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Introduction

The National Institutes of Health Grants Policy Statement (NIHGPS) is intended to make available to
NIH grantees, in a single document, the policy requirements that serve as the terms and conditions of NIH
grant awards. This document also is designed to be useful to those interested in NIH grants by providing
information about NIH—its organization, its staff, and its grants process. The NIHGPS is available online
at http://grants.nih.gov/grants/policy/policy.htm#gps. This version includes many links within the
document as well as links to some web resources outside of this document. Users are strongly encouraged
to use the on-line version of this document to benefit from these links.

NIHGPS ORGANIZATION

The NIHGPS has three parts, which allows general information, application information, and other types
of reference material to be separated from legally binding terms and conditions:

o Part I: NIH Grants—General Information. Part I (chapters 1 and 2) contains a glossary defining
commonly used terms and abbreviations used throughout the document; describes NIH and its
relationship to other organizations within the Department of Health and Human Services (HHS);
specifies grantee, NIH, and other HHS staff responsibilities and outlines the grant application and
review processes.

o Part Il: Terms and Conditions of NIH Grant Awards. Part IT (chapters 3-19) includes generally
applicable terms and conditions (Part IIA). This part also specifies the terms and conditions that
apply to particular types of grants, grantees, and activities that differ from, supplement, or
elaborate on the standard terms and conditions (Part IIB). These requirements, in separate
chapters, pertain to multiple PD/PI applications and awards; construction, modernization and
major alteration and renovation grants; research training grants and fellowships; career
development awards; modular applications and awards; conference grants, consortium
agreements; grants to foreign and international organizations (and grants with substantial foreign
components awarded to domestic organizations), grants to Federal institutions and payments to
Federal employees; grants to for-profit organizations; and research patient care activities.

e Part Ill: Points of Contact. Part III (chapter 20) lists pertinent offices with their contact
information.

CONVENTIONS

Certain conventions are followed throughout this document. The term “grant” is used to mean both grants
and cooperative agreements; however, for clarity, certain sections mention both grants and cooperative
agreements. The term “grantee” generally is used to refer to recipients of grants and awardees of
cooperative agreements; however the terms “recipient” or “awardee” also are used. “NIH” may be used in
this document to refer to the entire organization or to its component organizations, or else to contrast an
action by NIH, including actions by its ICs, with an action by a grantee or other organization. A reference
to “Part II (ITA or IIB)” or “Part III”” without further elaboration means the corresponding part of the
NIHGPS.
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SUPERSESSION

The NIHGPS was originally published with an effective date of October 1, 1998. It was subsequently
revised in 2001, 2003, 2010, and 2011. This revision of the NIHGPS is an update of the 2011 publication.
It applies to all NIH grants and cooperative agreements for budget periods beginning on or after October
1, 2012. While the update does not introduce any new material for the first time, it incorporates new and
modified requirements, clarifies certain policies, and implements changes in statutes, regulations, and
policies that have been implemented through appropriate legal and/or policy processes since the previous
version of the GPS dated 10/1/2011. An explanation of the major changes to the NIHGPS since 10/1/2011
is included in the NIH Guide for Grants and Contracts notice announcing the reissuance of the NIHGPS.

ADDITIONAL INFORMATION

The Office of Policy for Extramural Research Administration (OPERA) develops and maintains this
document. Changes in statutes, regulations, or policies that take effect before the next revision of the
NIHGPS will be published separately in the NIH Guide for Grants and Contracts. Grantees are
responsible for reviewing the NIH Guide for Grants and Contracts, which is published on the NIH home
page at http://grants.nih.gov/grants/guide/index.html, for changes and for implementing them, as
appropriate. Subscribe to the NIH Guide for Grants and Contracts Listserv at
http://grants.nih.gov/grants/guide/listserv.htm.

il
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NIH Grants Policy Statement

Part I: NIH Grants—General Information

This part contains a glossary defining terms and abbreviations commonly used throughout the NIHGPS;
describes NIH and its relationship to other organizations within HHS; specifies grantee, NIH, and other
HHS staff responsibilities; and outlines the grant application and review processes.

1 GLOSSARY

The glossary lists acronyms and other abbreviations used in the NIHGPS. The glossary also defines terms
commonly used throughout the NIHGPS. The definitions may be amplified and additional definitions
may be found throughout this document and in source documents, such as applicable statutes, grants
administration regulations, and OMB circulars. This is the only location in the NIHGPS where these
terms are defined. If an abbreviation used in the NIHGPS is unfamiliar, the reader should consult this list
for its meaning.

1.1 ABBREVIATIONS

Exhibit 1: Abbreviation and full language of acronyms used in the Grants Policy Statement

Abbreviation Full Meaning of Abbreviation
A&R Alteration and Renovation
ACF Administration for Children and Families
ACH Automated Clearinghouse
AHRQ Agency for Healthcare Research and Quality
AlA American Institute of Architects
AoA Administration on Aging
AOR Authorized Organization Representative
APAC Annual Payback Activities Certification
AREA Academic Research and Enhancement Award
ASHRAE American Society of Heating, Refrigeration and Air Conditioning
Engineers
BSO Biological Safety Officer
CDA Career Development Award
CDhC Centers for Disease Control and Prevention
CFR Code of Federal Regulations
CGMO Chief Grants Management Officer
CM Construction Manager
CMS Centers for Medicare and Medicaid Services
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Abbreviation Full Meaning of Abbreviation
CoC Certificate of Confidentiality
COR Career Opportunities in Research Education and Training Program
CSR Center for Scientific Review
DAB Departmental Appeals Board
DCA Division of Cost Allocation, HHS
DCIS Departmental Contracts Information System
DEA Drug Enforcement Administration
DEAS Division of Extramural Activities Support, NIH
DEITR Bmsion of Extramural Inventions & Technology Resources, OPERA, OER,
DES Department of Engineering Services, NIH
DFAS Division of Financial Advisory Services, NIH
DGCO Division of Grants Compliance and Oversight, OPERA, OER, NIH
DGP Division of Grants Policy, OPERA, OER, NIH
DNA Deoxyribonucleic acid
DoC Department of Commerce
DoD Department of Defense
DoL Department of Labor
DPI Division of Program Integrity, OMA, NIH
DPM Division of Payment Management, HHS
DRR Division of Receipt and Referral, CSR
DSMB Data and Safety Monitoring Board
DUNS Data Universal Numbering System
EA Environmental Assessment
eFSR/FFR Electronic Financial Status Report/Federal Financial Report
EIN Entity Identification Number
EIS Environmental Impact Statement
EO Executive Order
eRA Electronic Research Administration
ESI Early Stage Investigator
eSNAP Electronic Streamlined Non-competing Award Process
F&A Facilities and Administrative (costs)
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Abbreviation

FAC
FAR
FCOI
FDA
FDAAA
FDP
FEMA
FFATA
FFR
FIC
FICA
FOA
FOI
FOIA
FSR
FTR
FWA
GeMCRIS
GMO
GMP
GMS
GPO
GSA
GWAS
hESC
HHS
HIPAA
HPSL
HRSA
HVAC
IACUC
IBC

Full Meaning of Abbreviation

Federal Audit Clearinghouse

Federal Acquisition Regulation

Financial Conflict of Interest

Food and Drug Administration

Food and Drug Administration Amendments Act of 2007
Federal Demonstration Partnership

Federal Emergency Management Agency

Federal Funding Accountability and Transparency Act
Federal Financial Report (SF425)

Fogarty International Center

Federal Insurance Contributions Act

Funding Opportunity Announcement

Freedom of Information

Freedom of Information Act

Financial Status Report (SF 269 or 269A)

Federal Travel Regulation

Federalwide Assurance

Genetic Modification Clinical Research Information System
Grants Management Officer

Guaranteed Maximum Price

Grants Management Specialist

Government Printing Office

General Services Administration

Genome-wide Association Studies

Human Embryonic Stem Cells

Department of Health and Human Services

Health Insurance Portability and Accountability Act
Health Professional Student Loan

Health Resources and Services Administration
Heating, Ventilating, and Air Conditioning
Institutional Animal Care and Use Committee

Institutional Biosafety Committee
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Abbreviation

IBS

IC

IDE

IHS

IND

IPA

IPF

IR&D

IRB

IRG

IRS

IVF

Kaward
Kirschstein-NRSA
LWOP
MARC-U*STAR

MOU
NCATS
NCT
ND
NEARC
NEI
NEPA
NFI
NFPA
NHSC
NICHD

NIDCR
NIGMS
NIH

NIH MSID

Full Meaning of Abbreviation

Institutional Base Salary

Institute or Center

Investigational Device Exception

Indian Health Service

Investigational New Drug
Intergovernmental Personnel Act
Institutional Profile File

Independent Research and Development
Institutional Review Board

Initial Review Group

Internal Revenue Service

Invitro Fertilization

Career Award

Ruth L. Kirschstein National Research Service Award
Leave Without Pay

Minority Access to Research Careers Undergraduate Student Training in
Academic Research Program

Memorandum of Understanding

National Center for Advancing Translational Sciences
National Clinical Trial

Not Discussed

National External Audit Review Center, OIG

National Eye Institute

National Environmental Policy Act

Notice of Federal Interest

National Fire Protection Association

National Health Service Corps

Eunice Kennedy Shriver National Institute for Child Health and Human
Development

National Institute of Dental and Craniofacial Research
National Institute of General Medical Sciences
National Institutes of Health

NIH manuscript submission reference number
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Abbreviation Full Meaning of Abbreviation
NIHGPS National Institutes of Health Grants Policy Statement
NIMH National Institute of Mental Health
NINR National Institute on Nursing Research
NLM National Library of Medicine
NoA Notice of Award
NTIS National Technical Information Service
OBA Office of Biotechnology Activities, NIH
OCR Office for Civil Rights, HHS
OEP Office of Extramural Programs, OER, NIH
OER Office of Extramural Research, NIH
OFCCP Office of Federal Contract Compliance Programs, DoL
OFM Office of Financial Management, NIH
OHRP Office for Human Research Protections, HHS
OoIG Office of the Inspector General
OIR Office of Intramural Research, NIH
OLAW Office of Laboratory Animal Welfare, NIH
OMA Office of Management Assessment, NIH
OMB Office of Management and Budget
ONR Office of Naval Research
OPERA Office of Policy for Extramural Research Administration, OER, NIH
OPHS Office of Public Health and Science
ORI Office of Research Integrity, HHS
0osC Other Significant Contributor
P.L. Public Law
PA Program Announcement
PAR Program Announcement with Special Review Criteria
PD/PI Program Director/Principal Investigator
pdf portable document format
PHS Public Health Service
PMC PubMed Central
PMCID PubMed Central Identification/reference number
PMS Payment Management System, HHS
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Abbreviation

