
FOGARTY

INTERNATIONAL
CENTER

GRANTS
INFORMATION

RESOURCE

PA CKA GE



INDEX

Section

Glossary of Commonly Used Terms .................................. 1

General Grants Information To Assist New Grantees ..................... 2

Awards to Foreign Institutions, International Organizations, and Domestic

Grants with Foreign Components -

Excerpt from Grants Policy Statement (pages 239-242) ............. 3

F&A Costs for Foreign and International Organizations ................... 4

Allowable Costs/Activities -

Excerpt from Grants Policy Statement (pages 88-104) .............. 5

Human Subjects 6

Federalwide Assurances of Protection for Human Subjects (FWA) .... 6a

Singles Project Assurance (SPA) ............................... 6b

Required Education in the Protection of Human Research Participants ....... 7

Change in Scope .................................................. 8

Table 11-2 - A Summary of Actions Requiring NIH Prior Approval ......... 9

NIH Policy for Foreign Travel on NIH Grants ........................... 10

Consortium Agreement Information for NKI Grants ...................... 11

Reporting and Record Retention Guidance for NKI Grantees ............... 12

Salary Cap (Salary Limitation) ....................................... 13

Other Support Information (Example) .................................. 14

Public Policy Requirements ......................................... 15

Frequently Asked Questions ......................................... 16

Travel (Sample Policy) .............................................. 17

Time and Effort Reporting For Commercial Organizations .................. 18

Sample Expense Report ............................................. 19

Sample Employee Agreement ......................................... 20

Sample Consulting Agreement ........................................ 21

Equipment ........................................................ 22

Financial Status Report (FSR) ......................................... 23

Sample Chart of Accounts ............................................ 24

Sample Accounts Payable Flowchart for Accounting Purposes ............... 25

Complete NIH Grants Policy Statement (Revised 03/01) .................... 26



GLOSSARY OF COMMONLY

USED TERMS

Section I



Part I: NIH Grants General Information

GLOSSARY

This glossary defines terms commonly used throughout this policy statement. These definitions
may be amplified and additional definitions may be found in other sections of this document and

in source documents such as applicable statutes, grants administration regulations, and OMB
Circulars.

This glossary also includes a list of commonly used acronyms and other abbreviations.

Definitions

Application: A request for financial support of a project/activity submitted to NIH on specified
forms and in accordance with NIH instructions. (See "Application and Review Processes" for

detailed information about the application process, including an explanation of the types of ap-

plications.)

Approved Budget: The financial expenditure plan for the grant-supported project or activity,

including revisions approved by NIH as well as 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 Notice of Grant Award may be shown in detailed budget categories or as
total costs without a categorical breakout. Expenditures charged to an approved budget that con-

sists 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.

Authorized Organizational Official: 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.

Award: The provision of funds by NIH, based on an approved application and budget, to an or-
ganizational entity or an individual to carry out an activity or project.

Awarding Office: The NIH Institute or Center responsible for the award, administration, and

monitoring of grant-supported activities.

Budget Period: The intervals of time (usually 12 months each) into which a project period is

divided for budgetary and funding purposes.

Competitive Segment: The initial project period recommended for support (up to 5 years) or
each extension of a project period resulting from a competing continuation award that establishes

a new competitive segment for the project.
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Consortium Agreement: A collaborative arrangement in support of a research project in which
some portion of the programmatic activity is carried out through a formalized agreement be-

tween the grantee and one or more other organizations that are separate legal entities administra-

tively independent of the grantee.

Contract Under a Grant: A written agreement between a grantee and a third party to acquire
routine goods or services.

Consultant: An individual that provides professional advice or services on the basis of a written

agreement for a fee. These individuals are not normally employees of the organization receiving

the services. Consultants also include f'mns that provide professional advice or services.

CooperativeAgreement: A financialassistancemechanism used when substantialFederalpro-

grammaticinvolvementwiththerecipientduringperformanceisanticipatedby theNIH Institute
or Center.

Co-Investigator: An individual involved with the principal investigator in the scientific devel-

opment or execution of a project. The co-investigator 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 "key personnel." The designation of a co-investigator, if applicable,

does not affect the principal investigator's roles and responsibilities as specified in this policy
statement.

Cost Sharing: See "Matching or Cost Sharing."

Direct Costs: Costs that can be specifically identified with a particular project(s) or activity.

Domestic Organization:A publicorprivatenon-profitinstitution(includingFederal,State,and

otheragencies)orfor-profitorganizationthatislocatedintheUnitedStatesoritsterritories,is

subjecttoU.S.laws,and assumes legaland f'mancialaccountabilityforawarded fundsand for

theperformanceofthegrant-supportedactivities.

Equipment: An articleof tangiblenonexpendablepersonalpropertythat has a usefullifeof

more than 1 year and an acquisition cost per unit that equals or exceeds the lesser of the capitali-
zation threshold established by the organization or $5,000.

Expanded Authorities: The operating authorities provided to grantees under certain research

grant mechanisms that waive the requirement for NIH prior approval for specified actions.

