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PART I

Instructions for Preparing
and Submitting an
Application



1. Foreword

Forms Version C Application Guide —Revised November 25, 2015

This application guide includes changes to the SF424 Research & Related (R&R) form C
instructions necessitated by the OMB renewal and Grants.gov’s subsequent release of updated
forms in June 2013. Changes have also been made to various PHS 398 instructions necessitated by
the OMB renewal in October 2015. Parts II (Supplemental Instructions for Preparing the Human
Subjects Section of the Research Plan and Human Subjects Research Policy) and III (Policies,
Assurances, Definitions, and Other Information) of the application guide remain a stand-alone
document titled, “Supplemental Grant Application Instructions.”

Note: This version of the Application Guide now also includes information for preparing
Fellowship applications. The previous separate application guide is now incorporated into this
document.

Modifications include the following:

Creating PDFs for Text Attachments

« Removed outdated language on Grants.gov PDF Download Software page.

Process for Application Submission via Grants.gov

o Changed “receipt date” to “due date” throughout this guide.
« Changed “submission date” to “due date” throughout this guide.

SF424 (R&R) Forms
SF 424 (R&R) Form

o Cover letter should contain a statement if the proposed studies will generate large-scale
human or non-human genomic data as detailed in the NIH Genomic Data Sharing Policy.

SF 424 (R&R) Senior/Key Person Expanded Form

« A Commons username is required for fellowship sponsors. A Commons username is also
required for candidates for diversity and reentry supplement support.

SF 424 (R&R) Other Project Information Form

o Inter-institutional Assurance from OLAW required if the applicant organization has neither
an animal care and use program, facilities to house animals and conduct research on site,
nor an IACUC, and the animal work will be conducted at an institution with an Animal
Welfare Assurance.

« Authentication of Key Biological and/or Chemical Resources added as an Other Attachment
for Research applications.

PHS 398 Forms

PHS 398 Research Plan Form



http://grants.nih.gov/grants/funding/424/SupplementalInstructions.pdf

o Added language regarding scientific premise, sex as a biological variable, and human
subjects to the research plan attachment.

« For renewal and revision applications, previous participant enrollment information needed
for any studies meeting the NIH definition of clinical research should be included in the
research plan attachment.

o Vertebrate animals section revised.

PHS 398 Career Development Award Supplemental Form

« Authentication of Key Biological and/or Chemical Resources added as an Other Attachment
for Career Development applications.

o Added language regarding scientific premise, sex as a biological variable, and human
subjects to the research plan attachment.

« For renewal and revision applications, previous participant enrollment information needed
for any studies meeting the NIH definition of clinical research should be included in the
research plan attachment.

o Vertebrate animals section revised.

PHS 398 Training Program Plan Form

« Renamed Chapter 8 “Supplemental Instructions to the SF424 (R&R) for Preparing
Institutional Research Training and Career Development Program Applications.”

« Revised instructions to the following attachments: Recruitment and Retention Plan to
Enhance Diversity; Human Subjects; Vertebrate Animals; and Progress Report.

Chapter 10 is now “Supplemental Instructions to the SF424 (R&R) for Preparing a Multi-project
Application.”

For additional details on all the changes noted above, see NIH Guide Notice NOT-OD-16-004.

This application guide contains instructions and other useful information for preparing grant
applications to the National Institutes of Health (NIH) and other Public Health Service (PHS)
agencies for:

Public Health Service (PHS) Research Grants

Career Development (K) Awards (Specific instructions Section 7)
Institutional Training (T) Grants (Specific instructions Section §)
Individual Fellowship (F) Grants (Specific instructions Section 9)

Supplemental Instructions to the SF424 (R&R) for Preparing a Multi-Project Application
(Specific instructions Section 10)

This application guide is used as a companion document to the SF424 Research and Related
(R&R) application forms. In addition to the SF424 (R&R) forms, applications to NIH and other
PHS agencies will include agency-specific forms, titled “PHS 398.” These PHS 398 forms were
developed to continue the collection of agency-specific data required for a complete application.
While these agency-specific forms are not identical to the PHS 398 application form pages, the
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PHS 398 reference is used to distinguish these additional data requirements from the data collected
in the SF424 (R&R) forms. A complete application to NIH and other PHS agencies will include
SF424 (R&R) forms and PHS 398 forms. Instructions for all application forms, SF424 (R&R) and
PHS 398, are found in this document.

