research risk relating to their participation in the proposed research will be assessed. See Part II of the VA ORD Application Guide SF424 (R&R). Plans for the recruitment and retention of subjects will be evaluated. Use of non-veteran subjects must be justified.
Children cannot be included in VA-approved research conducted by VA investigators while on duty, or conducted at VA facilities or approved off-site locations, unless a waiver has been granted by the Chief Research and Development Officer. 

NOTE: Congressionally-mandated research programs that involve children are exempt from this policy. 

If such a waiver is approved, the involvement of children as subjects in research must be in compliance with all applicable Federal regulations pertaining to children as research subjects (see VHA Handbook 1200.5, Appendix D).
Care and Use of Vertebrate Animals in Research: If vertebrate animals are to be used in the project, the adequacy of the plans for care and use of vertebrate animals to be used in the project will be assessed. See the “Other Project Information” component of the SF424 (R&R). 
2.B. Additional Review Considerations 
Budget and Period of Support: The appropriateness of the proposed budget and the requested period of support in relation to the proposed research may be assessed by the reviewers. The priority score should not be affected by the budget evaluation. 

3. Anticipated Announcement and Award Dates 
The earliest possible start date is April 1 for proposals submitted for the Spring review (due December 15th) and October 1 for proposals submitted for the Fall review (due June 15th).
Section VI. Award Administration Information


1. Award Notices 
After the peer review of the application is completed, the PD/PI will be able to access his or her Summary Statement (written critique) via eRA Commons. 

If the application is under consideration for funding, VA ORD will request “Just-in-Time” information from the applicant. 
2. Administrative and National Policy Requirements 
Research Integrity. HSR&D is committed to the highest standards for the ethical conduct of research. Maintenance of high ethical standards requires that VA medical centers and investigators applying for, and receiving, Merit Review Awards have appropriate procedures to preclude the occurrence of unethical research practices. All research data must be retained for 5 years after completion of a research project. 

The PD/PI and others associated with the research must subscribe to accepted standards of rational experimental research design, accurate data recording, unbiased reporting of data, respect for the intellectual property of other investigators, adherence to established ethical codes, legal standards for the protection of human and animal subjects, and proper management of research funds. 

Deliberate falsification or misrepresentation of research data will result in withdrawal of an application, possible suspension or termination of an award, and potentially, suspension of the investigator’s eligibility to submit proposals to HSR&D and possible criminal prosecution.

Acknowledging VA Research Support. By accepting a Merit Review Award, the PD/PI agrees to properly acknowledge VA affiliation and support in all public reports and presentations (see VHA Handbook 1200.19). Failure to acknowledge VA affiliation and support may result in termination of the award.
Intellectual Property Rights. By accepting a Merit Review Award, the PD/PI agrees to comply with VA policies regarding intellectual property disclosure obligations and Federal Government ownership rights resulting from the proposed work (see VHA Handbook 1200.18).

Section VII. Agency Contacts 



We encourage scientific/programmatic inquiries concerning this funding opportunity and welcome the opportunity to answer questions from potential applicants. Reminder: Questions concerning electronic submission should be directed to Grants.gov or eRA Commons. 
1. Scientific/Research Contacts: 

Inquiries related to Merit Review submission or review should be directed to the Scientific Review Administrator (SRA).  The PD/PI may contact HSR&D SRA with questions specifically related to scientific issues raised in the summary statement for a reviewed proposal or the scientific content of a proposal to be submitted. The Associate Chief of Staff for Research and Development (ACOS/R&D) should make all other contacts with HSR&D staff at VA central office (VACO), including questions relating to budget modifications noted in the summary statement. 
Contact information for Scientific Review Administrators for individual Scientific Merit Review Board Panels may be found at in the table below and on HSR&D’s website:  http://www.hsrd.research.va.gov/.   Note that panel names may change based on the proposals received for a particular review cycle. 
	Review Group
	SRA
	Phone
	E-mail

	Care of Complex Chronic Conditions
	Katherine Bent, RN, PhD, CNS
	(202) 461-1512
	katherine.bent@va.gov

	Quality Measure Development & Mobility, Activity, and Function
	Andrew Guccione, PT, PhD, DPT, FAPTA
	(202) 461-1517
	andrew.guccione@va.gov

	Equity/Women’s Health
	Linda Lipson, MA
	(202) 461-1526
	linda.lipson@va.gov

	Health Services Research Methodology
	Merry Ward, PhD
	(202) 461-1511
	merry.ward@va.gov

	Implementation & Management Research Science
	Patricia Rowell, PhD, APRN
	(202) 461-1513
	patricia.rowell2@va.gov

	Long-Term Care & Aging
	Pauline Sieverding, PhD, JD, MPA
	(202) 461-1506
	pauline.sieverding@va.gov

	Mental Health 
	Martha Bryan, EdD
	(202) 461-1505
	martha.bryan@va.gov

	Post-Deployment Health
	Patrice Robinson, ScD, FACHE, CAAMA
	(202) 461-1514
	patrice.robinson@va.gov

	Nursing Research Initiative
	Katherine Bent, RN, PhD, CNS
	(202) 461-1512
	katherine.bent@va.gov


2. Financial Management Contact(s): 

Mary Jones at mary.jones@va.gov
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