PO
PSC
R&D
R&R
RePORT
RFA
RFP
ROTC
RPPR
S&W
SAMHSA
SBA
SBC
SBIR
SEP
SEVIS
SF
Sl
SNAP
SO
SPOC
SRG
SRO
STTR
TVPA
u.s.
u.s.C.
USCIS
USDA
USPS
VA
VAMC

Full Meaning of Abbreviation

Program Official

Payback Service Center, NIH, or Program Support Center, HHS
Research and Development

Research and Related

Research Portfolio Online Reporting Tool
Request For Applications

Request For Proposals

Reserve Officer Training Corps

Research Performance Progress Report

Salaries and Wages

Substance Abuse and Mental Health Services Administration
Small Business Administration

Small Business Concern

Small Business Innovation Research Program
Special Emphasis Panel

Student and Exchange Visitor Information System
Standard Form

Successor-In-Interest

Streamlined Non-competing Award Process
Signing Official

State Single Point of Contact

Scientific Review Group

Scientific Review Officer

Small Business Technology Transfer Program
Trafficking Victims Protection Act

United States

United States Code

United States Citizenship and Immigration Services
United States Department of Agriculture

United States Postal Service

Department of Veterans Affairs

VA Medical Center
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Abbreviation

VANPC
VHA
wiC

Full Meaning of Abbreviation

VA-Affiliated Non-Profit research Corporation
Veterans Health Administration

Women, Infants and Children

1.2 DEFINITIONS OF TERMS

Exhibit 2: Definitions of terms used in the Grants Policy Statement

Term

acquisition cost

activity code

additive alternative

administrative
requirements

administrative
supplement

advance payment

allocation

Definition

The cost of an asset, including the cost to put it in place. When used with equipment
(capital expenditure), the term means the net invoice price of property or supplies
including cost of modifications, attachments, accessories, or auxiliary apparatus
necessary to make the property usable for the purpose for which it was acquired.
Other charges, such as the cost of installation, transportation, taxes, duty, or
protective in-transit insurance, are included or excluded from the unit acquisition
cost in accordance with the recipient’s regular accounting practices. It does not
include costs for rental of property or alteration and rental of real property.

A 3-character code used to identify a specific category of extramural research
activity, applied to financial assistance mechanisms. NIH uses three funding
mechanisms for extramural research awards: grants, cooperative agreements and
contracts. Within each funding mechanism, NIH uses 3-character activity codes
(e.g., F32, K08, P01, RO1, T32, etc.) to differentiate the wide variety of research-
related programs NIH supports. A comprehensive list of activity codes is on the NIH
Web site at http://grants.nih.gov/grants/funding/ac_search_results.htm.

A use of program income earned during or after the project period that permits
income that is generated under a grant to be added to funds committed to the
project by the Federal awarding agency and recipient and used to further eligible
project or program objectives. (See definitions for deductive alternative and cost
sharing or matching alternative and Administrative Requirements—Management
Systems and Procedures—Program Income.)

The general business management practices that are common to the administration
of all grants, such as financial accountability, reporting, equipment management,
and retention of records.

A request for (or the award of) additional funds during a current project period to
provide for an increase in costs due to unforeseen circumstances. All additional
costs must be within the scope of the peer reviewed and approved project.

A payment made to a recipient before the recipient disburses the funds for program
purposes.

The process of assigning costs to one or more cost objectives, in reasonable and
realistic proportion to the benefit provided or other equitable relationship. For
additional information, see Cost Considerations—The Cost Principles.
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Term

allowable cost

alteration and
renovation

applicable clinical
trial

applicable credit

application

application type
code

Appropriation Act

approved budget

Definition

A cost incurred by a recipient that is: (1) reasonable for the performance of the
award; (2) allocable; (3) in conformance with any limitations or exclusions set forth
in the Federal cost principles applicable to the organization incurring the cost or in
the NoA as to the type or amount of cost; (4) consistent with regulations, policies,
and procedures of the recipient that are applied uniformly to both federally
supported and other activities of the organization; (5) accorded consistent treatment
as a direct or indirect cost; (6) determined in accordance with generally accepted
accounting principles; and (7) not included as a cost in any other federally
supported award (unless specifically authorized by statute).

For additional information on each, see Cost Considerations—The Cost Principles.

Work that changes the interior arrangements or other physical characteristics of an
existing facility or of installed equipment so that it can be used more effectively for
its currently designated purpose or adapted to an alternative use to meet a
programmatic requirement. See also definitions for Major A&R and Minor A&R.

Applicable clinical trial is the term used in Title VIII of the Food and Drug
Administration Amendments Act (FDAAA) of 2007 (P.L. 110-85) to designate the
scope of clinical trials that may be subject to the registration and results reporting
requirements in FDAAA.

Those receipts that offset or reduce direct or indirect costs. Typical examples of
such transactions include purchase discounts, rebates, or allowances; recoveries or
indemnities on losses, insurance refunds; and adjustments of overpayments or
erroneous charges.

A request for financial support of a project or activity submitted to NIH on specified
forms and in accordance with NIH instructions. (See Application Information and
Processes for detailed information about the application process, including an
explanation of the types of applications.)

A single-digit code identifying the type of application received and processed.

Application type codes include the following: 1=New; 2=Renewal; 3=Revision;
4=Extension; 5=Non-Competing Continuation; 6=Change of Organization Status
(Successor-In-Interest); 7=Change of Grantee or Training Institution; 8=Change of
Institute or Division (Type 5 transfer to another NIH IC); 9=Change of Institute or
Division (Type 2 transfer to another NIH IC).

The statute that provides the authority for Federal agencies to incur obligations to
and make payments out of the U.S. treasury for specified purposes.

The financial expenditure plan for the grant-supported project or activity, including
revisions approved by NIH and permissible revisions made by the grantee. The
approved budget consists of Federal (grant) funds and, if required by the terms and
conditions of the award, non-Federal participation in the form of matching or cost
sharing. The approved budget specified in the NoA may be shown in detailed
budget categories or as total costs without a categorical breakout. Expenditures
charged to an approved budget that consists of both Federal and non-Federal
shares are deemed to be borne by the grantee in the same proportion as the
percentage of Federal/non-Federal participation in the overall budget.
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Term

assurance

audit resolution

authorized
organization
representative

award

awarding IC

budget period

capital
expenditure

carryover

change in scope

change of grantee
organization

change of PD/PI

Definition

A certification by an applicant, normally included with the application or State plan,
indicating that the entity is in compliance with, or that it will abide by, a particular
requirement if awarded a Federal grant.

The process of resolving audit findings, including those related to management and
systems deficiencies and monetary findings (that is, questioned costs).

The individual, named by the applicant organization, who is authorized to act for the
applicant and to assume the obligations imposed by the Federal laws, regulations,
requirements, and conditions that apply to grant applications or grant awards. This
individual is equivalent to the signing official in the eRA Commons, i.e., holds the
SO Role.

The provision of funds by NIH, based on an approved application and budget or
progress report, to an organizational entity or an individual to carry out a project or
activity.

The NIH IC responsible for the award, administration, and monitoring of grant
supported activities.

The intervals of time (usually 12 months each) into which a project period is divided
for budgetary and funding purposes.

The cost of an asset (land, building, equipment), including the cost to put it in place.
A capital expenditure for equipment includes the net invoice price and the cost of
any modifications, attachments, accessories, or auxiliary apparatus to make it
usable for the purpose for which it was acquired. Other charges, such as taxes, in-
transit insurance, freight, and installation, may be included in capital expenditure
costs in accordance with the recipient’s regular accounting practices consistently
applied regardless of the source of funds. (See Administrative Requirements—
Changes in Project and Budget—Prior Approval Requirements—Capital

Expenditures.)

Unobligated Federal funds remaining at the end of any budget period that, with the
approval of the GMO or under an automatic authority, may be carried forward to
another budget period to cover allowable costs of that budget period (whether as an
offset or additional authorization). Obligated, but unliquidated, funds are not
considered carryover.

An activity whereby the objectives or specific aims identified in the approved grant
application are significantly changed by the grantee after award. GMO prior
approval is required for a change in scope to be allowable under an award. See
Administrative Requirements—Changes in Project and Budget—Prior Approval
Requirements—Change of Scope for additional information.

Transfer of the legal and administrative responsibility for a grant-supported project
or activity from one legal entity to another before the expiration of the approved
project period (competitive segment).

A process, usually initiated by the grantee, whereby the federally approved PD/PI is
replaced by another individual, with the approval of the GMO.
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Term

Chief Grants
Management
Officer

clinical research

clinical trial

Definition

The Grants Management Officer within an awarding agency who is the principal
Grants Officer in the agency. The Chief Grants Management Officer provides
leadership to an organizational component that is responsible for the business and
fiscal management of an IC’s grant portfolio. Generally, the CGMO will have the
authority to appoint and exercise line authority over one or more GMOs. At NIH
each awarding component has a CGMO.

Research with human subjects that is:

1) Patient-oriented research. Research conducted with human subjects (or on
material of human origin such as tissues, specimens, and cognitive phenomena) for
which an investigator (or colleague) directly interacts with human subjects. Excluded
from this definition are in vitro studies that utilize human tissues that cannot be
linked to a living individual. It includes: (a) mechanisms of human disease, (b),
therapeutic interventions, (c) clinical trials, or (d) development of new technologies.

2) Epidemiological and behavioral studies.
3) Outcomes research and health services research

Studies falling under 45 CFR 46.101(b) (4) (Exemption 4) are not considered clinical
research by this definition.

A prospective biomedical or behavioral research study of human subjects that is
designed to answer specific questions about biomedical or behavioral interventions
(drugs, treatments, devices, or new ways of using known drugs, treatments, or
devices). Clinical trials are used to determine whether new biomedical or behavioral
interventions are safe, efficacious, and effective. Behavioral human subjects
research involving an intervention to modify behavior (diet, physical activity,
cognitive therapy, etc.) fits this definition of a clinical trial. Human subjects research
to develop or evaluate clinical laboratory tests (e.g., imaging or molecular diagnostic
tests) might be considered to be a clinical trial if the test itself imposes more than
minimal risk for the subjects.

Biomedical clinical trials of an experimental drug, treatment, device, or behavioral
intervention may proceed through four phases:

Phase |. Tests a new biomedical intervention in a small group of people (e.g. 20-80)
for the first time to determine efficacy and evaluate safety (e.g., determine a safe
dosage range and identify side effects).

Phase Il. Study the biomedical or behavioral intervention in a larger group of people
(several hundred) to determine efficacy and further evaluate safety.