The use of these forms also involves electronic submission of completed applications through
Grants.gov. NIH and other PHS agencies continues to transition all activity codes to the new
application forms and Grants.gov submission. NIH will continue to use Requests for Applications
(RFAs) and Program Announcements (PAs) as categories of FOAs. See Section 2.4.2 for
definitions.

Applicants must carefully review FOAs for guidance on when to use the SF424 (R&R) forms,
instructions, and electronic submission for a specific activity code (i.e., RO1, F31, K01, T32, P01,
P20, P50, etc.). This process will apply to all types of competing submissions for the announced
activity code—new, resubmission, revision, and renewal grant applications. Each FOA will
include a link to the most current version of these instructions. Applicants are encouraged to check
the website frequently for the most current version.

For purposes of this document, any references to “NIH” may also mean “NIH and other PHS
agencies” such as the Centers for Disease Control and Prevention (CDC), the Food and Drug
Administration (FDA), and the Agency for Healthcare Research and Quality (AHRQ).

1.1 Application Guide Format

This application guide is organized into three distinct parts:

Part I: Instructions for Preparing and Submitting the Application. Part I includes
specific instructions for completing the application forms as well as information on
electronically submitting applications through Grants.gov.

Parts II and III are incorporated into this application guide by reference. They are in a
separate document titled “Supplemental Instructions.”

Part II: Supplemental Instructions for Preparing the Human Subjects Section of the
Research Plan and Human Subjects Research Policy. Part II is to be used if your
proposed research will involve human subjects. These instructions assist in determining
whether human subjects are involved and include scenarios and detailed instructions for
completing the PHS 398 Research Plan form.

Part I11: Policies, Assurances, Definitions, and Other Information. Part III includes
information on policies, assurances, definitions, and other information relating to submission
of applications to the PHS. Applicants should refer to this document as well as the
instructional materials, Grants Information (GrantsInfo), and the relevant Grants Policy
Statement for additional sources of information. The NIH Grants Policy Statement applies to
all NIH awardees; other PHS agencies use the HHS Grants Policy Statement.
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1.2 NIH Extramural Research and Research Training
Programs

The NIH Office of Extramural Research Grants homepage (http://grants.nih.gov/grants/oer.htm)
provides an array of helpful information. Applicants are encouraged to bookmark this site and visit
it often.

For detailed information on NIH Research Training and Career Development awards, see:
http://grants.nih. gov/training/extramural.htm.

The Division of Communications and Outreach (DCO) is the central source for general
information about NIH extramural research and research training programs, funding activity codes,
the peer review system, and application procedures. Grants Information (GrantsInfo) is a
communication service within the DCO. Information about the NIH extramural research and
research training programs, funding opportunities, and the grant application process, can be
obtained by e-mailing your request to: GrantsInfo@nih.gov or by calling (301) 435-0714.

1.3 Research Grant Activity Codes and Program Guidelines

A partial list of research grant activity codes and programs are provided below. As noted in the
descriptions in Supplemental Instructions Part III: Policies, Assurances, Definitions, and Other
Information, not all awarding components use all activity codes or programs. For a complete listing
of program guidelines, visit the OER Grants website http://grants.nih.gov/grants/funding/funding

program.htm.

Research Grants

o Basic Research Grant (R01)

« Small Research Grant (R03)

o Academic Research Enhancement Award (AREA) (R15)

« Exploratory/Developmental Grant (R21, R33, R21/R33)

« Small Business Innovation Research Grant (SBIR) (R43/R44)
o Small Business Technology Transfer Grant (STTR) (R41/R42)
o Program Project Grant (PO1)

« Research Center Grant (P50)

« Scientific Meeting Support (R13, U13)

« Research Project Cooperative Agreement (U01)

« Research Grants to Foreign Institutions and International Organizations

Training, Fellowships and Career Development Programs

o NIH Institutional Ruth L. Kirschstein National Research Service Award (T32)

o Individual Ruth L. Kirschstein National Research Service Award Fellowships (NRSA)
(F30, F31, F32, F33, F34, etc.)

o Research Career Development Award (K Award)
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Applications Available from Other Offices
« Health Services Project Application (5161-1)

1.4 Interactions with PHS Staff

Applicants are strongly encouraged to communicate with PHS staff throughout the entire
application, review and award process. Web site addresses and staff phone numbers of relevant
NIH awarding components and other PHS agencies are listed in the table below.