Expiration Date: The date signifying the end of the current budget period, after which the

grantee is not authorized to obligate grant funds regardless of the ending date of the project pe-

riod or "completion date."

Facilities and Administrative Costs: Costs that are incurred by a grantee for common or joint

objectives and that, therefore, cannot be identified specifically with a particular project or pro-
gram. These costs were previously known as "indirect costs," and, in most instances, will be re-
ferred to in this document as "F&A costs."
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Federal Demonstration Partnership: A cooperative initiative among some Federal agencies,

including NIH, select organizations that receive Federal funding for research, and certain profes-

sioual associations. Its efforts include a variety of demonstration projects intended to simplify

and standardize Federal requirements in order to increase research productivity and reduce ad-
ministrative costs.

Federal Institution: 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.

Fee: An amount in addition to actual, allowable costs incurred that is normally paid to a for-

profit organization under a contractual arrangement. This increment above cost also is referred to
as "profit." (Also see "Grants to For-Profit Organizations---Small Business Innovation Research

and Small Business Technology Transfer Programs--Allowability of Costs and Fee--Profit or

Fee.")

Financial Assistance: Transfer by NIH of money or property to an eligible entity to support or

stimulate a public purpose authorized by statute.

Foreign Component: Under a grant to a domestic organization, the performance of any signifi-

cant element or segment of the project outside of the United States, either by the grantee or by a

researcher employed by a foreign organization, with or without grant funds.

Foreign Organization: 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

principal investigator.

For-Profit Organization: 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. Such

organizations also are referred to as "commercial organizations."

Full-Time Appointment: 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.

Grant: A financial assistance mechanism providing money, property, or both to an eligible en-

tity to carry out an approved project or activity. A grant is used whenever the NIH Institute or

Center anticipates no substantial programmatic involvement with the recipient during perform-

ance of the financially assisted activities.

Grant-Supported ProjeeffActivities: Those programmatic activities specified or described in a

grant application or in a subsequent submission(s) that are approved by an NIH Institute or Cen-
ter for funding, regardless of whether Federal funding constitutes all or only a portion of the fi-

nancial support necessary to carry them out.

Grantee: 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 activities. The grantee is the entire legal entity even if a particular
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componentisdesignated in the award document. The grantee is legally responsible and account-

able to NIH for the performance and f'mancial aspects of the grant-supported project or activity.

Grants Management Officer (GMO): An NIH official responsible for the business manage-
ment aspects of grants and cooperative agreements, including review, negotiation, award, and

administration, and for the interpretation of grants administration policies and provisions. Only

GMOs are authorized to obligate NIH to the expenditure of funds and permit changes to ap-

proved projects on behalf of NIH. Each NIH Institute and Center that awards grants has one or
more GMOs with responsibility for particular programs or awards.

Hospital: A non-profit Or for-profit hospital or 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, infu'maries, and sanatoria.

Indirect Costs: See "Facilities and Administrative Costs."

Institute/Center (IC): The NIH organizational component responsible for a particular grant

program(s) or set of activities. The terms "NIH IC" or "awarding office" are used through-

out this document to designate a point of contact for advice and interpretation of grant re-

quirements and to establish the focal point for requesting necessary prior approvals or

changes in the terms and conditions of award. In the latter case, the terms refer specifically
to the designated Grants Management Officer.

Institutional Base Salary: The annual compensation paid by an applicant/grantee organization
for an employee's appointment, whether that individual's time is spent on research, teaching, pa-

tient care, or other activities. The base salary excludes any income that an individual is 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.

International Organization: An organization that identifies itself as international or intergov-

ernmental, 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.

Key Personnel: Individuals who contribute in a substantive way to the scientific development or

execution of a project, whether or not they receive compensation from the grant supporting that

project. The principal investigator and collaborators are included in this category.

Matching or Cost Sharing: 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 law, regulation, or administrative decision of an NIH Institute

or Center. Costs used to satisfy matching or cost sharing requirements are subject to the same

policies governing allowability as other costs under the approved budget.

Modular Application: A type of grant application in which support is requested in specified in-
crements without the need for detailed supporting information related to separate budget catego-

ries. When modular procedures apply, they affect not only application preparation but also re-

view, award, and administration of the application/award.
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Monitoring: A process whereby the programmatic and business management performance as-

pects of a grant are reviewed by assessing information gathered from various required reports,

audits, site visits, and other sources.

New Investigator: An individual that has not previously served as a principal investigator on

any Public Health Service-supported research project other than a small grant (R03), an Aca-
demic Research Enhancement Award (R15), an exploratory development grant (R21), or certain

research career awards directed principally to physicians, dentists, or veterinarians at the begin-

ning of their research careers ((K01, K08, and K12). Current or past recipients of Independent
Scientist and other non-mentored career awards (K02 and K04) are not considered "new investi-

gators."

Notice of Grant Award: The legally binding document that notifies the grantee and others that
an award has been made, contains or references all terms and conditions of the award, and

documents the obligation of Federal funds. The award notice may be in letter format and may be
issued electronically.