Phase lll. Study to determine efficacy of the biomedical or behavioral intervention in
large groups of people (from several hundred to several thousand) by comparing
the intervention to other standard or experimental interventions as well as to monitor
adverse effects, and to collect information that will allow the interventions to be used
safely.

Phase IV. Studies conducted after the intervention has been marketed. These
studies are designed to monitor the effectiveness of the approved intervention in the
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Term

closeout

Code of Federal
Regulations

cognizant agency

Co-Investigator

competitive
revision

competitive
segment

conference
(domestic or
international)

conference grant

conflict of interest

Part I: NIH Grants — General Information

Definition

general population and to collect information about any adverse effects associated
with widespread use.

The process by which a Federal awarding agency determines that all applicable
administrative actions and all required work under an award have been completed
by the grantee and the Federal awarding agency.

The codified regulations of the Federal government based on the final agency
regulations published in the Federal Register.

The Federal agency which, on behalf of all Federal agencies, is responsible for:
reviewing, negotiating, and approving cost allocation plans, indirect cost rate and
similar rates; monitoring non-Federal audit reports; conducting Federal audits as
necessary; and resolving cross-cutting audit findings. The cognizant agency under
the applicable cost principles and under OMB Circular A-133 may be different for a
given recipient.

An individual involved with the PD/PI in the scientific development or execution of a
project. The Co-Investigator (collaborator) may be employed by, or be affiliated with,
the applicant/grantee organization or another organization participating in the
project under a consortium agreement. A Co-Investigator typically devotes a
specified percentage of time to the project and is considered senior/key personnel.
The designation of a Co-Investigator, if applicable, does not affect the PD/PI’s roles
and responsibilities as specified in the NIHGPS, nor is it a role implying multiple
PD/PI.

A request for (or the award of) additional funds during a current project period to
support new or additional activities which are not identified in the current award that
reflect an expansion of the scope of the grant-approved activities. Competitive
revisions require peer review.

The initial project period recommended for support (up to 5 years) or each extension
of a project period resulting from a renewal award.

A symposium, seminar, workshop, or any other organized and formal meeting,
whether conducted face-to-face or via the Internet, where individuals assemble (or
meet virtually) to exchange information and views or explore or clarify a defined
subject, problem, or area of knowledge, whether or not a published report results
from such meeting.

A grant whose purpose is to support activities related to the conduct of a
conference(s) or defined set of conference-related activities.

Conflict of Interest is a cross-cutting issue that affects many policy areas such as
peer review, financial conflict of interest, and responsible conduct of research.
There are different uses of this term throughout this document. It generally means
that a competing personal interest could affect, or could appear to affect, an
individual’'s judgment or could cause the individual’s impartiality to be questioned.
Conflicts of Interest (actual or potential) may arise in the objective review process or
in other activities or phases of the financial assistance process. See also Financial
Conflict of Interest for a specific definition covering that policy area.
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Term

consortium
agreement

construction

consultant

Contact PD/PI

contract

cooperative
agreement

cost overrun

Definition

A formalized agreement whereby a research project is carried out by the grantee
and one or more other organizations that are separate legal entities. Under the
agreement, the grantee must perform a substantive role in the conduct of the
planned research and not merely serve as a conduit of funds to another party or
parties. These agreements typically involve a specific level of effort from the
consortium organization’s PD/P| and a categorical breakdown of costs, such as
personnel, supplies, and other allowable expenses, including F&A costs. The
relationship between the recipient and the collaborating organizations is considered
a subaward relationship. (See Consortium Agreements chapter in 1IB.)

Construction of new buildings or completion of shell space in existing buildings
(including the installation of fixed equipment, but excluding the cost of land
acquisition and off-site improvements). The construction of shell space is not
allowable as a construction activity since shell space does not provide usable space
for research activities. New construction, or activities that would change the
“footprint” of an existing facility (e.g., relocation of existing exterior walls, roofs, or
floors, attachment of fire escapes) is considered construction. See Construction
chapter in 1IB.

An individual who provides professional advice or services for a fee, but normally
not as an employee of the engaging party. In unusual situations, an individual may
be both a consultant and an employee of the same party, receiving compensation
for some services as a consultant and for other work as a salaried employee. To
prevent apparent or actual conflicts of interest, grantees and consultants must
establish written guidelines indicating the conditions of payment of consulting fees.
Consultants also include firms that provide professional advice or services. (See
Cost Considerations—Allowability of Costs/Activities—Selected ltems of Cost—
Consultant Services.)

When multiple PD/PIs are designated, NIH requires that the applicant organization
identify one of the PD/PIs as the Contact PD/PI to serve as a primary point of
contact. Serving as Contact PD/PI confers no special authorities or responsibilities
within the project team. The Contact PD/PI must meet all eligibility requirements for
PD/PI status. However, as with the single PD/PI model, if the Contact PD/PI is not
an employee, the applicant organization must have a formal written agreement with
the Contact PD/PI that specifies an official relationship between the parties. See
Multiple PI chapter in 1B for additional information.

An award instrument used to acquire from a non-federal party, by purchase, lease,
or barter, property or services for the direct benefit or use of the Federal
government. The same term may be used to describe a vendor relationship
between a recipient and another party under a grant (to acquire routine goods and
services); however, the recipient may use subaward to describe the contract under
a grant relationship.

A type of financial assistance used when there will be substantial Federal scientific
or programmatic involvement. Substantial involvement means that, after award,
scientific or program staff will assist, guide, coordinate, or participate in project
activities.

Any amount charged in excess of the Federal share of costs for the project period
(competitive segment).
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Term

cost principles

cost sharing

cost sharing or
matching
alternative

data and safety
monitoring plan

debarment and
suspension

debt collection

debt instrument

deductive
alternative

deviation

direct costs

Definition

The government-wide principles, issued by OMB (or, in the case of commercial
organizations, the Federal Acquisition Regulation [48 CFR 21], or, in the case of
hospitals, 45 CFR 74, Appendix E, "Principles For Determining Costs Applicable to
Research and Development Under Grants and Contracts with Hospitals"), on
allowability and unallowability of costs under federally sponsored agreements. See
Cost Considerations—The Cost Principles for additional details.

See matching or cost sharing definition.

An alternative use of program income whereby income accrued during the period of
grant support may be used to satisfy a cost sharing or matching requirement. (See

also definitions for additive alternative and deductive alternative and Administrative

Requirements—Management Systems and Procedures—Program Income.)

For each NIH-supported clinical trial, NIH requires a data and safety monitoring plan
that will provide oversight and monitoring to ensure the safety of participants and
the validity and integrity of the data. The level of monitoring should be
commensurate with the risks and the size and complexity of the clinical trial. A
detailed data and safety monitoring plan must be submitted to the applicant’s IRB
and subsequently to the awarding IC for approval prior to the accrual of human
subjects.

The actions taken by a debarring official in accordance with OMB guidance at 2
CFR 180, “Non-procurement Debarment and Suspension,” as implemented by HHS
in 2 CFR 376, to exclude a person or organization from participating in grants and
other non-procurement awards government-wide. If debarred or suspended, the
person or organization may not receive financial assistance (under a grant,
cooperative agreement, or subaward, or contract under a grant) for a specified
period of time. Debarments and suspensions carried out pursuant to 2 CFR 376 are
distinct from post-award suspension action by an awarding agency. (See also Public
Policy Requirements and Objectives—Debarment and Suspension.)

The process of collecting funds owed by recipients to the Federal government,
which, under grants, generally are owed as a result of formal cost disallowances.

A document used to record a legal obligation of one party to pay a financial
obligation to another in accordance with predetermined terms and conditions.

An alternative for the use of program income earned during the period of grant
support under which allowable costs of the project or program to be paid by the
Federal government are offset by the amount of the program income. (See also
definitions for additive alternative and cost sharing or matching alternative and
Administrative Requirements—Management Systems and Procedures—Program
Income.)

A departure on a single-case or class basis from a regulatory or policy requirement.
A single-case deviation represents a request for waiver or exception sought for one
grant only that arises on a case-by-case basis. A class deviation involves more than
one grant for which the same type of deviation action is being requested.

Costs that can be identified specifically with a particular sponsored project, an
instructional activity, or any other institutional activity, or that can be directly
assigned to such activities relatively easily with a high degree of accuracy.
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Term

disallowance

domestic
organization
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Entity Identification
Number

Early Stage
Investigator

equipment

Excluded Parties
List System

eRA Commons

expanded
authorities

expiration date

facilities and
administrative
costs
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Definition

A charge to a grant that the Federal awarding agency determines to be unallowable
in accordance with the applicable Federal cost principles or other terms and
conditions contained in the award.

A public (including a State or other governmental agency) or private non-profit or
for-profit organization that is located in the United States or its territories, is subject
to U.S. laws, and assumes legal and financial accountability for awarded funds and
for the performance of the grant-supported activities.

A nine-digit number established and assigned by Dun and Bradstreet to uniquely
identify a business entity.

A three-part coding scheme of 12 characters used in PMS to identify organizations
and individuals. The first character identifies the recipient as an organization or an
individual. The next nine characters are the Employer Identification Number. The
last two characters are a suffix to provide distinction between organizational entities
that are assigned a single EIN and those that have more than one.

An individual who is classified as a New Investigator and is within 10 years of
completing his/her terminal research degree or is within 10 years of completing
medical residency (or the equivalent) is considered an Early Stage Investigator
(ESI). See definition of New Investigator.

An article of tangible nonexpendable personal property that has a useful life of more
than 1 year and an acquisition cost per unit that equals or exceeds $5,000 or the
capitalization threshold established by the organization, whichever is less.

A public database maintained by the General Services Administration which is the
official government-wide system of record for debarments, suspensions, and other
exclusionary actions. (see also Public Policy Requirements and Objectives—
Debarment and Suspension.)

The Electronic Research Administration (¢€RA) Commons is a virtual meeting place
where NIH extramural grantee organizations, grantees, and the public can receive
and transmit information about the administration of biomedical and behavioral
research. The eRA Commons is divided into both unrestricted and restricted
portions that provide for public and confidential information, respectively.

Operating authorities provided in Federal Administrative Regulations (e.g., A-110) to
grantees that waive the requirement for prior approval for specified actions. NIH
extended expanded authorities to all NIH awards except for the provision to
automatically carry over unobligated balances thus these authorities have become
the NIH Standard Terms of Award. Therefore, the term Expanded Authorities is no
longer used at NIH (see Administrative Requirements—Changes in Project and
Budget—NIH Standard Terms of Award).

Generally, the date signifying the end of the current project period, after which the
grantee is not authorized to obligate grant funds.

