PI-

Type of SubmissionNew/Renewal/Resubmit-

Special Submission RequirementsBLR&D, CSR&D and SPiRE DEADLINES for FALL 2016 VA Merit Submission
Please remember the following formatting rules when creating the below documents
(except where noted otherwise)….
 Must use an Arial, Helvetica, Palatino Linotype, or Georgia typeface, a black font color, and a font
size of 11 points or larger.
 Use at least one-half inch margins (top, bottom, left, and right) for all pages.
 NO information should appear in the margins, including the PI’s name or page numbers, with the
exception of the following:
The use of the vertical bar drawn in the margin is allowed, provided that:
• the changes in text are also indicated as instructed on page I-23 of the revised VA SF424 Application
Guide;
• any issues with margins that arise from the use of the vertical bar are the responsibility of the PD/PI
and will not be viewed as grounds

DUE

Tuesday –AUGUST 16, 2016 – 8AM

☐ -Title (limit of 200 characters with spaces)
_____________________________________________________________________
☐ - Mandatory Summary Budget Worksheet (Sent Via Email with this form)
☐ - Budget Justification (No page limit)
☐ -Abstract (40 line limit) this can be in draft format at this time.
☐ - Project Narrative (relevance to VA) – 10 line limit
☐ - Facilities and Other Resources no page limit
☐ - Equipment no page limit
☐ - 08_VA_Director_Letter (Stephanie will prepare and send to you for review, prior to obtaining signatures)
☐ - 08b_VA_Letters (Stephanie will prepare the consolidated document based on letters you provide)
☐ - 09_VA_Checklist (Stephanie will prepare)
☐ -Letters of Support from all key personnel (no page limit-font requirements DO NOT APPLY)
☐ -Bio-sketches on all key personnel (must be on NEW NIH-VA approved format-not to exceed 5 pages)

☐ Other Support “This information is required at the time of application submission for all
Senior/Key Persons” - no page limit
Do not confuse “Research Support” with “Other Support.” Although they sound similar, these parts of the
application are very different.
“Research Support” (Section D of the Biosketch) highlights your accomplishments, and those of your colleagues,
as scientists. This information will be used by the reviewers in the assessment of each individual’s qualifications for a
specific role in the proposed project, as well as to evaluate the overall qualifications of the research team.
“Other Support” information (provided in the Senior/Key Person Profile) is required to check that the proposed
research has not already been funded by another Federal agency or private foundation.
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DUE Thursday- September 1, 2016 – 8AM
☐ - All final documents
☐ - 01_VA_Intro (3 page limit *needed for re-submissions ONLY
☐ - 02_VA_Specific_Aims (1 page limit)
☐ - 02b_VA_Research_Plan – 14 page limit
☐ - 03_VA_Progress_Report 5 page limit *needed for renewal apps OR recently funded merits ONLY.
☐ - 04-VA_Human_Subjects no page limit
☐ - 05_VA_Animals no page limit
☐ - Bibliography and References Cited – 4 page limit
Appendix Sheets (the following appendices are MANDATORY for inclusion…..additional appendices can be
included, as allowed per the SF424)
☐ - 10_VA_Appendix_1_Summary.pdf
☐ - 11_VA_Appendix_2_Abbreviations.pdf
☐ - 12_VA_Appendix_3_ Financial_Disclosure.pdf
☐ - 13_VA_Appendix_4_SRG_Request.pdf
☐ - 14_VA_Appendix_5_Data_Plan.pdf

Please reference your specific RFA for any additional requirements for your application!!!
Feel free to contact me with any questions!
Thanks!
Stephanie Zazycki
Research Service
Clinical Trials Administrator
VA Grants Manager
Cincinnati VA Medical Center
3200 Vine Street ML 151
Cincinnati, Ohio 45220
Phone: 513-861-3100 ext 4080
Fax: 513-475-6415
stephanie.zazycki@va.gov
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Part I - Overview Information
Department of Veterans Affairs
Participating Organizations

Veterans Health Administration, Office of Research and Development (VA-ORD)

Forms of Participating Organizations

Clinical Sciences Research and Development (CSR&D) Service, VA-ORD

Title

CSR&D Merit Review Award (Parent I01)

Announcement Type
Reissue of CX-15-001

Update: Revised February 16, 2016
Summary of Changes Incorporated into this Revision:
• Hyperlinks now direct the applicant to information and resources whenever possible.
o Blue hyperlinks redirect the applicant to other sites within this document and
to outside information that is accessible to the public.
o Red hyperlinks are only accessible using the VA intranet environment.
• A policy on the use of Common Data Elements for PTSD, TBI, and related disorders
has been added (Section 4).
• The policy on use of URLs in an application has been updated (Section 4).
• Updated RFA specific instructions for Appendices (Section 4, Table 2).
• A summary sheet of appendix items is now a required attachment (Section 4, Table 2).
• All Merit Award applications now require a Data Management and Access Plan as an
appendix (Section 4, Table 2; Section 5).
• There is new guidance for Progress Reports that supersedes the SF424 guidance
(Section 4, Table2).
• R&R Budget Form instructions have been updated (Section 4).
[02/16/2016]Corrected typo in file name for Data Management and Access Plan
(Section 4, Table 2).