A list of contacts specifically for extramural training, fellowship, and career development award at
the NIH Institutes and Centers can be found at: http://grants.nih.gov/training/tac roster.htm



http://grants.nih.gov/training/tac_roster.htm

PHS AGENCY (LINK

TO WEBSITE)

[Table 1.4-1. PHS Agency Contact Table]
AWARDING COMPONENT
(LINK TO WEBSITE)

TELEPHONE
NUMBER

National Institutes of

Eunice Kennedy Shriver National Institute of Child

Health (NIH)
NIH

NIH

NIH

NIH
NIH
NIH
NIH
NIH
NIH

NIH

NIH

NIH

NIH

NIH

NIH

NIH
NIH
NIH

NIH

NIH

NIH

Health and Human Development

Fogarty International Center

National Cancer Institute

National Center for Complementary and Integrative
Health

National Center for Advancing Translational Sciences

National Eye Institute

National Heart, Lung, and Blood Institute

National Human Genome Research Institute

National Institute on Aging

National Institute on Alcohol Abuse and Alcoholism

National Institute of Allergy and Infectious Diseases

National Institute of Arthritis and Musculoskeletal and

Skin Diseases

National Institute of Biomedical Imaging and Bioen-
gineering

National Institute on Deafness and Other Com-

munication Disorders

National Institute of Dental and Craniofacial Research

National Institute of Diabetes and Digestive and Kidney

Diseases

National Institute on Drug Abuse

National Institute of Environmental Health Sciences

National Institute of General Medical Sciences

National Institute of Mental Health

National Institute on Minority Health and Health Dis-

parities

National Institute of Neurological Disorders and Stroke

301-496-0104

301-496-1653

301-496-3428

301-496-4792

301-496-6023
301-451-2020
301-435-0260
301-496-7531
301-496-9322
301-443-4375

301-496-7291

301-594-2463

301-451-4792

301-496-1804

301-594-4800

301-594-8834

301-443-2755

919-541-7723

301-594-4499

301-443-3367

301-402-1366

301-496-9248



http://www.nih.gov/
http://www.nih.gov/
http://www.nichd.nih.gov/
http://www.nichd.nih.gov/
http://www.fic.nih.gov/
http://www.nci.nih.gov/
http://nccam.nih.gov/
http://nccam.nih.gov/
http://www.ncats.nih.gov/
http://www.nei.nih.gov/
http://www.nhlbi.nih.gov/index.htm
http://www.nhgri.nih.gov/
https://www.nia.nih.gov/
http://www.niaaa.nih.gov/
http://www.niaid.nih.gov/Pages/default.aspx
http://www.niams.nih.gov/
http://www.niams.nih.gov/
http://www.nibib.nih.gov/
http://www.nibib.nih.gov/
http://www.nidcd.nih.gov/
http://www.nidcd.nih.gov/
http://www.nidr.nih.gov/
http://www.niddk.nih.gov/
http://www.niddk.nih.gov/
http://www.nida.nih.gov/
http://www.niehs.nih.gov/
http://www.nigms.nih.gov/
http://www.nimh.nih.gov/
http://www.niaid.nih.gov/Pages/default.aspx
http://www.niaid.nih.gov/Pages/default.aspx
http://www.ninds.nih.gov/

PHS AGENCY (LINK AWARDING COMPONENT TELEPHONE
TO WEBSITE) (LINK TO WEBSITE) NUMBER

NIH National Institute of Nursing Research 301-594-6906

NIH National Library of Medicine 301-496-4621

NIH Center For Scientific Review 301-435-0715

Agency for Healthcare

Research and Quality

Centers for Disease Con-
trol and Prevention (CDC)

CDC
CDC

CDC

CDC

CDC
CDC

Food and Drug Admin-

istration

Indian Health Service

Agency for Healthcare Research and Quality

Coordinating Center for Health Information and Services

Office of Infectious Disease

National Center for Environmental Health

National Center for Injury Prevention and Control

National Center for Chronic Disease Prevention and

Health Promotion

National Institute for Occupational Safety and Health

Procurement and Grants Office

Food and Drug Administration

Indian Health Service

Agency for Toxic Sub-

stances and Disease

Agency for Toxic Substances and Disease Registry

Registry
Office of Public Health and

Science

Office of Public Health and

Science

Before Submission

Office of Population Affairs

Office of Family Planning

301-427-1447

404-498-1186

404-639-3770
770-488-4668

800-232-4636

770-488-8390

404-498-2530

770-488-2700

301-827-7185

301-443-0578

404-842-6630

301-594-4004

301-594-4008

Applicants are strongly encouraged to contact NIH staff with their questions before submitting an

application.