Costs that are incurred by a grantee for common or joint objectives and that,
therefore, cannot be identified specifically with a particular project or program.
These costs also are known as indirect costs.
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Term

Federal
Demonstration
Partnership

Federal
institution

Federal interest

Federal share

Federalwide
Assurance

fee

financial
assistance

financial conflict of

interest

for-profit
organization

Definition

A cooperative initiative among some Federal agencies, including NIH, selected
organizations receiving Federal funding for research, and certain professional
associations. Its efforts include demonstration projects intended to simplify and
standardize Federal requirements in order to increase research productivity and
reduce administrative costs.

A Cabinet-level department or independent agency of the executive branch of the
Federal government or any component organization of such a department or
agency.

When used in conjunction with the acquisition of real property, equipment, or
supplies under an award (whether paid by Federal funds or satisfying some or all of
a matching or cost sharing requirement), the dollar amount that is the product of the
Federal share of project costs multiplied by the current fair market value of the
property.

The amount, generally expressed both in dollars and as a percentage of the total
approved budget for a project or program, whether provided as funds, property, or
direct assistance provided by the Federal government. The Federal share and any
non-Federal share are so noted in the NoA.

The Federalwide Assurance is the only type of new assurance of compliance
accepted and approved by OHRP for institutions engaged in non-exempt human
subjects research conducted or supported by HHS. Under a FWA, an institution
commits to HHS that it will comply with the requirements set forth in 45 CFR 46, as
well as the terms of assurance.

An amount, in addition to actual, allowable costs, paid to an organization providing
goods or services consistent with normal commercial practice. This payment also is
referred to as profit. (See Grants to For-Profit Organizations—Small Business
Innovation Research and Small Business Technology Transfer Programs—
Allowable Costs and Fee—Profit or Fee.)

Transfer by NIH of money or property to an eligible entity to support or stimulate a
public purpose authorized by statute.

A financial conflict of interest exists when the grantee’s designated official(s)
reasonably determines that an investigator’s significant financial interest could
directly and significantly affect the design, conduct, or reporting of the PHS-funded
research. See 42 CFR 50, Subpart F, Responsibility of Applicants for Promoting
Objectivity in Research for which PHS funding is sought and Public Policy
Requirements and Objectives—Financial Conflict of Interest.

An organization, institution, corporation, or other legal entity that is organized or
operated for the profit or financial benefit of its shareholders or other owners. A for-
profit organization is considered to be a small business if it is independently owned
and operated, if it is not dominant in the field in which research is proposed, and if it
employs no more than 500 persons. (Also see definition for small business
concern.)

For-profit organizations also are referred to as “commercial organizations.”
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Term

foreign
component

foreign
institution

full-time
appointment

funding
opportunity
announcement

grant

grant number

Definition

The performance of any significant scientific element or segment of a project
outside of the United States, either by the grantee or by a researcher employed by a
foreign organization, whether or not grant funds are expended. Activities that would
meet this definition include, but are not limited to, (1) the involvement of human
subjects or animals, (2) extensive foreign travel by grantee project staff for the
purpose of data collection, surveying, sampling, and similar activities, or (3) any
activity of the grantee that may have an impact on U.S. foreign policy through
involvement in the affairs or environment of a foreign country. Examples of other
grant-related activities that may be significant are:

e collaborations with investigators at a foreign site anticipated to result in co-
authorship;

e use of facilities or instrumentation at a foreign site; or
e receipt of financial support or resources from a foreign entity.

Foreign travel for consultation is not considered a foreign component. (See Grants
to Foreign Institutions, International Organizations, and Domestic Grants with
Foreign Components chapter in IIB.)

An organization located in a country other than the United States and its territories
that is subject to the laws of that country, regardless of the citizenship of the
proposed PD/PI.

The number of days per week and/or months per year representing full-time effort at
the applicant/grantee organization, as specified in organizational policy. The
organization’s policy must be applied consistently regardless of the source of
support.

A publicly available document by which a Federal Agency makes known its
intentions to award discretionary grants or cooperative agreements, usually as a
result of competition for funds. Funding opportunity announcements may be known
as program announcements, requests for applications, notices of funding
availability, solicitations, or other names depending on the Agency and type of
program. Funding opportunity announcements can be found at Grants.gov/FIND
and in the NIH Guide for Grants and Contracts.

A financial assistance mechanism providing money, property, or both to an eligible
entity to carry out an approved project or activity. A grant is used whenever the NIH
IC anticipates no substantial programmatic involvement with the recipient during
performance of the financially assisted activities.

A grant number is a unique identifier for a grant composed of the application type
code, activity code, Institute code, 6-digit serial number, support year and /or suffix
code for the support year of the grant, or other information, such as a supplement
(S1), resubmission (A1), or a fellowship’s institutional allowance. In Federalwide
systems (e.g., USASpending.gov, FFATA/FSRS) the Federal Award Identifier
Number (FAIN) is used to identify grants for Federalwide implications. Similar to the
NIH Grant Number, the FAIN consists of the activity code, Institute code, and 6-digit
serial number.

Sample Grant Number: 1 R01 Al 123456-01 A1 S1

Sample FAIN: RO1 Al 654321
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Definition

Those activities specified or described in a grant application or in a subsequent
submission that are approved by an NIH IC for funding, regardless of whether
Federal funding constitutes all or only a portion of the financial support necessary to
carry them out.

The organization or individual awarded a grant or cooperative agreement by NIH
that is responsible and accountable for the use of the funds provided and for the
performance of the grant-supported project or activity. The grantee is the entire
legal entity even if a particular component is designated in NoA. The grantee is
legally responsible and accountable to NIH for the performance and financial
aspects of the grant-supported project or activity. Also known as awardee or
recipient.

Grants.gov (http://www.grants.gov/) has been designated by the Office of
Management and Budget as the single access point for all grant programs offered
by 26 Federal grant-making agencies. It provides a single interface for agencies to
announce their grant opportunities and for all applicants to find and apply for those
opportunities.

An NIH official responsible for the business management aspects of grants and
cooperative agreements, including review, negotiation, award, and administration,
and for the interpretation of grants administration policies and provisions. GMOs are
delegated the authority from the CGMO to obligate NIH to the expenditure of funds
and permit changes to approved projects on behalf of NIH. Each NIH IC that awards
grants has one or more GMOs with responsibility for particular programs or awards.
See also Chief Grants Management Officer definition.

An NIH staff member who oversees the business and other non-programmatic
aspects of one or more grants and/or cooperative agreements. These activities
include, but are not limited to, evaluating grant applications for administrative
content and compliance with statutes, regulations, and guidelines; negotiating
grants; providing consultation and technical assistance to grantees; and
administering grants after award.

A non-profit or for-profit hospital or a medical care provider component of a non-
profit organization (for example, a foundation). The term includes all types of
medical, psychiatric, and dental facilities, such as clinics, infirmaries, and sanatoria.

A living individual about whom an investigator (whether professional or student)
conducting research obtains data through intervention or interaction with the
individual or obtains identifiable private information. Regulations governing the use
of human subjects in research extend to use of human organs, tissues, and body
fluids from identifiable individuals as human subjects and to graphic, written, or
recorded information derived from such individuals. (See Public Policy
Requirements and Objectives—Human Subjects Protections.)

The impact score is the rating which is assigned to an individual application by an
SRG, and designates the reviewers’ assessment of the likelihood for the project to
exert a sustained, powerful influence on the research field(s) involved, in
consideration of established review criteria. The impact score is one mechanism by
which the SRG makes a recommendation to the funding component concerning the
application’s scientific and technical merit. Impact scores may be numeric (10 — 90)
or alphabetical (ND, for example).

A new drug or biological drug that is used in a clinical investigation.
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Institutional
Review Board
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Definition

See facilities and administrative costs definition.

Something new or improved, including research for (1) development of new
technologies, (2) refinement of existing technologies, or (3) development of new
applications for existing technologies. For the purposes of PHS programs, an
example of innovation would be new medical or biological products for improved
value, efficiency, or costs.

The NIH organizational component responsible for a particular grant program or set
of activities. The terms “NIH IC,” or “awarding IC” are used throughout this
document to designate a point of contact for advice and interpretation of grant
requirements and to establish the focal point for requesting necessary prior
approvals or changes in the terms and conditions of award.

The PHS Policy on Humane Care and Use of Laboratory Animals incorporates the
U.S. Government Principles for the Utilization and Care of Vertebrate Animals used
in Testing, Research, and Training, and requires the grantee to maintain an animal
care and use program based on the Guide for the Care and Use of Laboratory
Animals. An Institutional Animal Care and Use Committee (IACUC) appointed by
the Chief Executive Officer or designee, is federally mandated to oversee the
institution's animal program, facilities, and procedures (Public Law 99-158, Sec.
495). IACUC review and approval is required for all PHS supported activities
involving live vertebrate animals prior to funding.

The annual compensation paid by an organization for an employee’s appointment,
whether that individual’s time is spent on research, teaching, patient care, or other
activities. Base salary excludes any income that an individual may be permitted to
earn outside of duties for the applicant/grantee organization. Base salary may not
be increased as a result of replacing organizational salary funds with NIH grant
funds. (See Cost Considerations—Allowability of Costs/Activities—Selected Items of
Cost—Salaries and Wages.)

An administrative body established to protect the rights and welfare of human
research subjects recruited to participate in research activities conducted under the
auspices of the organization with which it is affiliated. The Institutional Review Board
has the authority to approve, require modifications in, or disapprove all research
activities that fall within its jurisdiction.

Property that does not have physical existence. The term includes copyrights,
patents, and other intellectual property generated or developed under awards. It
also includes copyrights for which assignments of rights are acquired under awards;
patents and other intellectual property for which ownership is acquired under
awards; loans, notes, and other debt instruments (even if considered tangible for
some purposes); lease agreements; and stock and other instruments of property
ownership.

The Intergovernmental Personnel Act Mobility Program provides for the temporary
assignment of personnel between the Federal Government and state and local
governments, colleges and universities, Indian tribal governments, federally funded
research and development centers, and other eligible organizations. The goal of the
Intergovernmental Personnel Act mobility program is to facilitate the movement of
employees, for short periods of time, when this movement serves a sound public
purpose.
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Definition

An organization that identifies itself as international or intergovernmental and has
membership from, and represents the interests of, more than one country, without
regard to whether the headquarters of the organization and location of the activity
are inside or outside of the United States.

The requirement pursuant to 37 CFR 401 that recipients of contracts, grants or
cooperative agreements fully disclose any subject inventions made during the
performance of work under a funding agreement in order to protect the Federal
government's rights.

Research funded as a result of an investigator, on his or her own, submitting a
research application. Also known as unsolicited research. Unsolicited applications
are reviewed by chartered CSR review committees.