Organization: A generic term used to refer to an educational institution or other entity, includ-

ing an individual, which receives and/or applies for an NIH grant or cooperative agreement.

Principal Investigator/program Director/Project Director: An individual designated by the
grantee to direct the project or activity being supported by the grant. He or she is responsible and

accountable to the grantee for the proper conduct of the project or activity.

Prior Approval: Written approval from the designated Grants Management Officer required for

specified postaward changes in the approved project or budget. Such approval must be obtained
prior to undertaking the proposed activity or spending NIH funds.

Program: 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 mis-

sion or some specific program-related aspect of that mission. For purposes of this policy state-

ment, "program" refers to those NIH programs that carry out their mission through the award of

grants or cooperative agreements to other organizations.

Program Income: Gross income earned by a grantee that is directly generated by the grant-

supported project or activity or earned as a result of the award.

Program Official: The NH-I official responsible for the programmatic, scientific and/or technical

aspects of a grant.

Project Period: The total time for which support of a project has been programmaticaUy ap-

proved. The total project period is comprised of the initial competitive segment, any subsequent
competitive segment(s) resulting from a competing continuation award(s), and noncompeting
extensions.

Real Property: Land, including land improvements, structures, and appurtenances, but not mov-

able machinery and equipment.
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Recipient: The organizational entity or individual receiving a grant or cooperative agreement.
See "Grantee."

Research Misconduct: Fabrication, falsification, or plagiarism in proposing, performing, or re-

porting research, or in reporting research results. Fabrication is making up data or results and re-

cording or reporting them. Falsification is manipulating research materials, equipment, or proc-
esses, or changing or omitting data or results such that research is not accurately represented in

the research record. Plagiarism is the appropriation of another person's ideas, processes, results,

or words without giving appropriate credit. The term does not include honest error or honest dif-
ferences of opinion.

Significant Rebudgeting: A threshold that is reached when expenditures in a single direct cost

budget category deviate (increase or decrease) from the categorical commitment level estab-

lished for the budget period by more than 25 percent of the total costs awarded. Significant re-

budgeting is one indicator of change in scope.

Small Business Concern: A business that is independently owned and operated and not domi-

nant in its field of operation; has its principal place of business in the United States and is organ-

ized 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 re-

quirements established by the Small Business Administration at 13 Code of Federal Regulations

(CFR) Part 121.

State Government: 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 instrumen-

tality of a State exclusive of local governments. For purposes of N/H 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 purposes of the
Department of Health and Human Services' general administrative requirements for grants and

this policy statement.

Stipend: 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.

Suspension: Temporary withdrawal of a grantee's authority to obligate grant funds, pending ei-
ther corrective action by the grantee, as specified by NIH, or a decision by NIH to terminate the
award.

Termination: Permanent withdrawal by NIH of a grantee's authority to obligate previously

awarded grant funds before that authority would otherwise expire, including the voluntary relin-

quishment of that authority by the grantee.

Terms and Conditions of Award: 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 Notice of Grant Award may include both standard and
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special conditions that are considered necessary to attain the grant's objectives, facilitate posta-

ward administration of the grant, conserve grant funds, or otherwise protect the Federal
Government's interests.

Total Project Costs: The total allowable costs (both direct costs and facilities and administrative
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.

Withholding of Support: A decision by NIH not to make a noncompeting continuation award
within the current competitive segment.
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CFR

CSR

DCA

EA

F&A

FCTR

FDP

FSR

GMO

HHS

IC

NGA

NIH

NIHGPS

NRSA

OER

OFM

OHRP

OIG

OLAW

OMB

OPERA

ORI

PA

Acronyms and Abbreviations

Code of Federal Regulations

Center for Scientific Review

Division of Cost Allocation

Expanded Authorities

Facilities and Administrative (costs)

Federal Cash Transactions Report (SF-272)

Federal Demonstration Partnership

Financial Status Report (SF-269 or 269A)

Grants Management Officer

Department of Health and Human Services

Institute or Center

Notice of Grant Award

National Institutes of Health

National Institutes of Health Grants Policy Statement

National Research Service Award

Office of Extramural Research

Office of Financial Management

Office for Human Research Protections

Office of the Inspector General

Office of Laboratory Animal Welfare

Office of Management and Budget

Office of Policy for Extramural Research Administration

Office of Research Integrity

Program Announcement
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PI

PMS

PO

RFA

SBIR

SNAP

STTR

Principal Investigator/Program Director/Project Director

Payment Management System

Program Official

Request for Applications

Small Business Innovation Research Program

Streamlined Noncompeting Award Process

Small Business Technology Transfer Program
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NIH "WELCOME WAGON" LETTER

Information for New Grantee Organizations

Updated: 7/17/2001

Information provided is primarily for officials of organizations planning to submit a grant or

cooperative agreement (hereinafter referred to as grant) application or receiving an award from

the National Institutes of Health (NIH) for the first time. The intent is to highlight key

requirements, provide referrals to important sources of information, and identify NIH, Public

Health Service (PHS) and Department of Health and Human Services (HI-IS) offices that have

responsibility for certain administrative functions. Information available through these resources

is important to those having responsibility for the administrative and fiscal management of NIH

grant awards.