Contact GrantsInfo and/or the Division of Receipt and Referral, Center for Scientific Review

(CSR), NIH:



http://www.ninr.nih.gov/
http://www.nlm.nih.gov/
http://www.csr.nih.gov/
http://www.ahrq.gov/
http://www.ahrq.gov/
http://www.ahrq.gov/
http://www.cdc.gov/
http://www.cdc.gov/
http://www.cdc.gov/maso/pdf/CCHISFS.pdf
http://www.cdc.gov/oid/index.html
http://www.cdc.gov/nceh
http://www.cdc.gov/injury/index.html
http://www.cdc.gov/chronicdisease/index.htm
http://www.cdc.gov/chronicdisease/index.htm
http://www.cdc.gov/niosh/homepage.html
http://www.cdc.gov/about/business/funding.htm
http://www.fda.gov/
http://www.fda.gov/
http://www.fda.gov/
http://www.ihs.gov/
http://www.ihs.gov/
http://www.atsdr.cdc.gov/
http://www.atsdr.cdc.gov/
http://www.atsdr.cdc.gov/
http://www.atsdr.cdc.gov/
http://www.hhs.gov/opa/index.html
http://www.hhs.gov/opa/index.html
http://www.hhs.gov/opa/index.html
http://www.hhs.gov/opa/title-x-family-planning/

o To identify Institutes/Centers (ICs) at NIH or other non-NIH agencies and/or a Scientific
Review Group (SRG) that might be appropriate for your application. Note: requests for
assignment to an Institute/Center and/or an SRG may be made in the SF424 (R&R)
Form in the Cover Letter attachment at the time of application submission.

« To learn about grant programs.
o To receive advice on preparing and submitting an application (e.g., format, structure).

Contact program staff in the relevant awarding component:

o To determine whether your proposed application topic would fit into the NIH IC’s or other
non-NIH agency's programmatic area.

« To learn about programmatic areas of interest to the IC or other non-NIH agencies.

o To find out about requesting an assignment to an IC.

o To discuss whether you should respond to an RFA.

Contact Scientific Review Officers in the CSR to discuss requesting assignment to a CSR SRG.
http://public.csr.nih.gov/StudySections/Pages/default.aspx

After Submission

If the initial assignment to an IC or SRG seems inappropriate, the Program Director/Principal
Investigator (PD/PI) may request reassignment. Such requests should be made in writing to:

Division of Receipt and Referral

Center for Scientific Review

National Institutes of Health

6701 Rockledge Drive, Suite 2030, MSC 7720
Bethesda, MD 20892-7720

Fax requests (301-480-1987) are also acceptable.

Although these requests will be carefully considered, the final determination will be made by the
PHS agency.

Applicants must never contact reviewers regarding their applications because discussion of the
scientific content of an application or an attempt to influence review outcomes will create serious
breaches of confidentiality in the review process. Reviewers are required to notify the Scientific
Review Officer if they are contacted by an applicant. Communication by the applicant to a
reviewer may delay the review or result in the return of the application without review.

Communications from the Division of Receipt and Referral (DRR) are accessible to applicants and
applicant organizations in the eRA Commons in a new “Correspondence” section of the Commons
detailed status screen for the application. Applicants will be notified by email to check their
Commons account. DRR will notify an applicant when: 1) additional information is required before
her/his application can be assigned to a scientific review group (SRG) and NIH Institute or Center
(IC) for funding consideration; 2) an applicant’s request for an IC assignment cannot be honored;
or 3) it has been determined that the application does not comply with NIH policy. For additional
information, see NIH Guide Notice NOT-OD-12-108.

After Assignment
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Contact your Scientific Review Officer to discuss the review assignment, to request permission to
send additional/corrective materials, and/or to discuss any review concerns (e.g., expertise needed
on your SRG, conflicts, reviewers that may have bias).

After Peer Review

Feedback to applicants is very important. Once the PD/PI reviews the Summary Statement in the
eRA Commons (paper copies of the Peer Review Outcome Letter and Summary Statement will not
be mailed to the PI. Electronic copies may be accessed through the eRA Commons), the
appropriate awarding component program official noted in the Summary Statement may be
contacted:

o To discuss the review outcome of the application and obtain guidance.
o To get feedback and answers to any questions about the Summary Statement.