Institutional Profile File (IPF) number is a unique number used by NIH for
tracking/reporting awards to grantee institutions.

NIH policy allows the submission of certain elements of a competing application to
be deferred until later in the application process, after review when the application is
under consideration for funding. Within the Status module of the eRA Commons,
users will find a feature to submit Just-In-Time information when requested by the
NIH. Through this module, institutions can electronically submit the information that
is requested after the review, but before award. See Completing the Pre-Award
Process—Just-In-Time Procedures for additional information.

An amount defined in a contract and chargeable against funds due to the contractor
for each day the contractor fails to complete the project beyond the contract
completion date.

An A&R project under a grant whose primary purpose is other than construction or
modernization, including a project involving modernization, improvement or
remodeling, exceeding $500,000 in direct costs awarded for the project. Major A&R
may include improvement, conversion, rearrangement, rehabilitation or remodeling.
Major A&R does not apply to minor alterations, renovations or repairs funded under
a research project grant or alterations or renovations funded under an NIH center
grant. Major A&R is an unallowable activity or cost under foreign grants and foreign
components in domestic grants.

The value of third-party in-kind contributions and the portion of the costs of a
federally assisted project or program not borne by the Federal government.
Matching or cost sharing may be required by statute or program regulation. Costs
used to satisfy matching or cost-sharing requirements are subject to the same
policies governing allowability as other costs under the approved budget.

Extramural awards are divided into three types of financial assistance: grants,
cooperative agreements and contracts. A mechanism is the type of funded
application or transaction used at the NIH. Within each mechanism NIH includes
programs. Programs can be further refined by specific activity codes.

A legal action resulting in the unification of two or more legal entities. When such an
action involves the transfer of NIH grants, the procedures for the recognizing a
successor-in-interest will apply. When the action does not involve the transfer of
NIH grants, the procedures for recognizing a name change will apply.
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Definition

An A&R project under a grant whose primary purpose is other than construction or
modernization, including a project involving improvement or remodeling, which does
not exceed $500,000 in direct costs. Minor A&R is not an allowable activity or cost
under grants to individuals or grants for limited purposes, such as grants in support
of scientific meetings (conference grants). Routine maintenance and repair of the
organization’s physical plant or its equipment is not considered A&R; these types of
costs are typically treated as F&A costs.

Alteration, renovation, remodeling, improvement, and/or repair of an existing
building and the provision of equipment necessary to make the building suitable for
use for the purposes of a particular program. The entire purpose of the
modernization grant is to modernize biomedical research facilities. A modernization
grant cannot support the conduct of any research.

A type of grant application in which support is requested in specified increments
without the need for detailed supporting information related to separate budget
categories. When modular procedures apply, they affect not only application
preparation but also review of the application, award, and post-award
administration.

A process whereby the programmatic and business management performance
aspects of a grant are assessed by reviewing information gathered from various
required reports, audits, site visits, and other sources.

An action whereby the name of an organization is changed without otherwise
affecting the rights and obligations of that organization as a grantee.

A PD/PI who has not previously competed successfully as a PD/PI for a substantial
independent research award is considered a New Investigator. For example, a
PD/PI who has previously received a competing NIH R01 research grant is no
longer considered a New Investigator. However, a PD/Pl who has received a Small
Grant (R03) or an Exploratory/Developmental Research Grant Award (R21) retains
his or her status as a New Investigator. A complete list of NIH grants that do not
disqualify a PD/PI from being considered a New Investigator can be found at
http:/grants.nih.gov/grants/new_investigators/#definition.

See also the definition of Early Stage Investigator.

An extension of time to a project period and/or budget period to complete the work
of the grant under that period, without additional Federal funds or competition. See
NIH Standard Terms of Award and Prior Approval Requirements.

A financial assistance request (in the form of an application or progress report) or
resulting award for a subsequent budget period within a previously approved project
period for which a recipient does not have to compete with other applicants.

When cost sharing or matching is required as a condition of an award, the portion of
allowable project/program costs not borne by the Federal government.

Any corporation, trust, association, cooperative, or other organization that is
operated primarily for scientific, educational, service, charitable, or similar purposes
in the public interest; is not organized for profit; and uses net proceeds to maintain,
improve, or expand the operations of the organization. Non-profit organizations
include institutions of higher education, hospitals, and tribal organizations (that is,
Indian entities other than federally recognized Indian tribal governments).
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organization
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Definition

The official, legally binding document, signed (or the electronic equivalent of
signature) by a Grants Management Officer that:

(1) notifies the recipient of the award of a grant;

(2) contains or references all the terms and conditions of the grant and Federal
funding limits and obligations; and,

(3) provides the documentary basis for recording the obligation of Federal funds in
the NIH accounting system.

The amounts for which the recipient has made binding commitments for orders
placed for property and services, contracts and subawards, and similar transactions
during a funding period that will require payment during the same or a future period.

Government-wide guidance issued to Heads of Federal agencies by the Director of
OMB. OMB Circulars directly pertinent to grants include the following:

e cost principles (OMB Circular A-21, OMB Circular A-87, and OMB Circular A-122).
See Cost Considerations—The Cost Principles for additional information;

e uniform administrative requirements (OMB Circular A-102 and OMB Circular A-
110);

¢ audit requirements for non-profit organizations (OMB Circular A-133). See
Monitoring—Audit for additional information.

Some (but not all) of these OMB Circulars have been reissued in Title 2 of the Code
of Federal Regulations.

A generic term used to refer to an educational institution or other entity, including an
individual, which applies for or receives an NIH grant or cooperative agreement.

Individuals who have committed to contribute to the scientific development or
execution of the project, but are not committing any specified measurable effort (i.e.,
person months) to the project. These individuals are typically presented at "effort of
zero person months” or "as needed." Individuals with measurable effort may not be
listed as Other Significant Contributors (OSCs). Consultants should be included if
they meet this definition.

Includes all financial resources, whether Federal, non-Federal, commercial or
organizational, available in direct support of an individual’s research endeavors,
including, but not limited to, research grants, cooperative agreements, contracts, or
organizational awards. Other support does not include training awards, prizes, or
gifts.

NIH-wide FOA enabling applicants to electronically submit an investigator-initiated
grant application for a specific activity code, e.g., Research Project Grant (Parent

RO1).
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Definition

Requirement that the recipient of a NRSA postdoctoral fellowship engage in
qualified research or teaching activities for a length of time equal to the period of
NRSA support received. Only the first year of training incurs a payback obligation. In
general, payback activity must involve at least 20 hours per week and be conducted
over 12 consecutive months; special exceptions may be considered on a case-by-
case basis. See Ruth L. Kirschstein National Research Service Awards—Payback
for additional information.

The HHS centralized grants payment system operated by the Division of Payment
Management, Program Support Center. Most HHS (and some other Federal
government agencies') recipients receive grant payments through this system.

The process that involves the consistent application of standards and procedures
that produce fair, equitable, and objective examinations of applications based on an
evaluation of scientific or technical merit or other relevant aspects of the application.
The review is performed by experts (Peer Reviewers) in the field of endeavor for
which support is requested. Peer review is intended to provide guidance and
recommendations to the NIH individuals responsible for making award decisions.

The metric for expressing the effort (amount of time) PD/PI(s), faculty and other
senior/key personnel devote to a specific project. The effort is based on the type of
appointment of the individual with the organization; e.g., calendar year, academic
year, and/or summer term; and the organization's definition of such. For instance,
some institutions define the academic year as a 9-month appointment while others
define it as a 10-month appointment.

As defined by NIH, a broadly based prospective Phase lll clinical investigation
(usually involving several hundred or more human subjects) to evaluate an
experimental intervention in comparison with a standard or control intervention or to
compare two or more existing treatments. The definition includes pharmacologic,
non-pharmacologic, and behavioral interventions given for disease prevention,
prophylaxis, diagnosis, or therapy. Community trials and other population-based
intervention trials also are included. (See also clinical trial definition.)

Any cost incurred prior to the beginning date of the project period or the initial
budget period of a competitive segment (under a multi-year award), in anticipation
of the award and at the applicant’s own risk, for otherwise allowable costs.

Written approval from the designated GMO required for specified post-award
changes in the approved project or budget. Such approval must be obtained before
undertaking the proposed activity or spending NIH funds (see Administrative
Reguirements—Changes in Project and Budget—Prior Approval Requirements).

See definition for fee.

A coherent assembly of plans, project activities, and supporting resources contained
within an administrative framework, the purpose of which is to implement an
organization’s mission or some specific program-related aspect of that mission. For
the NIHGPS, “program” refers to those NIH programs that carry out their missions
through the award of grants or cooperative agreements to other organizations.
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Term
Program Director/

Principal
Investigator

program income

Program Official/
Program Officer/
Project Officer

progress report

project/
performance site

project period

real property

recipient

renewal
application

research

Research
Administrator

Part I: NIH Grants — General Information

Definition

The individual(s) designated by the applicant organization to have the appropriate
level of authority and responsibility to direct the project or program to be supported
by the award. The applicant organization may designate multiple individuals as
program directors/principal investigators (PD/Pls) who share the authority and
responsibility for leading and directing the project, intellectually and logistically.
When multiple PD/Pls are named, each is responsible and accountable to the
applicant organization, or as appropriate, to a collaborating organization for the
proper conduct of the project or program including the submission of all required
reports. The presence of more than one PD/PI on an application or award
diminishes neither the responsibility nor the accountability of any individual PD/PI.

Gross income earned by the grantee organization that is directly generated by the
grant-supported project or activity or earned as a result of the award (see
Administrative Requirements—Management Systems and Procedures—Program
Income).

The NIH official responsible for the programmatic, scientific, and/or technical
aspects of a grant.

Periodic, usually annual, report submitted by the grantee and used by NIH to assess
progress and, except for the final progress report of a project period, to determine
whether to provide funding for the budget period subsequent to that covered by the
report. This report may also be called the non-competing continuation progress
report.

Location(s) of where the work described in the research plan will be conducted.

The total time for which Federal support of a project has been programmatically
approved as shown in the NoA; however, it does not constitute a commitment by the
Federal government to fund the entire period. The total project period comprises the
initial competitive segment, any subsequent competitive segments resulting from a
renewal award(s), and extensions.

Land, including land improvements, structures, and appurtenances, but not movable
machinery and equipment.

The organizational entity or individual receiving a grant or cooperative agreement.
See also definition for grantee.

An application requesting additional funding for a period subsequent to that
provided by a current award. Renewal applications compete for funds with all other
peer reviewed applications, and must be developed as fully as though the applicant
is applying for the first time. The previous NIH term was “competing continuation.”