This letter may also be helpful to established grantee organizations because it updates previous

issues and cites new and current provisions.

While the "Welcome Wagon" letter (http://grants.nih.gov/_rants/funding/welcomewagon.htm)

highlights or summarizes important issues, it is neither intended to nor does it serve as a
substitute for the NIHGPS.

REQUIREMENTS AND PROVISIONS

Terms of Award

Acceptance of a grant award from NIH carries with it the responsibility to be aware of and

comply with the terms and conditions of award. The Notice of Grant Award (NGA) states:

This award is based on the application submitted to, and as approved by, the NIH on the

above-titled project and is subject to the terms and conditions incorporated either directly or

by reference in the following:

a. The grant program legislation and program regulation cited in this Notice of Grant
Award.

b. The restrictions on the expenditure of Federal funds in appropriation acts, to the

extent those restrictions are pertinent to the award.

c. 45 CFR Part 74 or 45 CFR Part 92 as applicable.

d. The National Institutes of Health Grants Policy Statement is in effect as of the

beginning date of the budget period.

e. This award notice including any special terms and conditions.

The National Institutes of Health Grants Policy Statement

The National Institutes of Health Grants Policy Statement (NIHGPS), revised and issued in

March of 2001, is a "term and condition" for all NIH assistance awards with budget periods

beginning on or after 03/01/01. The contents of the document are legally binding requirements



for all grantrecipients.In acceptingagrant,recipientsagreeto complywith all provisionsand
requirementscontainedin theNIHGPS.Thepreviousedition(10/01/98)is in effectfor budget
periodsthatbeganbefore3/1/2001.

TheNIH GPScoverspolicy topicssuchasmodularapplications, SNAP procedures (streamlined

non-competing application process), prior approval authorities, and awards to foreign entities,

etc. A search mechanism is provided to facilitate easy access to information.

If you do not have a copy of the NIHGPS, you may access an HTML version at

http://grants.nih.gov/grants/policy/policv.htm. If you do not have access to the NIH Homepage,

a copy of the NIHGPS may be obtained by sending an e-mail request to grantsinfo@nih.gov or

by calling GRANTSINFO at (301) 435-0714.

45 CFR Part 74 and 45 CFR Part 92

Regulations found at Title 45, Code of Federal Regulations (CFR), Parts 74 and 92, are the HI-IS

rules and requirements that govern the administration of grants. Part 74 is applicable to all

recipients except those covered by Part 92, which governs awards to state and local governments.

As is the case for the NIH Grants Policy Statement, these regulations are a term and condition of

award. Grant recipients must be aware of and comply with the regulations. The CFR volume that

includes Parts 74 and 92 may be ordered from:

U.S. Government Printing Office

Superintendent of Documents

Mail Stop SSOP

Washington, D.C. 20402-9328

The 45 CFR Parts 74 and 92 may also be accessed from HI-IS GrantsNet at:

http://www.hhs, gov/_antsnet/

Reporting Requirements

Financial Status Report (FSR): The FSR is submitted on Standard Form 269 (Long Form)

or Standard form 269A (Short Form) as the report of expenditures documenting the

financial status of the award, according to the official accounting records of the grantee

organization.

The FSR for each budget period must be submitted within 90 days after the close of the budget

period (see NIHGPS), unless the grant was awarded under the streamlined non-competing award

process (SNAP). FSRs for grants subject to SNAP are due 90 days after the close of the

competitive segment (see NIHGPS.). When reporting grant-related program income, the long-

form FSR (SF 269) must be used. (See NIHGPS for a further explanation of grant-related

program income).

FSRs submitted to the NIH are submitted to the NIH Office of Financial Management for review

and acceptance. They are then forwarded to the awarding office for review and inclusion in the

official grant file. FSRs for other PHS components other than NIH should be submitted directly

to the Grants Management Officer of the PHS component that made the award.



FSRsfor NIH awardsshouldbesentto:

GovernmentAccountingBranch
Office of Financial Management
National Institutes of Health

31 Center Drive, Room BIB05A, MSC 2050

Bethesda, MD 20892-2050

Tel: (301) 402-9123

NIH has a system for the electronic transmittal of FSRs that allows participants to list currently

due and late FSRs as well as to submit FSRs electronically. To register to use this system,

contact the Government Accounting Branch at (301) 402-9123.

Progress Report: All NIH assistance awards require, at a minimum, an annual progress

report, which is usually submitted with the application for continuation support (PHS

Form 2590). Refer to the competing or non-competing PHS application forms for the

appropriate instructions. If an application will not be submitted because continuation

support is not desired, a final progress report must be submitted within 90 days after the

expiration or termination of the project (see NIHGPS).