Request for Applications (RFA) Number:

CX-16-001

Key Dates

Release/Posted Date: February 1, 2016
Letters of Intent Receipt Date(s): Not Applicable
Application Deadlines, Submission, Peer Review, and Start Dates: See Table 3.

Expiration Date: December 31, 2016

1

Application Instructions: Applications submitted in response to this RFA must be
submitted electronically to Grants.gov using the VA SF424 Research and Related (R&R) Forms
(VA-SF424) as described in the SF424 (R&R) Application Guide for VA-ORD (VA-SF424 AG).
This RFA must be used in conjunction with the VA version of the Application Guide SF424
(R&R) available on the VA-ORD Intranet site. The instructions in this RFA may differ from, and
supersede, the general instructions contained in the VA-SF424 AG.
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Part II - Full Text of Announcement
Section I. Funding Opportunity Description
1. Research Objectives
CSR&D funds clinical, behavioral, and epidemiological research on disorders and diseases of
importance to the health of Veterans. Studies supported under this RFA include experimental
and observational studies involving human subjects for research purposes. Applications
involving administration of survey instruments or questionnaires, the collection of medical
histories from research subjects and/or performing medical procedures (including imaging
studies or surgical biopsies) or treatment regimens in any of the specific aims can be submitted
under this RFA. CSR&D supports interventional clinical trials only if a Letter of Intent (LOI) is
approved in advance (see RFA CX-16-006).
Eligible applicants are encouraged to submit innovative or highly impactful clinically relevant
research with the potential to lead to significant advances in healthcare for Veterans. Examples
of priority research areas of specific interest to CSR&D include focus on:
• Post-deployment-, military service- and Veteran-related behavioral, psychiatric and
cognitive disorders
• Posttraumatic stress disorder including commonly occurring co-morbidities
• Suicide prevention
• Prevention/reduction in health-risk behaviors (e.g., substance abuse, addictive
disorders)
• Women Veteran’s health
• Pain mechanisms focused on treatment questions that have potential to advance care
• Diseases with a high healthcare burden in the Veteran population, including precision
medicine studies especially focused on individual treatment response
Since these RFAs are the major research funding mechanism for funding clinical research
involving Veterans, the Service Director will determine, based on numerous factors (e.g.
purview, relevance and portfolio balance) appropriateness for CSR&D support. Therefore,
applicants are encouraged to contact the relevant Research Program/Portfolio Manager in
advance of submitting an LOI or a new application to ensure acceptance prior to submission.
(See http://www.research.va.gov/services/shared_docs/contacts.cfm#managers)

Section II. Award Information
1. Mechanism of Support
This RFA will use the VA Merit Review Award (I01) mechanism for investigator-initiated VA
research. The Merit Review Award Program is an intramural funding mechanism to support
investigator-initiated research conducted by eligible VA investigators at VA Medical Centers
(VAMCs) or VA-approved sites. Merit Review Awards are CSR&D’s principal mechanism for
funding.
Applications electronically submitted to CSR&D through Grants.gov will be peer-reviewed by a
Scientific Review Group (SRG) to provide the Director, CSR&D with an evaluation of the scientific
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merit of the proposed research including recommendations on budgets, funding durations, and
potential ethical concerns. All funding decisions are made by the Director, CSR&D.
Before funds are released, all applicable regulatory and research compliance approvals must be
obtained locally. The “Just In Time” (JIT) system requires the local assurance forms to ensure
all VA regulations and policies are met. All JIT requirements must be completed within 180 days
of selection to ensure availability of funding. All Specific Aims of an application must be able to
be cleared in JIT. If a portion of the application is not ready for JIT clearance, the funding
decision may be rescinded; partial funding of an application will not be considered.

2. Application Types Allowed
New: Proposals that have not been previously reviewed or funded by CSR&D under this RFA
will be accepted as “new” in response to this RFA.
Resubmissions: Submission of up to two revised applications (resubmissions) is allowed if
the initial submission is not selected for funding. All resubmission applications must include
a brief Introduction that addresses the concerns raised in the previous review. If an
application is not funded after two resubmissions it is not eligible to receive funding and any
new submission by the PD/PI must contain significantly revised Specific Aims. “New”
applications submitted without significantly revised Specific Aims will be withdrawn from
review.
Renewals: Funded Merit Review Awards can be renewed by competitive application for an
additional project period of up to 4 years. If three attempts to renew an application do not result
in a decision to fund, a “New” application must then be submitted.
Refer to the VA -SF424 AG for guidance on how to fill out the VA-SF424 Cover Form for each
application type. Note: Resubmitted, renewal applications should be marked as
“Resubmission” in Box 8 of the SF424 (R&R) Form.