« To find out the meaning of a numerical designation pertaining to human subjects or
vertebrate animals in the Summary Statement.

o To find out the funding status of an application.

1.5 Grants Policy Statements

o The NIH Grants Policy Statement serves as a term and condition of award and is a
compilation of the salient features of policies and various policy issues regarding the
administration of NIH awards.

o The HHS Grants Policy Statement serves as a term and condition of award and is a
compilation of the salient features of policies and various policy issues regarding the
administration of grant awards from other PHS agencies, excluding NIH awards.

1.6 References

Applicants New to NIH: Getting Started

http://grants.nih. gov/grants/useful links.htm

Award Information and Data

http://report.nih.gov/index.aspx
NIH Research Portfolio Online Reporting Tool (RePORT)

Contact Information for an NIH Staff Person

http://ned.nih.gov
NIH locator: (301) 496-4000

Applying Electronically

For additional information on the electronic submission process, including self-help
resources, training material and answers to frequently asked questions, see:
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http://grants.nih.gov/grants/ElectronicReceipt/index.htm

eRA Commons

https://commons.era.nih.gov/commons/index.jsp

Institutions and PD/PIs are required to register with the eRA Commons. Registered PD/PIs
can check assignment/contact information, review outcome, and other important
information. For more details on Commons registration, see Section 2.2.2.

Telephone: 1-866-504-9552 (toll-free) or 301-402-7469. Business hours are M-F 7am-8pm
Eastern Time.

eRA Service Desk: http://era.nih.gov/help/

Grant Writing Tips and Sample Applications

http://grants.nih. gov/grants/grant tips.htm

http://grants.nih.gov/grants/grants process.htm

Grants Information

http://grants.nih. gov/grants/giwelcome.htm

E-mail: GrantsInfo@nih.gov
Telephone: (301) 435-0714; (301) 451-5936 (TTY)

Grants.gov User Guide

The Grants.gov User Guide is a comprehensive reference to information about Grants.gov.
Applicants can download the User Guide at the following address:
http://www.grants.gov/help/html/help/index.htm

NIH Grants and Funding Help Page

http://erants.nih.gov/support/index.html

This site provides a self-help wizard to guide inquiries to the correct NIH website for
additional information on specific topics.

NIH Office of Extramural Research Human Subjects Website

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

This site provides, in one place, HHS and NIH requirements and resources for the
extramural community involved in human subjects research.

Office for Human Research Protections (Department of Health and Human Services)

http://www.hhs.gov/ohrp

Information about human subject protections, Institutional Review Boards, and Federal
Wide Assurances

Telephone: 1-866-447-4777 or (301) 496-7005
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Office of Laboratory Animal Welfare (OLAW)

http://olaw.nih.gov

Information about animal welfare policy requirements, Institutional Animal Care and Use
Committees (IACUC), and Animal Welfare Assurances

Telephone: (301) 496-7163
Receipt/Referral of an Application

https://grants.nih.gov/grants/receipt referral.htm

Division of Receipt and Referral
Center for Scientific Review
Telephone: (301) 435-0715

Fax: (301) 480-1987

Email: csrdrr@mail.nih.gov

Specific Application: Before Review

Telephone or e-mail the Scientific Review Officer identified for the application in the eRA
Commons.

Specific Application: Post Review

Telephone or e-mail the NIH Program Official named in the Summary Statement for the
application.

1.7 Authorization

The PHS requests the information described in these instructions pursuant to its statutory
authorities for awarding grants, (including career development “K” awards), contained in Sections
301(a) and 487 of the PHS Act, as amended (42 U.S.C. 241a and 42 U.S.C. 288). Therefore, such
information must be submitted if an application is to receive due consideration for an award. Lack
of sufficient information may hinder the ability of the PHS to review an application and to monitor
the grantee’s performance.

The statutory authorities for Fellowship programs are contained in the following:

F30, F31, F32, and F33 Authority: Sections 301(a) and 487 of the PHS Act, as amended (42
U.S.C. 241a and 42 U.S.C. 288), 42 CFR part 66.

FO5 Authority: Section 307, 42U.S.C. 2421 and 42 CFR part 63a.

F37 Authority: Section 472, 42 U.S.C. 286b-3 and 42 CFR part 61.