Inventions Report: Grantees retain the rights to patentable inventions that were

conceived or reduced to practice during the course of an NIH grant award. In accepting

an award, the grantee agrees to comply with the Government-wide patent regulations

found at Title 37, Code of Federal Regulations (CFR) Part 401. (See NIHGPS.) In

addition, the invention must be reported in continuation applications (competing or non-

competing). Moreover, the invention must be included on the Final Invention Statement

and Certification (HHS 568), which is required within 90 days following the expiration or

termination of the project. (See NIHGPS.) A downloadable version of the HHS 568 is

available at: http://grants.nih.gov/grants/forms.htm#inventionstatenaent. All invention

reporting information should be sent to the following address or via IEdison:

The Extrarnural Inventions and Technology Resources Branch

Office of Policy for Extramural Research Administration, OER, NIH

6705 Rockledge Drive, MSC 7980
Bethesda, MD 20892-7980

TEL: (301) 435-1986

e-mail: edison@od.nih.gov Website for IEdison: http://www.iedison.gov

Audit Requirements

Audit requirements for Federal award recipients are defined in OMB Circular A-133, Audits of

States, Local Governments, and Non-Profit Organizations (revised June 24, 1997). A for-profit

organization is required to have a non-Federal audit if, during its fiscal year, it expended a total

of $300,000 or more under one or more I-IHS awards and at least one of those awards is an HHS

grant (as a direct grantee and/or under a consortium agreement). 45CFR 74.26(d) provides for-

profit organizations with two options regarding the type of audit that will satisfy the audit

requirements. The grantee may either have (1) a financial-related audit (as defined in, and in

accordance with, the Government Auditing Standards (commonly known as the Yellow Book),



GPO stock # 020-000-00-265-4, of all the HHS awards; or (2) an audit that meets the

requirements of OMB Circular A-133. For-profit organizations spending less than $300,000 a

year (calculated as above) are not required to have an annual audit for that year but must make

their grant related records available to NIH or other designated officials for review or audit.

OMB Circular A-133 now requires auditees to submit a completed data collection form (SF-

SAC) with the audit reporting package to the Federal clearinghouse designated by OMB -

currently the Federal Audit Clearinghouse, Bureau of the Census, 1201 E. 10 th Street,

Jeffersonville, IN 47132. For questions conceming the submission process or to obtain a copy of

the form, you may call the Federal Audit Clearinghouse (888-222-9907). Information can also be

found on the Internet at http://harvester.census.gov/sac/. The data collection form is not required

for audits of for-profit organizations. Audit reports of for-profit organizations should be

submitted to the National External Audit Review Center, HHS Office of Audit Services, Lucas

Place Room 514, 323 West 8th Street, Kansas City, MO 64105.

Additional detailed information relating to audit requirements for commercial/for-profit

organizations is available at http://ocm.od.nih.gov/dfas/faqforprofitaudits.htm.

Protection of Human Subjects in Research

Every applicant is required to provide a written Assurance of Compliance with regulations

pertaining to the protection of human subjects in research (45 CFR Part 46). No award involving

human subjects will be made unless DHHS has approved an Assurance of Compliance for the

grantee involving human subjects. If there are collaborating sites, it is the grantee's

responsibility to ensure that human subject assurances are in place with collaborators prior to the

start of human subject activity. In addition, the grantee must provide certification that an

appropriate Institutional Review Board (IRB) has, within 12 months of the budget period start

date, reviewed and approved the proposed activity in accordance with the regulatory

requirements. In addition, there is for the protection of human participants.

Instructions are provided for the Federal Wide Assurance. Certification of IRB review is under

"iust-in-time" procedures.

Additional information is available regarding Conflict of Interest, Financial Conflict of Interest

and Data Safety and Monitoring for clinical trials, Required Education for the protection of

human research participants including Women, Minorities & Children. Also, The URL for

"Protecting Human Research Subjects: Institutional Review Board Guidebook" is:

http://ohrp.osophs.dhhs.gov/irb/irb_guidebook.htm. To obtain information concerning a human

subject assurance, contact OHRP at:

Office for Human Research Protections

Department of Health and Human Services

6100 Executive Boulevard, Suite 3B01, MSC-7507

Rockville, MD 20892-7507

301 496-7005

e-mail address: ohrp@od.nih.gov



To assist institutional review board (IRB) members, researchers, and institutional administrators,

OHRP (formerly OPRR) produced a 1993 publication entitled, Protecting Human Research

Subjects: Institutional Review Board Guidebook. It is available for $31 from the U.S.

Government Priming Office at (202) 512-1800; stock no. 017-040-00525-3.

In addition, OHRP provides an instructional videotape on the Protection of Human Subjects.