3. Multiple Awards and Submissions
An investigator may submit concurrent applications to more than one CSR&D RFA. An
investigator may not be a PD/PI (either Contact PD/PI or one of multiple PD/PIs) for more
than one application to the same RFA per review cycle and an investigator may only have one
funded project for each RFA. An investigator may submit applications to a maximum of three
RFAs in any given review cycle (combined submissions to CSR&D and/or BLR&D).
Concurrent awards for supporting multiple projects under different RFAs will only be
considered in unusual cases such as exceptionally meritorious research that addresses high
priority research areas and current programmatic needs.
Submission of multiple applications with similar subject matter to different RFAs may result
in the applications being assigned to the same SRG; if this occurs CSR&D will not entertain
requests to move one of the applications to a different SRG.

4. Funds Available
Merit Review Award Budget Cap: The recurring (annual) budget may not exceed $150,000
per year. The first year budget may include up to an additional $50,000 for equipment and
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other startup costs (for a total year 1 budget cap of $200,000). The salary for a non-clinician
contact PD/PI identified in Box 14 of the SF424 (R&R) Cover Form is excluded from this cap. In
an application with multiple PD/PIs, only the Contact PD/PI may have their salary excluded
from this cap. A Merit Review Award budget must request at least $50,000 per year.
Duration of Merit Review Awards: Merit Review Awards have durations of two to four
years.
Exceptions to the Budget Cap and/or Duration: Applications may only exceed the
budget and duration requirements if a copy of the letter of approval for a waiver is included in
the Letters of Support. Rare exceptions to the budget cap and/or maximum duration may be
granted prior to application submission for fully justified and compelling circumstances. Waiver
requests must be submitted by the local R&D Office to vhacoblcsrdrev@va.gov.

5. Cost Sharing or Matching Funds
Not Applicable

6. Location of Research Space
All performance sites (VA and non-VA) must be included in the Project/Performance Site
Locations Form.
It is expected that PD/PIs will perform funded research within a VA facility or VA-leased space
controlled by them. If any of the proposed work will be carried out in non-VA space controlled
by a PD/PI or other VA investigator, a waiver to perform the research off-site must be obtained
prior to submitting the application. Work performed in a non-VA collaborator’s off-site
laboratory or off-site Core Facility does not require an off-site research waiver, except when a
VA investigator is the Core Facility Director. A copy of the approval letter for the off-site waiver
must be included in the Letters of Support attachment (refer to VHA Handbook 1200.16).

7. Duplicate Submissions
No portion of the proposed research may be simultaneously submitted to more than one RFA in
the same review cycle. Applications submitted to CSR&D should not be submitted to any other
VA-ORD Service. In cases where it is not clear which Service’s purview is the best fit for a
particular application, the VAMC research office should seek advice from ORD program staff
about where to submit.

Section III. Eligibility Information
1. Eligible Institutions
Applications may be submitted from any VAMC with an active Federalwide Assurance (FWA)
of compliance with the US federal regulations for the protection of human subjects in
research. A letter of support for the application from the Medical Center Director must be
included as a separate attachment.
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2. Eligible Individuals
The Merit Review Award Program is an intramural program to fund research conducted by VAsalaried investigators at VAMCs or VA-approved sites. A PD/PI shall hold an MD, PhD, or
equivalent doctoral degree in a medical, biological, or behavioral science field. All PD/PIs must
have a VA paid appointment of at least 25 hours per week (5/8ths) to receive ORD research
funding (VHA Handbook 1200.15). Contract clinicians are not VA employees. The VA
employment status of each PD/PI must be indicated in the application. If a clinician PD/PI does
not have a current, 5/8ths VA paid appointment then the letter of support from the Medical
Center Director must include a commitment to offer the PD/PI a 5/8ths (or greater)
appointment at the VAMC if the application is approved for funding.
Prior to submission, all new, non-clinician PD/PIs must apply for eligibility and be accepted into
the BLR&D/CSR&D intramural research program. For purposes of eligibility, a clinician is
defined as a licensed practitioner with a doctoral degree (MD, DO, DDS, PhD, etc). It is
assumed, but not required, that he/she treats patients at the VAMC. All others are considered as
non-clinicians. Eligibility to submit applications to Health Services Research and Development
(HSR&D) or Rehabilitation Research and Development (RR&D) Services of VA-ORD or
participation in a Cooperative Studies Program (CSP) study does not automatically confer
eligibility to submit a Merit Review Award application to the CSR&D Service. However, there is
reciprocity for eligibility between CSR&D and BLR&D Services. For more information see the
BLR&D/CSR&D Funding Eligibility Guidelines.
VA Career Development Awardees: Investigators with a VA Career Development Award
(CDA) may submit an initial Merit Review Award application during the last two years of their
CDA award. If needed, up to 2 additional applications (revised or new) may be submitted during
the following 3 consecutive review cycles. After the 3rd submission or 3rd consecutive review
cycle after the initial submission, whichever comes first, applicants need to follow the normal
eligibility rules for submitting applications for Merit Review award funding.
Multiple PD/PIs: The “Contact” PD/PI identified in the VA-SF424 Cover Form will be
responsible for all communication between the PD/PIs and VA-ORD. Only individuals
assigned the PD/PI role in the Budget Form and the Key Personnel Form are considered as
PD/PIs. All PD/PIs must meet the eligibility requirements described above. The inclusion of a
non-eligible Co-PI/MPI may lead to the administrative withdrawal of the application. The
justification for inclusion of more than one PD/PI must be included in a Multiple PD/PI
Leadership Plan and each of the multiple PD/PIs must be assigned the PD/PI role. Co-PD/PI
role is no longer recognized by eRA or VA-ORD.
Each PD/PI listed on an application will be considered to have made their one allowable
submission to this RFA. Reviewers may include the structure and governance of the PD/PI
leadership team, as well as the knowledge, skills, and experience of the individual PD/PIs,
into their assessment of the application. Multiple PD/PIs on a project share the authority and
responsibility for leading and directing the project intellectually, financially, and logistically.
Each PD/PI is responsible and accountable for the proper conduct of the approved protocol,
including the submission of all required reports.