AHRQ Authority: Section 487,Sections 304, 902, and 935 of the PHS Act, 42 U.S.C. 242b,
299, and 299¢-4 and 42 CFR 67, Subpart A.
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1.7.1 Collection of Personal Demographic Data

Federal agencies have a continuing commitment to monitor the operation of its review and award
processes to detect, and deal appropriately with, any instances of real or apparent inequities. In
addition, section 403 of the 2007 NIH Reform Act requires NIH to report to Congress specifically
on postdoctoral individuals supported on research grants, and section 489 of the PHS Act requires
NIH to perform a continuing assessment of research personnel needs. Personal demographic data
on PD/PIs and those with a postdoctoral role is vital to comply with these requirements.

NIH collects personal data through the eRA Commons Personal Profile. The data is provided one-
time by the individual through a secure, electronic system, is confidential, and is maintained under
the Privacy Act record system 09-25-0036, “Grants: IMPAC (Grant/Contract Information).” When
completing the data entry in the Commons Personal Profile, the individual is responsible for
providing true, accurate, and complete data. All analyses conducted on date of birth, citizenship,
gender, race, ethnicity, disability, and/or disadvantaged background data will report aggregate
statistical findings only and will not identify individuals. Declining to provide information does not
affect consideration of an application; however, for some programs (e.g., Ruth L. Kirschstein
National Research Service Awards and Research Career Development Awards) citizenship data
is required to determine eligibility.

The PHS also requests the last four digits of the Social Security Number (SSN) for accurate
identification of individuals and for management of PHS grant programs. Please be aware that no
individual will be denied any right, benefit, or privilege provided by law because of refusal to
disclose this portion of the SSN. The PHS requests the last four digits of the SSN under Section
301(a) and 487 of the PHS act as amended (42 U.S.C. 241a and U.S.C. 288).

1.8 Paperwork Burden

The PHS estimates that it will take approximately 22 hours to complete this application for a
regular research project grant. This estimate excludes time for development of the scientific plan.
Other items such as human subjects are cleared and accounted for separately and therefore are not
part of the time estimate. An agency may not conduct or sponsor the collection of information
unless it displays a currently valid OMB control number. Nor is a person required to respond to
requests for the collection of information without this control number. Send comments regarding
this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to: NIH, Project Clearance Office, 6705 Rockledge Drive MSC 7974,
Bethesda, MD 20892-7974, ATT: PRA (0925-0001). Do not send applications to this address.




2. Process for Application Submission via
Grants.gov

Application submission through Grants.gov involves several steps. Some of the steps need only be
done one time. Others are ongoing steps that will be necessary for each application submission.
Before beginning the application process, you are encouraged to review Grants.gov and all the
resources available there.

2.1 Overview

All registrations require that applicants be issued a Dun and Bradstreet Universal Numbering
System (DUNS) number. After obtaining a DUNS number, applicants can begin both System for
Award Management (SAM) (formerly CCR) and eRA Commons registrations. The same DUNS
number must be used for all registrations and on the grant application itself.

Note that all applicant and grantee organizations must complete and maintain an active entity
registration in SAM which requires renewal at least annually. This requires that you review
and update the information at least annually after the initial registration, and more frequently if
required by changes in your information or another award term. The renewal process may require
as much time as the initial registration. SAM registration includes the assignment of a Commercial
and Government Entity (CAGE) Code for domestic organizations which have not already been
assigned a CAGE Code. Foreign organizations must obtain a NATO Commercial and Government
Entity (NCAGE) Code (in lieu of a CAGE Code) in order to register in SAM. Use the SAM.gov
"Manage Entity" function to maintain your entity registrations. See the Grants Registrations User
Guide at http://www.sam.gov for additional information.

For additional information regarding maintaining an active SAM registration, please see NIH
Guide Notice NOT-OD-11-004.

The following steps must be taken in order to submit a grant application through Grants.gov. Please
be sure to complete all steps to ensure that NIH receives the application in a timely manner.

1. Register your organization at Grants.gov. (This is a one-time only registration process for all
Federal agencies. However, an annual renewal of information provided to the System for
Award Management (SAM) is necessary to retain active Grants.gov credentials. If your
organization has already completed this step for any Federal agency submission, skip to step
#2. If your organization has not completed this step, see Section 2.2 for more details.)