This videotape, available free of charge, contains three components:

• Evolving Concem, Protection for Human Subjects

• Balancing Society's Mandates, IRB Review Criteria

• The Belmont Report, Basic Ethical Principles and Their Application

To obtain a copy of the videotape, contact:

Education Program Coordinator

Division of Human Subjects Protection

OHRP, OER, NIH

6100 Executive Boulevard, MSC 7507
Suite 3B01

Rockville, MD 20892-7507

TEL: (301) 496-7005

Care and Use of Laboratory Animals in Research

The Public Health Service Policy on Humane Care and Use of Laboratory Animals governs the

use of all live vertebrate animals in research supported by the NIH. This policy provides for

humane treatment and care of animal research subjects. No award involving the use of animals

will be made unless the NIH Office of Laboratory Animal Welfare has approved an Animal

Welfare Assurance. To obtain information regarding animal welfare assurance requirements or

to request a copy of the Public Health Service Policy on Humane Care and Use of Laboratory

Animals, contact:

Office of Laboratory Animal Welfare

Rockledge 1, Suite 1050, MSC 7982

6705 Rockledge Drive Bethesda, MD 20892-7982

TEL: (301) 496-7163 FAX: (301) 402-2803 or 7065

Web page: http://grants.nih.gov/grants/olaw/olaw.htm

e-mail address: olaw@od.nih.gov

Biotechnology Activities

Organizations planning to conduct research involving recombinant DNA technology are required

to establish a standing Biosafety Committee. The requirements for the composition of a

committee of this type are published in the NIH Guidelines for Research Involving Recombinant

DNA Molecules and Gene Transfer. This information may be obtained from:



Office of Biotechnology Activities
National Institutes of Health

6705 Rockledge Drive, Suite 750, MSC 7985

Bethesda, MD 20892

Tel: (301) 496-9838

Fax: (301) 496-9839

e-mail address: oba@nih.gov

Office of Research Integrity

The DHHS Office of Research Integrity (ORI) is responsible for implementing the assurance

system related to procedures on scientific misconduct. An organization receiving NIH grant

support for research is required to certify compliance with CFR 42 Part 50, Subpart A,

"Responsibilities for PHS Awardee and Applicant Institutions for Dealing with Possible

Misconduct in Science", as part of the grant application. ORI also requires an annual report

(Form 6349) detailing aggregate information on allegations, inquiries and investigations that

were handled by a grantee organization. The annual report forms constitute the organizational

official's assurance to ORI that the organization has established internal policies and procedures

and will comply with PHS regulations for reviewing, investigating and reporting allegations of

misconduct in science conducted at, or sponsored by, the organization.

To obtain the above referenced forms, or for additional information regarding scientific

misconduct and research integrity, contact:

Office of Research Integrity

Assurance Program

5515 Security Lane

Rockville, MD 20852

TEL: (301) 443-5300

FAX: (301) 594-0042

Public Policy Requirements

Applicants, upon signing an application requesting Federal assistance, certify compliance with a

number of public policy requirements, some of which are established in or flow down from

legislative or regulatory provisions. These policies govern such areas as objectivity in research,

civil rights, environmental impact, biosafety, drug-fi:ee workplace, debarment and suspension,

Federal debt, and lobbying with Federal funds and are intended to ensure fairness, equity, and

physical and other protections in activities which receive PHS financial assistance. The public

policy requirements and objectives governing NIM awards are presented in the NIHGPS.

Public policy requirements concerning civil rights, handicapped individuals, sex discrimination,

and age discrimination require the one-time submission of Assurance Form HHS 690 prior to

award and certification in all subsequent applications that the form (or the previous forms HI-IS

441,641,639-A, and 680) has been filed.

To obtain the forms, send an email to grantsinfo@nih.gov or call GRANTSINFO at (301) 435-
0714.



To inquireasto whetheryourorganizationhaspreviouslyfiled theHHS690or theprevious
forms,contacttheDHHS Office for Civil Rights at (202) 619-0403.

COST PRINCIPLES

The costs of a grant-supported activity are comprised of allowable direct costs, plus the

allocable portion of the organization's associated facilities and administrative (F&A) costs.

Direct costs are costs that can be specifically identified with a particular project or program,

while F&A costs are incurred for common or joint objectives and which therefore cannot be

identified specifically with a particular project or program. The allowability, allocability,

reasonableness and necessity of direct and F&A costs that may be charged to NIH grants are

outlined in five sets of cost principles.

OMB Circular A-21

OMB Circular A-87

OMB Circular A- 122

Institutions of Higher Education

State and Local Governments

Nonprofit Organizations

45 CFR Part 74, Appendix E Hospitals

FAR 48 Subpart 31.2 For-profit Organizations

Facilities & Administrative Cost Rate Negotiations

The payment of facilities & administrative (F&A) costs is based upon rates established through a

formal agreement between the grantee organization and the cognizant Federal agency. The

negotiated rate is applied to the direct cost base for individual grants to determine the amount of

costs to be awarded. HHS/NIH recognizes F&A cost rates applicable to research activities

negotiated by other Federal agencies adjusted for the HHS treatment of independent (self-

sponsored) research and development (IR&D) costs. NIH does not reimburse F&A costs on

grants to individuals, or agencies of the Federal Government, or on construction and conference

grants. F&A is provided to foreign grantees beginning with FY 2002 based on a rate of 8%.