Section IV. Application and Submission Information
Several registration processes must be completed by the local R&D Service before submission of
an electronic application (see Section 2.2 of the VA-SF424 AG). Applications must be submitted
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to Grants.gov by the local research signing official (SO). Applicants are highly encouraged to
start the submission process well in advance of the submission deadline to ensure it passes the
validations performed at Grants.gov and the eRA.

1. Request Application Information
Applicants must download the specific VA-SF424 (R&R) application forms for this RFA
through Grants.gov/Apply. Click on the link to “Download a Grant Application Package”
(Step 1) and then enter the RFA number from page 1 of this announcement in the middle box
labeled “Funding Opportunity Number.” VA-ORD RFA Numbers cannot be found by using
the Grants.gov search engine (Search Grants). This forms package must be used to submit an
application to this solicitation. Detailed instructions for this submission are provided in Part 1,
Section 2 of the VA-SF424 AG.
Additional resources for applicants are available from Grants.gov at:
http://www.grants.gov/web/grants/applicants/applicant-resources.html
It is recommended that you use the latest version of Adobe for your submission; however the
compatibility of any Adobe version may be verified at:
http://www.grants.gov/web/grants/applicants/adobe-software-compatibility.html
For Assistance downloading this or any Grants.gov application package, please contact
Grants.gov Customer Support at: http://www.grants.gov/web/grants/support.html

2. Content and Form of Application Submission
Prepare all applications using the VA-SF424 (R &R) application forms for this RFA in
accordance with the VA-SF424 AG, which must be followed because specific file names are
required in order to upload the components of your application into the grants.gov system.
A summary of the main components required for this application is shown below in Table 1.
Table 2 below contains instructions for SF424 Research and Related Forms specific to this RFA.
Instructions in Table 2 are in addition to, or supersede, instructions in the VA-SF424 AG as
appropriate.
Use of Common Data Elements (CDE): For human studies of the causes and
mechanisms underlying posttraumatic stress disorder (PTSD), traumatic brain injury (TBI),
and other co-occurring outcomes like suicide, depression, and substance abuse disorder it is
expected investigators will use CDEs established by the PhenX Measures for Mental Health
Research Project. If the proposed research is not compatible with these core CDEs, the
investigator(s) must provide detailed justification why these measures will not be
incorporated.
Use of hyperlinks: All applications must be self-contained (i.e., without the use of
URLs/hyperlinks), within specified page limits. The use of URLs/hyperlinks is prohibited except
in the Biographical Sketch. Use of URLs/hyperlinks in the Introduction to Revised Application,
Specific Aims, or Research Plan will cause the application to be withdrawn from review. Use of
URLs/hyperlinks in other sections of the application will cause the application to be withdrawn
from review, if found to be egregious and violate the stated page limited sections by providing
additional information. Note that reviewers are under no obligation to view the Internet sites,
and are cautioned that they should not directly access an Internet site as it could compromise
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their anonymity. The inclusion of links to videos within an application is not acceptable and will
cause the application to be withdrawn from review.
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Table 1. Summary of Required Forms and Attachments
Forms, Attachments, and Templates with Size
Limits as Applicable
SF424 (R&R) Form
Project/Performance Site Locations Form
Other Project Information Form:
Project Summary/Abstract (40 lines of text)
Project Narrative (10 lines of text)
Bibliography & References Cited (4 page limit)
Facilities & Other Resources
Equipment
Other Attachments:
1. Introduction to Revised Application (3 page limit)
2. Specific Aims (1 page limit)
2a. Research Plan (14 page limit)*
2b. VA Career Plan
2c. Mentoring Plan
3. Progress Report (5 page limit)*
4. Human Subjects*
5. Vertebrate Animals
6. Multiple PD/PI Leadership Plan
7. Consortium/Contractual Arrangements
8. Signed Directors Letter
8a. R&D Committee Letter
8b. Letters of Support
9. Electronic Merit Review Checklist
Appendices:*
10. List of Appendix Items*
11. List of Abbreviations*
12. Financial Disclosures*
13. SRG Request Memo*
14. Data Management and Access Plan*
Sf424 (R&R) Senior / Key Person Profile(s)
SF424 (R&R) Budget