A systematic, intensive study intended to increase knowledge or understanding of
the subject studied, a systematic study specifically directed toward applying new
knowledge to meet a recognized need, or a systematic application of knowledge to
the production of useful materials, devices, and systems or methods, including
design, development, and improvement of prototypes and new processes to meet
specific requirements. Also termed “research and development.”

The Research Administrator acts as a local agent of the AOR and/or PD/Pls
providing day-to-day grant-related support. See also Roles and Responsibilities—
Grantee Staff.
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Term

research
misconduct

research patient
care costs

responsible party

resubmission
application

revision
application

Scientific Review
Group (SRG)

Scientific Review
Officer (SRO)

Definition

Fabrication, falsification, or plagiarism in proposing, performing, or reviewing
research, or in reporting research results.

1. Fabrication is making up data or results and recording or reporting them.

2. Falsification is manipulating research materials, equipment, or processes,
or changing or omitting data or results such that research is not accurately
represented in the research record.

3. Plagiarism is the appropriation of another person’s ideas, processes,
results, or words without giving appropriate credit.

4. Research misconduct does not include honest error or honest differences of
opinion.

Costs of routine and ancillary services provided by hospitals to participants in
research protocols.

Responsible party is the term used in Title VIl of the Food and Drug Administration
Amendments Act (FDAAA) of 2007 (P.L. 110-85) to refer to the entity or individual
who is responsible under FDAAA for registering a clinical trial and submitting clinical
trial information to ClinicalTrials.gov.

An application that has been previously submitted, but was not funded, and is being
resubmitted for new consideration. Applicants must make significant changes to the
application and can only resubmit once the summary statement is available.
Applicants must apply and undergo peer review. Additional policies on
resubmissions can be found in the applicable Application Instruction Guide. The
previous NIH term was "revision." A resubmission has a suffix in its application
identification number, e.g., A1.

As defined in the Federalwide SF424 (R&R): An application that proposes a change
in 1) the Federal Government’s financial obligations or contingent liability from an
existing obligation, or 2) any other change in the terms and conditions of the existing
award. Note in general for NIH applicants, #2 would not require the submission of
another application. NIH grantees use revision applications to request an increase
in support in a current budget period for expansion of the project’s approved scope
or research protocol. Applicants must apply and undergo peer review. The previous
NIH term was "competing supplemental." NOTE: The former NIH term "revision," is
now “resubmission”. A revision has a suffix in its application identification number;
e.g., S1.

A peer review committee group of primarily non-government experts (peer
reviewers), qualified by training or experience in particular scientific or technical
fields, or as authorities knowledgeable in the various disciplines and fields related to
the applications under review, to evaluate and give expert advice on the scientific
and technical merit of the applications. No more than one-fourth of the members of
any SRG may be Federal employees, as noted in 42 CFR 52(h).

The NIH official who serves as the designated Federal official having legal
responsibility for managing the peer review meeting, the procedures for evaluating
the applications assigned to the SRG and the determinations and management of
conflicts of interest, as noted in 42 CFR 52(h).
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Term

scope of work

Senior/Key
Personnel

significant
rebudgeting

small business
concern

State government

stipend

subaward

subrecipient
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Definition

The aims, objectives, and purposes of a grant; as well as the methodology,
approach, analyses or other activities; and the tools, technologies, and timeframes
needed to meet the grant’s objectives. This includes the research or training plan
included with the original grant application, along with any approved modifications.

The PD/PI and other individuals who contribute to the scientific development or
execution of a project in a substantive, measurable way, whether or not they receive
salaries or compensation under the grant. Typically these individuals have doctoral
or other professional degrees, although individuals at the masters or baccalaureate
level may be considered senior/key personnel if their involvement meets this
definition. Consultants and those with a postdoctoral role also may be considered
senior/key personnel if they meet this definition. “Zero percent” effort or “as needed”
is not an acceptable level of involvement for Senior/Key Personnel.

A threshold that is reached when expenditures in a single direct cost budget
category deviate (increase or decrease) from the categorical commitment level
established for the budget period by more than 25 percent of the total costs
awarded. Significant rebudgeting is one indicator of change in scope.

A business that is independently owned and operated and not dominant in its field
of operation; has its principal place of business in the United States and is
organized for profit; is at least 51 percent owned, or in the case of a publicly owned
business, at least 51 percent of its voting stock is owned by U.S. citizens or lawfully
admitted permanent resident aliens; has, including its affiliates, not more than 500
employees; and meets other regulatory requirements established by the SBA at 13
CFR 121.

The government of any State of the United States, the District of Columbia, the
Commonwealth of Puerto Rico, any U.S. territory or possession, or any agency or
instrumentality of a State exclusive of local governments. For purposes of NIH
grants, federally recognized Indian tribal governments generally are considered
State governments. State institutions of higher education and State hospitals are not
considered State governments for HHS’s general administrative requirements for
grants and the NIHGPS.

A payment made to an individual under a fellowship or training grant in accordance
with pre-established levels to provide for the individual’s living expenses during the
period of training. A stipend is not considered compensation for the services
expected of an employee.

A legal instrument by which a recipient provides funds (or property in lieu of funds)
to an eligible subrecipient (or a lower-tier transaction) to perform a substantive
portion of the grant-supported program or project. The term includes such financial
assistance when provided by any legal agreement (even if the agreement is called a
contract) but does not include any form of assistance which is excluded from the
definition of grant, including the recipient’s procurement of property or services
needed to carry out the project or program. The term includes consortium
agreements.

A party that receives a subaward from a recipient or another subrecipient under a
Federal financial assistance award and is accountable to the recipient or
subrecipient for the use of the Federal funds provided by the subaward.
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Term

successor-in-
interest

supplies

suspension

termination

terms and
conditions of
award

total project costs

unliquidated
obligation

United States

unobligated
balance

withholding of
support

Definition

Process whereby the rights to and obligations under an NIH grant(s) are acquired
incidental to the transfer of all of the assets of the grantee or the transfer of that part
of the assets involved in the performance of the grant(s). A SIl may result from
legislative or other legal action, such as a merger or other corporate change.

All personal property excluding equipment, intangible property, debt instruments,
and inventions of a contractor conceived or first actually reduced to practice in the
performance of work under a funding agreement ("subject inventions"), as defined in
37 CFR 401, "Rights to Inventions Made by Non-profit Organizations and Small
Business Firms Under Government Grants, Contracts, and Cooperative
Agreements."

Temporary withdrawal of a grantee’s authority to obligate grant funds, pending
either corrective action by the grantee, as specified by NIH, or a decision by NIH to
terminate the award. This meaning of the term suspension differs from that used in
conjunction with the debarment and suspension process (see Public Policy
Requirements and Objectives—Debarment and Suspension and Administrative
Requirements—Enforcement Actions).

Permanent withdrawal by NIH of a grantee’s authority to obligate previously
awarded grant funds before that authority would otherwise expire, including the
voluntary relinquishment of that authority by the grantee.

All legal requirements imposed on a grant by NIH, whether based on statute,
regulation, policy, or other document referenced in the grant award, or specified by
the grant award document itself. The NoA may include both standard and special
conditions that are considered necessary to attain the grant’s objectives, facilitate
post-award administration of the grant, conserve grant funds, or otherwise protect
the Federal government’s interests.

The total allowable costs (both direct costs and F&A costs) incurred by the grantee
to carry out a grant-supported project or activity. Total project costs include costs
charged to the NIH grant and costs borne by the grantee to satisfy a matching or
cost-sharing requirement.

(1) For reports prepared on a cash basis, the amount of obligations incurred by the
recipient that has not been paid; or

(2) For reports prepared on an accrued expenditure basis, the amount of obligations
incurred by the recipient for which an outlay has not been recorded.

The 50 States, territories, and possessions of the United States, the Commonwealth
of Puerto Rico, the Trust Territory of the Pacific Islands, and the District of
Columbia.

The portion of the funds authorized by the Federal agency for expenditure by the
recipient that has not been obligated by the recipient.

A decision by NIH not to make a non-competing continuation award within the
current competitive segment.
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2 THE NATIONAL INSTITUTES OF HEALTH AS A
GRANT-MAKING ORGANIZATION

NIH is the steward of medical and behavioral research for the Nation. Its mission is to seek fundamental
knowledge about the nature and behavior of living systems and the application of that knowledge to
enhance health, lengthen life, and reduce the burdens of illness and disability. NIH operates under the
general policy guidance of the Department in carrying out its mission, which is accomplished through the
conduct and support of biomedical and behavioral research, research training, research infrastructure, and
communications. These efforts take place intramurally (primarily at NIH) and extramurally (through
grants, cooperative agreements, and contracts awarded to institutions of higher education, governmental
organizations, non-profit research organizations, for-profit organizations, and individuals). NIH also
works closely with other HHS components and other Federal departments and agencies. HHS
components include SAMHSA, FDA, CDC, IHS, AHRQ, HRSA, ACF, ACL, OPHS, and CMS, among
others.

HHS develops, issues, and maintains regulations that govern the Department’s grants process. Among
these are the regulations that implement the OMB Circular A-102 common rule, applicable to grants to
State, local, and Indian tribal governments, and OMB Circular A-110 (relocated to 2 CFR 215),
applicable to grants to institutions of higher education, hospitals, and other non-profit organizations.
These regulations are codified at 45 CFR 74 (Uniform Administrative Requirements for Awards and
Subawards to Institutions of Higher Education, Hospitals, Other Non-Profit Organizations, and
Commercial Organizations; and Certain Grants and Agreements with States, Local Governments, and
Indian Tribal Governments) and 45 CFR 92 (Uniform Administrative Requirements for Grants and
Cooperative Agreements to State and Local Governments). Although the government-wide requirements
do not cover grants to for-profit organizations, HHS has included them in the coverage of 45 CFR 74. The
above regulations provide the framework for the terms and conditions of NIH awards as specified in Part
II.

NIH is organized into ICs, which have their own mission and functions, separate appropriations, and
statutory authorities. The ICs that award grants and their points of contact are listed in Part III. Although
the ICs operate under the same general grant process and requirements, applicants and grantees need to be
aware of differences that may exist. This information may be obtained from NIH IC staff. The policies
and procedures generally applicable to NIH grants are set forth in the NIHGPS.

2.1 ROLES AND RESPONSIBILITIES

NIH, as a Federal grantor agency, is responsible to Congress and the U.S. taxpayer for carrying out its
mission in a manner that not only facilitates research but does so cost-effectively and in compliance with
applicable rules and regulations. NIH seeks to ensure integrity and accountability in its grant award and
administration processes by relying on a system of checks and balances and separation of responsibilities
within its own staff and by establishing a similar set of expectations for grantee organizations.