F&A rates are not negotiated for Phase I SBIR/STTR awards.

ADMINISTRATIVE STANDARDS FOR GRANTS

In addition to the cost principles, OMB has established administrative standards and audit

requirements for organizations receiving Federal assistance.

OMB Circular A-102 State and Local Governments and Indian Tribes



OMB Circular A-110

OMB Circular A-133

Higher Education, Hospitals, and Other Nonprofit Organizations

Audits of States, Local Governments, and Non-Profit Organization

The OMB website is: http://www.whitehouse.gov/OMB/.

Copies of the Office of Management and Budget (OMB) Circulars are available on the

Intemet at: http://www.whitehouse.gov/OMB/circulars/or by calling (202) 395-7332.

The Federal Acquisition Regulations (FAR) Part 31 contains contract cost principles and

procedures applicable to for-profit organizations and may be obtained from the Internet

at: http ://www.arnet.gov/far/

ELECTRONIC RESEARCH ADMINISTRATION

The Electronic Research Administration (eRA) 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. For more information, user support, and access to the web site, go to:

http://era.nih.gov/. The email address is: commons@od.nih.gov.

Electronic Access to Grant-Related Resources over the Internet

Anyone with an Internet connection can electronically access numerous grant-related resources

such as the NIHGPS, NIH Guide for Grants and Contracts, NIH Telephone Book and other grant

resources at the following Internet address:

• http://grants.nih, gov/grants/oer.htm

This address can be reached through software clients such as Netscape or other browsers for

World Wide Web (www) servers. The over 20 NIH Institutes and Centers have also established

home pages on the www.

If you have problems in connecting electronically, contact your local Internet service provider.

NIH Guide For Grants and Contracts

The NIH Guide for Grants and Contracts (NIH Guide), published daily and indexed weekly,

provides information to the research community regarding NIH Program Announcements (PAs),

Requests for Applications (RFAs), Requests for (contract) Proposals (RFPs), and Notices of NIH

Policy. The NIH Guide is available at http://grants.nih.gov/grants/oer.htm.

NIH Extramural Research and Research Training Programs

A wealth of information about NIH programs and funding opportunities is available on the NIH

homepage http://grants.nih.gov/grants/funding/funding.htm. Applicants and grantees without

access to the Internet may request a list of publications by calling GRANTSINFO at (301) 435-



0714.

Electronic Notification of Grant Award

NIH can transmit electronic Notices of Grant Award (e-NGA) to all NIH grant and cooperative

agreement recipients capable of receiving e-NGAs. All of the information included in a paper

NGA is provided in an e-NGA. Detailed instructions to obtain e-NGAs may be found at

http :// _rants.nih.go v / grants/ gui de/notice-files/not9 8-12 9.html.

NIH A ward Data

Data about NIH awards are available on the NIH web site (http://www.nih.gov), under "Grants

and Contracts," "Grants Page," "Award Data." These data include:

CRISP (Computer Retrieval of Information on Scientific Projects)

NIH Awards by Congressional District

NIH Awards by State

Research Grants & Contracts (The Brown Book)
NIH Extramural Data and Trends

Recent Awards by Institute and State



NIH GRANT APPLICATION INSTRUCTIONS AND FORMS

Details concerning application procedures, application forms, and dates for submission of

applications may be obtained electronically by e-mail from grantsinfo_nih.gov. Activity

(mechanisms) codes, organization codes, and definitions used in extramural programs can be

found at http://grants.nih.gov/grants/funding/ac.pdf.

Application forms used for the majority of the NIH grant programs are listed below.

PHS 398 Application for Public Health Service Grant (including Research Career

Development Awards and Institutional National Research Service Awards): this form is used

for new, competing continuation, and supplemental applications.

PHS 2590 Application for Continuation of a Public Health Service Grant (including Research

Career Development Awards and Institutional National Research Service Awards): this form

is used for non-competing continuation applications.

PHS 4 l 6-1 Application for Public Health Service Individual National Research Service

Award (Fellowship)

PHS 416-9 Application for Public Health Service Individual National Research Service

Award (Fellowship) Continuation.

SF 424 Application for Federal Assistance: used for construction programs only

PHS 5161-1 Application for Federal Assistance Non-Construction Programs (State and Local

Government applicants only)

The PHS 398 and PHS 2590 instructions (HTML) and forms in Adobe Acrobat are available on

the NIH web site (http://www.nih.gov), under "Grants and Funding Opportunities," "Grants

page." If you do not have access to the Interrlet, you may order the forms by calling

GRANTSINFO at (301) 435-0714 or sending an e-mail to grants info@nih, gov.

The NIH will mail (fourth class) application materials to institutional offices of sponsored

research (or equivalent) upon request. Requests should be for the anticipated number needed for

six to twelve months. Requests should be made by sending e-mall to: gramsinfo@nih,gov or by

calling GRANTSINFO at (301) 435-0714.