Required
When?
Always
Always

VA-SF424
Instructions
Section 4.2
Section 4.3

Always
Always
Always
Always
Always
Resubmission
Always
Always
Never Submit
Never Submit
Renewal†
Always
If Applicable
If Applicable
If Applicable
Always
Never Submit
If Applicable
Always
Always
Always
Always
Always
Always
Always
Always

Section 4.4

Section 4.5
Section 4.7

* These sections have special instructions for this RFA that are in addition to or supersede
instructions in the VA SF424. See Table 2 below.
† New applications from previous awardees may also require a progress report. See Table 2
below.
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Table 2: RFA Specific Instructions for VA SF424 Forms and Attachments
Form/Attachment Name
Page Limit
Required File Name

Instructions

2a. Research Plan
14 Page Limit
02a_VA_Research_Plan.pdf

The Research Plan must include sufficient information for
evaluation of the project, independent of any other
document (e.g., previous application). Be specific and
informative.
In general, the Research Plan should include the following
sections:
Background and Significance
Briefly sketch the background leading to the present
application, critically evaluate existing knowledge (e.g.,
published literature, clinical trials, etc.), and specify the gaps
that the project is intended to fill. State concisely the
importance and Veteran health relevance of the research
described in this application. Relate the specific aims to the
broad, long-term objective of improving Veteran health. If
the aims of the application are achieved, state how scientific
knowledge or clinical practice will be advanced. Additionally,
describe the effect of these studies on the concepts, methods,
technologies, treatments, services, or preventative
interventions that drive this field.
Use of drug compounds should be detailed, including
pharmacological and toxicological data. Include references
to preliminary findings, meta-analyses, and other supporting
data.
Preliminary Studies
Use this section to provide an account of the PD/PI’s
preliminary studies pertinent to this application, including
his/her preliminary experience with and outreach to the
proposed racial/ethnic group members, when relevant. This
information will also help to establish the experience and
competence of the investigator to pursue the proposed
project. For epidemiology research applications, pilot data
demonstrating the feasibility of obtaining samples,
recruiting subjects, and/or data needed for the project must
be included, if applicable.
Research Design and Methods
Describe the research design conceptual or clinical
framework, procedures, and analyses to be used to
accomplish the specific aims of the project. Include how the
data will be collected, analyzed, and interpreted. Describe
any new methodology and its advantage over existing
methodologies. Describe any novel concepts, approaches,
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Form/Attachment Name
Page Limit
Required File Name

Instructions

tools, or technologies for the proposed studies. Discuss the
potential difficulties and limitations of the proposed
procedures and alternative approaches to achieve the aims.
As part of this section, provide a tentative sequence or
timetable for the project. Point out any procedures,
situations, or materials that may be hazardous to personnel
and the precautions to be exercised.
All animal models, cell lines and/or sources of tissue to be
used must be clearly identified and described in this section.
For molecular epidemiology research applications this
section must include:
• Description of various comparison groups
• Subjects recruitment strategies, if applicable,
including control groups. The criteria to be used for
subject selection, the criteria for assignments to
various study groups, and the number of subjects
expected to be recruited each year until the
conclusion of the study should be clearly detailed.
• Data describing subject population
inclusion/exclusion criteria at recruiting sites,
including the number of subjects available, should be
provided as evidence of feasibility.
• The statistical analysis plan, including the statistical
approach to the questions being investigated,
calculations of sample size, and other comparative
measurements should be described. The application
also needs to detail how various data measures will
be categorized and assessed.
Do not repeat the Specific Aims in the Research Plan.
Do not include the Progress Report for renewal applications
in the Research Plan.
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Form/Attachment Name
Page Limit
Required File Name

Instructions

3. Progress Report
5 Page Limit
03_VA_Prog_Report_Pubs.pdf

Progress Reports are required for all renewal applications. In
addition, VA Career Development and Merit Review
awardees who are submitting a ‘New’ application are
required to submit a progress report for their previous
award.
Provide the beginning and ending dates for the period
covered since the project was last reviewed competitively.
Summarize the previous application’s specific aims and the
importance of the findings. Provide a succinct account of
published and unpublished results, indicating progress
toward their achievement. Provide a list of titles and
complete citations for all publications, manuscripts accepted
for publication, patents, and other printed materials that
have resulted from the project since it was last reviewed
competitively.
Do not include URLs or PMC submission identification
numbers for publicly available citations; copies of these
publications are not accepted as appendix material.
Do not include unpublished theses or abstracts/manuscripts
submitted, but not accepted for publication.

4. Human Subjects
No Page Limit
04_VA_Human_Subjects.pdf

It is expected that all CSR&D studies will be focused on the
Veteran population, requests for enrollment of or data and
samples from non-Veterans will be reviewed
administratively.