The following subsections highlight the major functions and areas of responsibility of Federal and grantee
staffs. NIH recognizes that additional staff members in a number of different organizations may be
involved in grant-related activities; however, this section details only the major participants representing
the Federal government and the grantee. The responsibilities of CSR staff members, who are involved
only in the initial review phase of the peer review process, are described in The Peer Review Process—
Initial Review—Responsibilities. The responsibilities of other offices, such as OHRP, are described in
Part II as applicable.
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2.1.1 NIH and HHS Staff

The roles and responsibilities of NIH and HHS participants are as follows:

Grants Management Officer. The GMO whose name appears in the NoA is the NIH official
responsible for the business management and other non-programmatic aspects of the award. These
activities include, but are not limited to, evaluating grant applications for administrative content
and compliance with statutes, regulations, and guidelines; negotiating grants; providing
consultation and technical assistance to applicants and grantees, including interpretation of grants
administration policies and provisions; and administering and closing out grants. The GMO works
closely with his or her counterparts in other NIH ICs and with the designated PO. The GMO is the
focal point for receiving and acting on requests for NIH prior approval or for changes in the terms
and conditions of award, and is the only NIH official authorized to obligate NIH to the
expenditure of Federal funds or to change the funding, duration, or other terms and conditions of
award. A Chief Grants Management Officer is the principal GMO who provides leadership to an
organizational component that is responsible for the business and fiscal management of the ICs
grant portfolio. Generally, the CGMO will have the authority to appoint and exercise line
authority over one or more GMOs. At NIH each awarding component has a CGMO.

Grants Management Specialist. The GMS whose name appears in the NoA is an agent of the
GMO and is assigned responsibility for the day-to-day management of a portfolio of grants.

Program Official. The PO is responsible for the programmatic, scientific, and/or technical aspects
of assigned applications and grants. The PO’s responsibilities include, but are not limited to,
development of research and research training programs to meet the IC’s mission; coordination
with CSR/IC SROs; and post-award administration, including review of progress reports,
participation in site visits, and other activities complementary to those of the GMO. The PO and
the GMO work as a team on many of these activities.

Scientific Review Officer. SROs are health science administrators who manage the activities of
SRGs, including CSR study sections. For the SRG for which he or she is responsible, the SRO
reviews applications for completeness and conformity to requirements, ensures that adequate
numbers of reviewers with appropriate expertise are available for application review, assigns
applications to individual reviewers as discussion leaders and for preparation of written critiques,
and serves as the overall point of contact with applicants during the initial phase of the peer review
process, i.e., until the conclusion of the SRG meeting.

Other NIH, HHS and Federal Agency Staff. In addition to the GMO and PO, the grantee may be
required to interact with other NIH or HHS staff members or offices with respect to its
organization-wide systems and/or individual transactions. These include the office responsible for
negotiating F&A costs and research patient care rates, typically the cognizant DCA office, ONR,
or DFAS; OIG; OHRP; ORI; OLAW; and OPERA. Staff members in these offices generally
coordinate with the GMO, but they are responsible for discrete areas of specialization and are not
required to channel their communications with the grantee through the GMO. Part I1I includes a
list of these organizations and their addresses and telephone numbers. ONR is the cognizant
agency for negotiation of F&A costs for some NIH grantees.

2.1.2 Grantee Staff

Overall responsibility for successfully implementing an NIH grant is a shared responsibility of the
PD/PI(s), the AOR, and the Research Administrator. As key members of the grant team, they respectively
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lead the scientific and administrative aspects of the grant. While communications can be conducted with
Research Administrators and other institutional staff, NIH staff members conduct official business only
with the designated PD/PI(s) and AORs. The roles and responsibilities of grantee participants are as
follows:

o Authorized Organization Representative. The AOR is the designated representative of the grantee
organization in matters related to the award and administration of its NIH grants, including those
that require NIH approval. The AOR should ascertain and assure that the materials the applicant
organization are submitting on behalf of the PD/PI are the original work of the PD/PI and have not
been used by other individuals in the preparation and submission of a similar grant application. In
signing a grant application, this individual certifies that the applicant organization will comply
with all applicable assurances and certifications referenced in the application. This individual’s
signature on the grant application further certifies that the applicant organization will be
accountable both for the appropriate use of funds awarded and for the performance of the grant-
supported project or activities resulting from the application. (Also see Legal Implications of
Applications.) This individual also is responsible to NIH for ensuring that the organization
complies with applicable Federal laws and regulations, including required certifications and
assurances, its application, and the terms and conditions of individual awards. For applications
submitted electronically through Grants.gov, the signature of the AOR is documented as part of
the electronic submission process and is authenticated through the Grants.gov registration process.
In the eRA Commons, this individual holds the Signing Official role. Although NIH requires that
the grantee organization designate such an official, NIH does not specify the organizational
location or full set of responsibilities for this official.

e Program Director/Principal Investigator. A PD/PI is an individual designated by the applicant
organization to have the appropriate level of authority and responsibility to direct the project or
program supported by the award. The applicant organization may designate multiple individuals as
PD/PIs who share the authority and responsibility for leading and directing the project,
intellectually and logistically. Each PD/PI is responsible and accountable to the grantee
organization or, as appropriate, to a collaborating organization, for the proper conduct of the
project or program, including the submission of all required reports. The presence of more than
one identified PD/PI on an application diminishes neither the responsibility nor the accountability
of any individual PD/PI.

When a single PD/PI is designated, that individual is not required to be an employee of the
applicant organization. However, because the grant, if awarded, is made to the organization, the
applicant organization must have a formal written agreement with the PD/PI that specifies an
official relationship between the parties even if the relationship does not involve a salary or other
form of remuneration. If the PD/PI is not an employee of the applicant organization, NIH will
assess whether the arrangement will result in the organization being able to fulfill its
responsibilities under the grant, if awarded.

When multiple PD/PIs are designated, NIH requires identification of one PD/PI who will be
designated as the Contact PD/PI. This person is responsible for communication between the
PD/PIs and the NIH. Serving as Contact PD/PI confers no special authorities or responsibilities
within the project team. The Contact PD/PI must meet all eligibility requirements for PD/PI status.
They are not required to be an employee of the applicant organization. However, as with the single
PD/PI model, if the Contact PD/PI is not an employee, the applicant organization must have a
formal written agreement with the Contact PD/PI that specifies an official relationship between the
parties. This same principle applies to all PD/PIs at the applicant organization; e.g., they need not
be employees; however the applicant organization must have a formal written agreement in place.
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When multiple PD/PIs are involved at different organizations, only the Contact PD/PI is required
to have the official relationship with the applicant organization. PD/PIs in the leadership team at
other organizations must have a documented relationship with a consortium organization, but need
not be employees. Any consortium agreement must address the unique aspects to these individuals
holding the PD/PI role.

PD/PIs are members of the grantee team responsible for ensuring compliance with the financial
and administrative aspects of the award. They work closely with designated officials within the
grantee organization to create and maintain necessary documentation, including both technical and
administrative reports; prepare justifications; appropriately acknowledge Federal support of
research findings in publications, announcements, news programs, and other media; and ensure
compliance with other Federal and organizational requirements. NIH encourages PD/PIs to
maintain contact with the NIH PO with respect to the scientific aspects of the project and the
GMO/GMS concerning the business and administrative aspects of the award. The NIH staff
contacts list located at http://grants.nih.gov/grants/staff list grants admin.htm#ics includes
contact information for NIH grants management and program staff at each IC.

e Research Administrator. The Research Administrator acts as a local agent of the AOR and/or
PD/PIs providing day-to-day grant-related support. Depending on the structure of the organization,
this individual can be located centrally or within an organizational component such as a
Department.

2.2 ERA COMMONS

eRA Commons is an online interface where grant applicants, grantees and Federal staff at NIH and
grantor agencies are able to conduct their research administration business electronically as well as access
and share administrative information relating to research grants. While applicants use Grants.gov to find
and apply for grants; the eRA Commons retrieves the application or proposal information from
Grants.gov, compiles it into a consistent application format and makes then it available to applicants and
NIH staff for electronic research administration purposes.

Access to the eRA Commons is vital for all steps in the NIH grant administration process. Following
application submission, the eRA Commons becomes the primary site for accessing grant information such
as Institute/Center assignments, review outcomes, Summary Statements, and Notices of Award. The eRA
Commons also provides electronic business processes such as Internet Assisted Review, submission of
Just-In-Time material, submission of electronic SNAP progress reports (eSNAP), submission of Financial
Reports (FSRs/FFRs), submission of notification of extensions without funds, and submission of Closeout
documents. Appropriate user roles are assigned to registered individuals depending on the responsibilities
assigned to them by the grantee organization.

2.2.1 eRA Commons Registration

An organization and PD/PI(s) must complete a one-time registration in the Commons.
Institutional/organizational officials are responsible for registering PD/PI(s) in the eRA Commons.
PD/PI(s) should work with their AOR (also known as the Signing Official in the eRA Commons) to
determine their institutional/organizational process for registration.

IMPORTANT: Organizations registering in the eRA Commons for the first time should allow 2-4 weeks
to complete the registration process.
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2.2.1.1 eRA Commons Registration for the Organization

Prospective applicant organizations should also see Legal Implications of Applications before beginning
the eRA Commons registration process.

Organizations may verify their current registration status by accessing the “List of Grantee Organizations
Registered in eRA Commons” at http://era.nih.gov/commons/quick queries/index.cfm#commons. This
listing can be accessed without logging into the Commons. The list includes organization name and
location, the NIH-assigned IPF Code, and any DUNS number that has been stored in the institutional
profile for that organization.

To register an Organization in the eRA Commons an AOR should follow the procedures found on the
eRA Commons homepage at https://commons.era.nih.gov/commons/ under the link “Grantee
Organization Registration.”

Once an organization is registered, information in the Institutional Profile can be maintained through the
Commons.

During this registration process, NIH may make a preliminary assessment of applicant organization
eligibility. Applicants should be prepared to establish their eligibility to receive and administer all awards
(that are applied for), and NIH may deny registration if an organization is determined ineligible. Note,
acceptance of an organization’s registration in the Commons does not mean an organization is an
acceptable grantee for a particular program. That assessment will be made by the NIH awarding
component prior as part of the pre-award process. See Determining Applicant Organization Eligibility for
additional information.

Foundations that represent already existing grantee organizations, or a newly formed consortium where
the consortium members are already individually recognized as NIH grantee organizations present unique
and complex situations and should contact DGP, OPERA before attempting to separately register as a
new applicant organization.