2. Register your organization and Program Director/Principal Investigator (PD/PI) in the eRA
Commons. For Individual Fellowship applications, eRA Commons registration is required
for the Fellowship applicant (who is designated as the PD/PI) and for the primary Sponsor
designated on the grant application. See NOT-OD-14-129 for additional details. If the
Fellowship applicant has already been registered in the eRA Commons by another
organization and assigned the PI role, see Section 2.2.2.2. (This is a one-time only
registration process. If your organization has already completed this step, skip to step #3. If
your organization has not completed this step, see Section 2.2 for more details.)
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3. Find a Funding Opportunity Announcement (FOA) of interest using the NIH Guide for
Grants and Contracts or Grants.gov’s “Search Grants” feature. (See Section 2.4 for more
details.)

4. Download the associated Application Package from Grants.gov. (Adobe Reader required for
download. See Section 2.3.1 for more details.)

5. Complete the appropriate application forms, including all text and PDF attachments. Upload
all attachments into the appropriate application form (See Section 2.6 for more details on the
requirements for text (PDF) attachments).

6. Review the completed application through your own organizational review process.

7. Coordinate with an Authorized Organization Representative (AOR) at the applicant
organization to submit the application by the date and time specified in the FOA. (Keep a
copy locally at the Applicant Organization/Institution.)

8. Receive the Grants.gov tracking number.

9. After successfully passing Grants.gov and agency validation, receive the agency tracking
number (accession number). Note: Any errors encountered at Grants.gov or eRA
Commons must be corrected in order to successfully complete your submission
successfully.

10. PD/PI and Signing Official (SO) must view the application in eRA Commons to ensure the
assembled application correctly reflects their submission. (See Section 2.11 for detailed
information.)

The following sections explain each step in more detail.

2.2 Registration Process

New/potential applicant organizations must have completed both Grants.gov and eRA Commons
registrations in order to submit an application. Grants.gov and eRA Commons are distinct, one-
time registrations which may be completed simultaneously. Each registration process is described
below.

2.2.1 Grants.gov Registration

Grants.gov requires a one-time registration by the applicant organization in order to submit
applications. Registration is not needed to download an application package or to prepare an
application for submission. PD/PIs do not have to individually register in Grants.gov unless they
also serve as the Authorized Organization Representative (AOR) for their institution/organization.
If an applicant organization has already completed Grants.gov registration for another Federal
agency, they can skip this section and focus on the eRA Commons registration steps noted below.
For those applicant organizations still needing to register with Grants.gov, registration information
can be found at the Grants.gov “Applicants” tab. While Grants.gov registration is a one-time only
registration process, it does involve several steps and will take some time. Applicant organizations
needing to complete this process are encouraged to start early allowing at least six (6) weeks to
complete all the steps before actually submitting an application through Grants.gov.

The AOR is an individual authorized to act for the applicant organization and to assume the
obligations imposed by the Federal laws, requirements, and conditions for a grant or grant
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application, including the applicable Federal regulations. This individual has the authority to sign
grant applications and required certifications and/or assurances that are necessary to fulfill the
requirements of the application process. Once this individual is registered, the organization can
then apply for any government funding opportunity listed in Grants.gov, including NIH and other
PHS agencies grants.

Questions regarding Grants.gov registration should be directed to the Grants.gov Contact Center at
telephone: 1-800-518-4726 or by e-mail at support@grants.gov. The Contact Center is available 24
hours a day, 7 days a week.

2.2.2 eRA Commons Registration

The applicant organization, all PD/PIs, all individuals with the role of project lead on multi-project
applications, and individuals with the role of Sponsor on individual fellowship applications must
also complete a one-time registration in the eRA Commons as a requirement for application
submission. Individuals in other roles do not need an eRA Commons ID for application submission.
However, if the application is funded, those individuals whose effort will be included in NIH
progress reports must also have an eRA Commons ID. Access to the Commons is vital for all steps
in the process after application submission. An organization, PD/PIs, and individuals in other roles
that require an ID must be registered in the Commons in order to have access to electronic
submission and retrieval of grant information, such as reviewing grant applications, institute/center
assignments, review outcomes, and Summary Statements (access varies by type of role).
Applicants must have an active DUNS number in order to complete the eRA Commons
registration. Organizations can register with the eRA Commons as they are working through their
SAM or Grants.gov registration. eRA Commons requires organizations to identify at least one
Signing Official (SO), also known as the Authorized Organization Representative (AOR in
Grants.gov), and at least one Program Director/Principal Investigator (PD/PI) account in order to
submit an application. Institutional/organizational officials are responsible for registering PD/PIs
and other individuals with a role in NIH progress reports in the eRA Commons. PD/PIs and other
individuals should work with their AOR/SO to determine their institutional/organizational process
for registration.