10, 11, 12… Appendices
10_VA_Appendix_1.pdf
11_VA_Appendix_2.pdf
12_VA_Appendix_3.pdf
(additional attachments as
needed: same file name format)

Appendices should be named using the following convention
in the following order:
• Attachment number, starting with 10, then 11, 12, etc.
• Underscore
• The phrase “VA_Appendix”
• Underscore
• Appendix number starting with 1, then 2, 3, etc.
• Underscore
• Brief description of the contents (e.g., Abbreviations,
Accepted_Manuscripts, Patents)
• “.pdf”
The first appendix should be a summary sheet listing all of
the items included in the appendices; it should be named:
“10_VA_Appendix_1_Summary.pdf.”
The second appendix should be the alphabetized list of
abbreviations used in the application; it should be named:
“11_VA_Appendix_2_Abbreviations.pdf.”
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Form/Attachment Name
Page Limit
Required File Name

Instructions

The third appendix should be a Financial Disclosure
Statement; it should be named:
“12_VA_Appendix_3_Financial_Disclosure.pdf.”
Provide a clear statement disclosing any financial
conflict of interest that each PD/PI may have with
the proposed research (e.g., purchase of a device or
specialized compound from a company in which the
PD/PI has a financial interest). VA researchers with
outside consulting, employment, or royalty payment
opportunities should disclose those potential
opportunities to their local VA facility to ensure
compliance with the facility policy on financial
conflict of interest.
A single page containing “N/A” or “No Disclosures”
should be used if there is nothing to disclose.
The fourth appendix should be a brief letter stating what
panel the PD/PI would like the application assigned to; it
should be named:
“13_VA_Appendix_4_SRG_Request.pdf”
See the BL/CSR&D Merit Review Panel Purview
document for a description of the purview of each of
the review panels.
The fifth appendix should be a data management plan; it
should be named:
“14_VA_Appendix_5_Data_Plan.pdf”
Investigators are expected to include a brief
description of how final research data and results will
be shared (See Section IV. Application and
Submission Information).
Additional appendices can be added using the file name
conventions described above. Please refer to the SF424 AG
for guidance on allowable appendix attachments.

Summary Budget Worksheet and R&R Budget Form
Budget Guidance
See the VA Application Guide SF424 (R&R), Section 4.7 Summary Budget Worksheet and R&R
Budget Form for guidance on budget content for Sections A-K.
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Personnel (section A): For a non-clinician PD/PI enter the calendar months that indicate
the actual effort that the investigator will expend for the research described in this application
only; salary consistent with their total VA effort may be requested. Describe the PD/PI’s
contribution to the proposed research, as well as the other activities comprising their total VA
effort, in the Budget Justification section.
If the PD/PI is a Research Career Scientist, enter the calendar months that indicate the actual
effort that the investigator will expend for the proposed research, but do not include salary in
the budget. In the Budget Justification section discuss the investigator’s contribution to the
proposed research only.
Salary support may be requested only for activities that are uncompensated from other sources,
such as the academic affiliate or other funding agencies. Any differences in the calendar months
effort for the work proposed and total VA effort (salary support) must be fully described in the
budget justification.
Personnel (Section B): The last row of Section B should include all VA personnel involved in
the project, except the PD/PI named in Section A.
Applications with Multiple PD/PIs: When multiple PD/PIs are proposed, only the
Contact PD/PI (identified in Box 14 of the SF424 (R&R) Cover Form) is eligible to receive
salary above the budget cap. Identification of multiple PD/PIs may not be used to exceed
budget caps. Cost of living adjustments for personnel other than contact PD/PI may not cause
the budget to exceed the stated cap.
Other Direct Costs (Section F): All Other Direct Costs described below should be totaled
and entered in Section F, Line 8 of the R&R Budget Form. Leave all other fields blank in
Section F (1-7, 9, and 10).
Equipment Description: Start-up Costs (maximum of $50,000, excluded from the
$150,000 budget cap in Year 1) are intended to support the one-time purchase of non-recurring
items. Start-up costs are limited to items of major equipment (> $5,000 per item), small
equipment (< $5,000 per item), or one-time purchase of transgenic mice for breeding. Start-up
costs should be included on the equipment line of the Summary Budget Worksheet and in
Section F, Line 8 of the R&R Budget Form.
Start-up costs may not be used for salaries, consumables unique to the first budget period, or
advance purchase of recurring items (e.g., experimental animals, glassware, electrodes,
antibodies, or tissue culture supplies) to be used beyond the first budget period.
Only start-up costs may be used to purchase items of major equipment (> $5,000 per item).
Start-up funds and recurring budget may not be combined to purchase additional or more
expensive equipment.
In addition to the required budget justification for equipment, include a separate section for
start-up funds requested. Include an itemized list of all items to be purchased with start-up
funds, a justification for each item in the list, and the total amount of start-up funds.
Budgets requesting start-up costs that do not meet the above definition will be considered to be
in excess of the $150,000 recurring budget cap and the application may not be accepted for
review.
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Travel: Travel costs for presenting research findings at scientific meetings may not exceed
$2000 per year (total, not per individual). Travel costs required to perform the proposed
specific aims are permitted if clearly justified in the budget justification section.
Materials and Supplies (item 1): Small equipment items (<$5,000 per item) may be
requested as either Materials and Supplies or start-up costs. If requested as start-up costs,
include on the equipment line of the Summary Budget Worksheet and Section F, Line 8 of the
R&R Budget Form.