2.2.1.2 eRA Commons Registration for the PD/PI

The individual(s) designated as the PD/PI(s) on the application must also be registered in the Commons.
The PD/PI(s) must hold a PD/PI eRA Commons role and be affiliated with the applicant organization.
The initial registration must be done by an AOR who has the SO role in the Commons or other
authorized accounts administrators 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.

Designating the PD/PI role in the eRA Commons provides the individual with the administrative
authority needed to see pertinent information regarding an application (e.g., summary statements, scores,
electronic submission status, etc.). The PD/PI role within the eRA Commons is necessary to complete the
grant application process, to view the impact score and summary statement, and if an award is made, to
complete required post-award actions such as submission of a progress report. The PD/PI may delegate
certain authorities to other individuals.

Users should only have one PD/PI eRA Commons account. If the PD/PI has already been registered in
eRA Commons by an organization other than the organization submitting an application, a separate eRA
Commons registration with the submitting organization is not necessary. However, the submitting
organization must take steps to affiliate the individual with that organization so that the individual can
view and access data records for those applications.
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For more information on the features of the eRA Commons, including links to resources such as user
guides and frequently asked questions, see the eRA Commons webpage at:
http://era.nih.gov/commons/index.cfm.

2.2.1.3 eRA Commons Registration for Individuals Serving in a Postdoctoral Role

Any individual with a postdoctoral role who participates in a NIH-funded project for at least one person
month or more must also be registered in the eRA Commons with the Postdoc Role. This is required
regardless of whether salary is actually charged to the project. For individuals supported on a particular
research grant, this could include project roles such as Postdoctoral Associate and other similar
Postdoctoral positions. Note, this e(RA Commons Postdoc role should NOT be used for individuals
submitting Individual Fellowships; the PD/PI role is used for those submissions.

2.3 APPLICATION INFORMATION AND PROCESSES

This section provides an overview of NIH’s grant support mechanisms, types of entities eligible to receive
grants, types of applications, types of funding opportunities, legal implications of applications, policies
affecting application preparation and submission, application forms, application receipt information and
deadlines, fraud, waste and abuse of NIH grant funds, and availability and confidentiality of application
information.

2.3.1 Support Mechanisms

NIH ICs award grants under multiple programs and subprogram initiatives and use a variety of support
mechanisms. NIH grants may be distinguished by purpose, type of recipient, amount, or other
characteristics. One method NIH uses to differentiate the various support mechanisms is activity coding
that indicates the category and specific form of support (e.g., R01, F32, P01, R43). The applicability of
requirements may vary for different activity codes. Some of the distinctions also are significant for
purposes of applying Part II. NIH ICs may vary in the way they use specific activity codes; not all ICs
accept applications for all types of grant programs and may apply specialized eligibility criteria. A
comprehensive list of activity codes is available at
http://grants.nih.gov/grants/funding/ac_search_results.htm.

2.3.2 Eligibility

In general, NIH grants may be awarded to organizations that are domestic or foreign, public or private, or
non-profit or for-profit. Eligible organizations include governments, including Federal institutions,
institutions of higher education, other non-profit organizations, hospitals, and, in rare occasions,
individuals (see Completing the Pre-Award Process—Determining Applicant Organization Eligibility).
Any special criteria for applicant eligibility or requirements concerning the qualifications of the PD/PI or
other staff or participants will be specified in the FOA, program guidelines, or other publicly available
documents. Part IIB includes information on fellow and trainee eligibility.

2.3.3 Types of Award Instruments

NIH uses several different extramural award instruments in support of its mission. NIH grants and
cooperative agreements are financial assistance instruments. Under a cooperative agreement, NIH expects
to be substantially involved in carrying out the project. Grants are used both for investigator-initiated
research and for more targeted research. Cooperative agreements generally do not result from
investigator-initiated applications. The NIHGPS pertains to grants and cooperative agreements; however,
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NIH may apply terms and conditions that differ from those in the NIHGPS consistent with the nature of
its involvement under cooperative agreements.

2.3.4 Types of Applications

In the NIH grants process, five types of applications are used most frequently. The first four application
types described below are considered “competing” because, through the peer review process, the
application must compete for available funding with other applications.

o New Application (Type 1). A request for financial assistance for a project or activity that is not
currently receiving NIH support and must compete for support. A new application is being
submitted for the first time.

o Renewal (Type 2). A request for additional funding for a period subsequent to that provided by a
current award. A renewal application competes with all other applications and must be fully
developed as though the applicant is applying for the first time.

e Revision (Type 3). A request for an increase in support in a current budget period for expansion of
the project’s approved scope or research protocol. The request may specify budgetary changes
required for the remainder of the project period as well as for the current budget period.
Applications for revisions are not appropriate when the sole purpose is to restore awards to the full
SRG-recommended level if they were administratively reduced by the funding agency. A revision
application should not be submitted until after the original application has been awarded and may
not extend beyond the term of the current award period. A revision application must have the same
title as the currently funded grant. (A Type 3 prefix also refers to a request/award for a non-
competing administrative supplement [see Administrative Requirements—Changes in Project and
Budget——Prior Approval Requirements—Need for Additional NIH Funding without Extension of
Budget and Project Period.]).

e Resubmission. An unfunded application that the applicant has modified following initial review
and resubmitted for new consideration. Before a resubmission application can be submitted, the
PD/PI must have received the summary statement from the previous review. A resubmission
application may be submitted for any of the three preceding types of applications. See Application
Information and Processes—Policies Affecting Applications for other policies affecting
Resubmissions. NIH allows only one resubmission application.

e Non-Competing Continuation Progress Report (Type 5). A non-competing progress report is
required to continue support of a PHS grant for the second or subsequent budget period within an
approved competitive segment (see Administrative Requirements—Monitoring—Reporting—
Non-Competing Continuation Progress Reports).

In addition to the list above, NIH periodically uses a pre-application (also known as a “white paper” or
“précis”) to facilitate certain approaches or economies, such as reducing burden on the applicant
community, for a funding opportunity. Pre-applications are generally used in combination with a
competing application in a 2-phase process. Pre-applications do not result in an award; the end result is
the opportunity to submit to the subsequent phase of a particular program. Successful applicants to the
pre-application phase are notified of the opportunity to submit to the subsequent phase. In addition to the
pre-application, NIH may use an application process for prospective applicants to request access to an
NIH research resource. This process also does not result in an award; the end result is permission to
access a resource.
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NIH uses the numbers shown in parentheses as prefixes to distinguish the application types and any
resulting awards (e.g., SR0198765-02 is a non-competing continuation progress report).

2.3.5 Types of Funding Opportunity Announcements (FOAS)

The majority of applications submitted to NIH under the categories of research and research training
(including fellowships) are investigator-initiated. NIH accepts applications on the application due dates
noted on the submission schedule. NIH generally reviews applications in three review cycles per year;
however any variations in schedule will be noted in the FOA. Some ICs review applications for
Institutional National Research Service Awards (T32) only once a year; such information is generally
found in a particular FOA. The schedules for submission, review, and award of investigator-initiated
applications are available at http://grants.nih.gov/grants/funding/submissionschedule.htm.

Funding Opportunity Announcement (FOA). A FOA is a publicly available document in which a
Federal agency makes known its intentions to award discretionary grants or cooperative agreements,
usually as a result of competition for funds. FOAs may be program announcements, requests for
applications, notices of funding availability, solicitations, or other identifiers depending upon the agency
and type of program. All applications must be submitted in response to a FOA regardless if the
submission is electronically or on paper. FOAs include information to allow prospective applicants to
determine whether to apply.

NIH FOAs primarily fall into the categories of Program Announcements, Request for Applications and
Parent Announcements. While individual announcements will continue to carry an announcement number
reference to PA or RFA, all announcements are FOAs. This general term is used to reference any type of
funding announcement. NIH uses the PA and RFA references in the actual announcement number to
distinguish between the various types of announcements.

e Program Announcement (PA). A PA is a formal statement about a new or ongoing extramural
activity or program. It may serve as a reminder of continuing interest in a research area, describe
modification in an activity or program, and/or invite applications for grant support. Most
applications in response to PAs may be submitted to a standing submission date and are reviewed
with all other applications received at that time using standard peer review processes. NIH may
also make funds available through PARs (PAs with special receipt, referral, and/or review
considerations) and PASs (PAs with set-aside funds).

PAs may be used for any support mechanism other than construction awards. Unless otherwise
specified in the PA, new applications (and associated renewal and revision applications) submitted
in response to PAs are treated as investigator-initiated. PAs also are used to annually solicit
applications for the SBIR and STTR programs. Those applications must be received by the dates
specified in the PA.

o Request for Applications (RFA). An RFA is a formal statement that solicits grant or cooperative
agreement applications in a well-defined scientific area to accomplish specific program objectives.
An RFA indicates the estimated amount of funds set aside for the competition, the estimated
number of awards to be made, whether cost sharing is required, and the application submission
date(s). For cooperative agreements, the RFA will describe the responsibilities and obligations of
NIH and awardees as well as joint responsibilities and obligations. Applications submitted in
response to an RFA are usually reviewed by an SRG specially convened by the awarding
component that issued the RFA.
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e Parent Announcements. Electronic submission of applications requires that applications must be
associated with a specific FOA. Therefore, NIH omnibus parent announcements are provided for
applicants to submit investigator-initiated (unsolicited) applications. Responding to such an
omnibus or umbrella parent FOA ensures that the correct application package is used and enables
NIH to receive the application from Grants.gov. This process in no way diminishes the interest of
NIH ICs in investigator-initiated, unsolicited research grant applications. Parent announcements
are NIH-wide, but some ICs may limit their participation; therefore prospective applicants should
check the announcement to determine IC participation. For institute-specific opportunities in a
particular area of science, search the NIH Guide for Grants and Contracts.

All NIH FOAs are published in the NIH Guide for Grants and Contracts
(http://grants.nih.gov/grants/guide/index.html) and on Grants.gov under Find Grant Opportunities
(http://www.grants.gov/applicants/find_grant opportunities.jsp). NIH may develop areas of high priority
or special research interest and use a special announcement to stimulate submission of applications in
those areas. These announcements are also published as FOAs in the NIH Guide for Grants and
Contracts.

2.3.6 Legal Implications of Applications

An applicant must be an eligible entity and must submit a complete application in accordance with
established receipt (deadline) dates in order to be considered for support. The signature of an AOR on the
application certifies that the organization will comply with all applicable assurances and certifications
referenced in the application. The applicant organization is responsible for verifying conformity with the
most current guidelines for all administrative, fiscal, and scientific information in the application,
including the F&A cost (indirect cost) rate. The AOR’s signature further certifies that the applicant
organization has the ability to provide appropriate administrative and scientific oversight of the project
and agrees to be fully accountable for the appropriate use of any funds awarded and for the