IMPORTANT: The eRA Commons registration process should be started at least six (6) weeks
prior to the submittal date of a Grants.gov submission. Failure to register in the Commons and to
include a valid PD/PI Commons ID in the credential field of the Senior/Key Person Profile Form
will prevent the successful submission of an electronic application to NIH.

2.2.2.1 Commons Registration for the Organization

Organizations may verify their current registration status by accessing the Commons Registered
Organizations link at https://public.era.nih.gov/chl/public/search/index.jsp.

To register an Organization in the eRA Commons:

1. Complete the online Institution Registration Form at:
https://public.era.nih. gov/commons/public/re gistration/registrationlnstructions.jsp
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2. Print and fax the registration page

a. The Signing Official (SO) must sign, date and fax the registration to the number listed
on the form

3. Signing Official must verify email address

a. Once the registration is submitted electronically, email verification is sent and the SO
must click the link to verify email

b. The above steps must be completed before NIH can process the registration
c. The SO will receive an “Approval” email from NIH

d. The “Approval” email contains a link to information that you must verify as correct
before the confirmation process is completed

4. Account Administrator (AA) receives user names and temporary passwords

a. After the completion of the confirmation, the SO and AA will receive two emails that
contain the user names and temporary password for the SO and AA accounts created
during the registration process

5. Log into Commons
a. The SO and AA log into Commons and administer additional accounts as needed
6. Affiliate your PD/PIs

a. Your Principal Investigators must work with your organization to be registered in

eRA Commons if they do not have an existing account. IF they have an account, you

must affiliate it with your organization. Verify that you've selected the correct PI
account!

For more information, see http://era.nih.gov/commons/fag commons.cfm#I12

This registration is independent of Grants.gov and may be done at any time.

Organizational data elements, such as Institutional Profile Number (IPF), Entity Identification
Number (e.g., 5555555555A5) and DUNS Number must be accurately identified. Note the DUNS
number must be included in the Institutional Profile for applications to be accepted. In
addition, the DUNS number in the Institutional Profile must match that entered in the SF424
(R&R) Form in Section 5, Applicant Information.

Prior to submission, the AOR/SO should verify that their organization’s eRA Commons profile
contains the valid DUNS number that will be used for the submission process. The SO has the
ability to edit this field in the organization profile in Commons.

To confirm that your organization has a DUNS number or to find out if the DUNS number you
have matches the one in Commons, access the List of Grantee Organizations Registered in eRA
Commons https://public.era.nih.gov/chl/public/search/index.jsp. This listing of grantee
organizations registered in Commons and their DUNS numbers can be accessed without logging
into Commons.

2.2.2.2 Commons Registration for the Program Directors/Principal Investigators
(PD/Pls)

Once the organization is registered in the Commons, individuals can then be registered.
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PD/PIs

All PD(s)/PI(s) must have an eRA Commons account and the PI Role and should work with their
organizational officials to either create a new account or to affiliate an existing account with the
applicant organization’s eRA Commons account. Individual Fellowship applicants must be
designated as PD/PI in order to access application information. If the PD/PI is also the
organizational signing official, they must have two distinct eRA Commons accounts, one for each
role. The initial registration must be done by an Authorized Organization Representative
(AOR) who has the SO role in Commons, or other authorized accounts administrator at the
organization. However, after the initial registration process is complete, it becomes the
responsibility of each individual to maintain the information in his/her personal profile. If
submitting an application reflecting Multiple PD/PIs, the individual designated as the contact PI
must be affiliated with the applicant organization.

To register PD/PIs in the Commons, refer to the eRA Commons System Users Guide
(http://era.nih.gov/commons/user guide.cfm). For applications reflecting Multiple PD/PIs, all such
individuals must be assigned the PI role, even those at organizations other than the applicant
organization.

Once a PD/PI has received e-mail confirming his/her registration within the Commons, the PD/PI
must verify that all Personal Information located within the Personal Profile tab in the eRA
Commons System is accurate. The PD/PI should update, as needed, data elements such as first
name, middle initial, last name, prefix and/or suffix to PD/PI name (including all embedded
punctuation), e-mail, phone, fax, street address, city, state, country, zip and degrees earned. These
data must contain the most recent information in order for the application to be processed
accurately.

Both PD/PI and SO need separate accounts in Commons since each role enables different features
within eRA Comm