3. Submission Dates and Times
Deadlines: Table 3 below contains deadlines for Merit Review Award Program applications.
Renewal of Awards: Submission of renewal applications for review one year prior to the
award’s end date is encouraged. For example, if the award ends September 30th, the renewal
application is normally due for the Spring review cycle. This allows the PD/PI to submit an
application and one revision (if the renewal is not funded) without experiencing a funding gap.
If the submission is approved for funding, the PD/PI may opt for one of the following scenarios:
delay the new project start date until the conclusion of the currently funded project; or start the
new project at the earliest possible start date, terminating the currently funded project before its
conclusion.
Submitting renewal applications more than 1 year prior to the end date is discouraged. If the
early submission is approved for funding the PD/PI will have two options: (1) replace the
ongoing project with the new Award, losing the remaining time on the currently funded project;
or (2) reject the new award and continue the ongoing project. Delaying the start of the new
award until the conclusion of the currently funded project is not an option.

3.A. Submission, Review, and Anticipated Start Dates
All new or changed/corrected applications must be submitted and accepted (error-free) in
Grants.gov on or before 6 p.m. (local time) of the Last Possible Submission Date (submission
deadline) in Table 3.
NOTE: Applications accepted by eRA Commons with no errors (with or without warnings) are
provided a two-business day examination window to check for errors. The application is
automatically verified on the third business day if it is not withdrawn by the SO during the
examination window.
Once verified, an application is considered final and no other version will be accepted for review.
It is the responsibility of the PD/PI and AOR/SO to check for errors during the examination
window.
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Table 3. Standard Dates for Application Deadlines for 2016
SUBMISSION CYCLES:

Spring 2016

Fall 2016

December 1

June 1

December 1

June 1

February 8

August 8

March 8

September 9

March 10

September 13

6:00 pm local time

6:00 pm local time

March 15

September 15

CYCLE I (Spring)

CYCLE II (Fall)

Scientific Merit Review

May - June

NovemberDecember

Administrative Review

July - August

January - February

October 1

April 1

Deadline for requests for Eligibility and/or Acceptance
into the Non-Clinician Intramural Research Program
Deadline for waiver requests (offsite research or budget
cap)
First day to submit applications to Grants.gov
Deadline to submit to Grants.gov (After this date the
full two-day correction window cannot be used.)
Last Possible Submission Date ( to Grants.gov)
WARNING: If you submit an application on the
Last Possible Submission Date and errors are
identified by either Grants.gov or eRA Commons
there may not be enough time to fix the errors,
resubmit, and have the application received and
verified by eRA.
If your application is accepted by eRA with no
errors, do not withdraw the application during the
two-business day examination window unless there
is sufficient time to resubmit a changed/corrected
application by the submission deadline.
Changed/Corrected applications submitted after the
Last Possible Submission Date will not be accepted
for review.
Verification Deadline (in eRA)
Once verified, an application is considered final and no
other version will be accepted for review. ‡
Review and Award Cycles:

Earliest Project Start Date§

‡Verification occurs two business days after receipt of an application with no errors; warnings are inherent to the
current eRA system and will not hinder application acceptance or review.
§CSR&D may not always be able to honor the requested start date of an application; therefore, applicants should
make no commitments or obligations until confirmation of the start date by the awarding service.

3.A.1. Letter of Intent
A letter of intent is not required for this funding opportunity.
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3.B. Application Processing
The local Research and Development Office (ACOS and/or AO) is responsible for submitting
a notification of any system errors to the eRA mailbox (rd-era@va.gov) prior to the
submission deadline (for Grants.gov issues) or validation deadline (for eRA issues).
Upon receipt, applications will be evaluated for completeness. Incomplete applications will
not be reviewed. No additional or replacement information will be accepted after submission of
the application unless requested by the Program Review staff. The only exceptions are official
letters of acceptance for publication of manuscripts submitted by the PD/PI. These must be sent
by e-mail to the Review Mailbox (vhacoblcsrdrev@va.gov).

4. Data Management and Access Plan (DMAP)
Provide a DMAP that describes how and where data resulting from the research will be made
available to the public. The plan must:
a) Specifically include how and where the final research datasets underlying scientific
publications will be made available for discovery, retrieval, and analysis and what data
will be available.
b) Include provisions for long-term preservation of and access to the scientific data
resulting from the research or explaining why such access cannot be provided.
c) Include an explanation of how data sharing and preservation will enable validation of
results, or how results could be validated if data are not to be shared or preserved.
d) As relevant, describe the mechanisms to ensure the protection of personal privacy of
research subjects, the confidentiality of individually identifiable private information, and
the secure maintenance of proprietary data and information. The plan for sharing
research data should be consistent with other aspects of the application such as the
Protection of Human Subjects Section.

Section V. Application Review Information
An overview of the Merit Review process is described in Part 1, Section 6 of the VA-SF424
AG. The following review criteria described below will be considered in the review process for
applications submitted to this RFA.

1. Review Criteria
Research Project Evaluation Criteria
Significance: Does the proposed study address an important problem or critical knowledge
gap in the field and specifically to the Veteran population? How do the research concepts,
methods, technologies, treatments, services, or interventions advance the field? If successful,
what is the likely impact of the proposed study on the scientific field and on Veterans’
healthcare?
Innovation: Does the application challenge existing paradigms, explore new concepts,
methodologies, or technologies, or otherwise exhibit significant creativity? To what degree
does the proposed study represent more than an incremental advance on the published
literature?
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Approach: How well do the logical reasoning, critical review of the literature, and preliminary
data support the rationale and the feasibility of the project? Are the hypotheses, aims,
experimental design, methods, and analyses (including statistics) well developed? Are
potential problems, alternative strategies, and benchmarks for success presented?
Feasibility: Is there sufficient evidence to determine that the proposed studies can be
successfully completed? If applicable, is there sufficient evidence for successful recruitment
and enrollment of subjects? Can the required animal models or samples be attained? Can the
proposed study be completed within the duration of the award?
Investigators: Do the PD/PI(s) and other key personnel have the expertise, experience, and
record of accomplishments to enable successful completion of the proposed research? If
applicable (Multiple PI/PD), how well are the efforts of the investigators and/or research
teams integrated and is the collaboration synergistic or complementary? For Renewal
applications, has the applicant been productive and shown research progress in the last
funding period?
Multiple PD/PI Leadership Plan (if applicable): To what degree are the organizational
plan, leadership approach, and roles and responsibilities of the PIs/PD appropriate with
regard to expertise, resources, and commitment to ensure the completion of the project?
Environment: Do the scientific environment, facilities, and resources support the research
requirements so as to enable the success of the project? Is there evidence of institutional
support reflecting space, equipment, and other unique resources including availability of and
access to populations adequate for the project proposed and/or to facilitate collaborative
arrangements?
Ethical/Safety Issues: Are there any ethical, human subject, animal use, or biohazard
concerns?

2. Other Considerations
In addition to the above criteria, the following additional instructions are provided to
reviewers. These items will be considered; however, reviewers are instructed that these items
should not influence their overall priority score.
Budget: Please indicate any specific comments you may have concerning the requested
budget (amount and duration). Including overlap with other funded projects listed as
“Other support” for any of the key personnel. For all years, determine whether all
categories of the budget are appropriate and justified. Provide a rationale for each suggested
modification in amount or duration of support.
Sharing Research Data: Comment on whether the Data Sharing Plan or the rationale for not
sharing data is reasonable.
Resubmission (if applicable): Please indicate whether the applicant has responded to all or
only some of the concerns raised in the previous Summary Statement and whether the
responses are appropriate. Please comment on whether the application has been improved
as a result of the revisions. Specific comments regarding the impact of revisions should be
included, as appropriate, in the sections above for the individual review criteria.
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Other Issues: Please identify any foreign/international studies, or studies involving children
or the use of human fetal tissue or anything that derives from it. Additionally, identify any
potential overlap issues with other funded studies.

3. Disapproved Applications
An application may be disapproved if the SRG determines that the proposed studies are
unethical.
• Applications 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, with
VA resources, even if the project is funded by another agency.

4. Appeals
The basis for an appeal and the procedure for submitting an appeal are detailed in the guidance
document located at:
http://www.research.va.gov/services/shared_docs/merit_review_guidance_docs/appealprocess.doc

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 the
Summary Statement via the NIH 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: VA-ORD is committed to the highest standards for the ethical conduct of
research. Maintenance of high ethical standards requires that VAMCs and investigators applying
for, and receiving, Merit Review Awards have appropriate procedures to preclude the
occurrence of unethical research practices.
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 as a condition of acceptance of the award.
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 applications to CSR&D.
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.
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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).
Annual Reports: By accepting a Merit Review Award, the PD/PI agrees to complete an
annual Federal-wide research performance progress report (RPPR) for the project. Information
and instructions for RPPR can be found here:
http://www.research.va.gov/resources/RPPR.cfm.

Section VII. Agency Contacts
We encourage scientific/programmatic inquiries concerning this funding opportunity and
welcome the opportunity to answer questions from potential applicants.

1. Scientific/Research Contacts:
To ensure a timely response prior to submission, all questions concerning electronic
submission should be submitted by appropriate Research and Development Office staff to the
eRA mailbox at: rd-era@va.gov.
If the initial assignment to an R&D Service or SRG seems inappropriate, the local Research &
Development Office may request reassignment on behalf of the PD/PI, only after initial review
assignments have been completed.
Inquiries from the local Research & Development Office related to the review process should be
directed to vhacoblcsrdrev@va.gov.
Applicants may contact the appropriate Scientific Review Officer (SRO) directly with questions
specifically related to issues raised in the summary statement. SRO contact information for
individual SRGs may be found at: http://www.research.va.gov/services/shared_docs/jointmerit-review-panels.pdf
A representative of the individual R&D Service should be involved in any other communications
with VA-ORD.

2. Financial Management Contact:
Sara Clark at Sara.Clark@va.gov
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