OTHER IMPORTANT OFFICES AT NIH AND HHS

Payment Procedures

Payments for grants awarded by NIH are made through the Division of Payment Management

with the exception of awards to individuals, foreign organizations, and agencies of the Federal

Government, which are paid by the NIH Office of Financial Management. Applicant

organizations are assigned a 12-digit Entity Identification Number for payment and accounting

purposes. That number is an expansion of the 9-digit Employer Identification Number assigned

to an organization by the Internal Revenue Service.

The Payment Management System is administered by the Program Support Center (PSC),



DHHS. Requestsfor downloadableformsandinquiriesregardingpaymentsshouldbedirected
to:

Division of Payment Management
P.O. Box 6021

Rockville, MD 20852

(301) 443-1660

Questions regarding payments of grants to individuals, foreign organizations, and agencies of the
Federal Government should be addressed to:

Government Accounting Branch

Office of Financial Management
National Institutes of Health

31 Center Drive, Room B 1B05A, MSC 2050

Bethesda, MD 20892-2050

Tel: (301) 402-9123

Patient Care Costs

In instances where the proposed project represents a clinical research study, funds may be

requested in a grant application for Patient Care Costs. Due to the special nature of these costs, a

detailed explanation is required in the application as to how the total amount requested was

determined. In situations where the amount requested for patient care results in an award that

exceeds $100,000 in that category for a single budget period, the grantee organization must

either have in place or take steps to develop a negotiated patient care rate agreement with HI-IS.

Hospitals and nonprofit organizations with questions concerning the negotiation of F&A cost

rate agreements or patient care rate agreements should contact the appropriate office listed

below.

HHS DIVISION OF COST ALLOCATION REGIONAL OFFICES

Region/Address for Grantees Located In:

Northeast

26 Federal Plaza

Room 41-118

New York, NY 10278

(212) 264-2069

Connecticut, Maine,

Massachusetts, New

Hampshire, New Jersey,

New York, Rhode Island,

Vermont, Puerto Rico, Virgin Islands

Mid-Atlantic

HHS Building, Room 5130

330 Independence Ave., S.W.

Washington, DC 20201

(202) 401-2814

Central States

1200 Main Tower Building

Alabama, Delaware,

District of Columbia,

Florida, Georgia, Kentucky

Maryland, Mississippi, North Carolina, Pennsylvania,

South Carolina, Tennessee, Virginia, West Virginia

Arkansas, Illinois, Indiana,

Iowa, Kansas, Louisiana,



Room 1135

Dallas, TX 75202

(214) 767-3261

Michigan, Minnesota,

Missouri, Nebraska, New

Mexico, Ohio, Oklahoma, Texas, Wisconsin

Western

50 United Nations Plaza

Room 304

San Francisco, CA 94102

(415) 437-7820

Alaska, Arizona, Califomia

Colorado, Hawaii, Idaho,

Montana, Nevada, North Dakota,

Oregon, South Dakota, Utah,

Washington, Wyoming

For-profit organizations should contact:

Office of Acquisition Management and Policy, NIH

6100 Executive Boulevard, Room 6B05, MSC 7540

Bethesda, MD 20982-7540

(301) 496-4401
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AWARDS TO FOREIGN INSTITUTIONS, INTERNATIONAL
ORGANIZATIONS, AND DOMESTIC GRANTS WITH

FOREIGN COMPONENTS

General

Most of the policies contained in Subpart A of this part apply to NIH grants made to foreign in-

stitutions and international organizations (hereafter "foreign grants"), including the requirements

of 45 CFR Part 74 or 92 and the cost principles. If an applicant/grantee would be unable to com-

ply with these requirements, the authorized organizational official should contact the GMO. Spe-

cific exceptions and modifications of requirements for foreign grants, as well as certain high-

lighted policies, are set forth in this section. This section also includes policies that apply to do-

mestic grants with a foreign component. It does not apply to agreements under the U.S. Special

Foreign Currency Program.

Eligibility

In general, foreign institutions and international organizations, including public or private non-

profit or for-profit organizations, are eligible to receive research project grants. Foreign institu-

tions and international organizations are not eligible to receive Institutional National Research

Service Awards, program project grants, center grants, resource grants, SBIR/STTR grants, or

construction grants. However, some mechanisms, such as research project grams (R01s), may

support projects awarded to a domestic institution with a foreign component. For purposes of this

policy, a "foreign component" is defined as performance of any significant element or segment

of the project outside the U.S. either by the grantee or by a researcher employed by a foreign in-

stitution, whether or not grant funds are expended. Activities that would meet this definition in-
clude:

• The involvement of human subjects/or animals.

• Extensive foreign travel by grantee project staff for the purpose of data collection, sur-

veying, sampling, and similar activities.

• Any activity that may impact on U.S. foreign policy through the involvement of grantee

project staff in the affairs or environment of the foreign country.

Foreign travel for consultation is not considered a "foreign component."

See "Support of Scientific Meetings (Conference Grants)" for NIH policy on support of interna-
tional conferences.

Grants may not be made to individuals in a foreign location (i.e., outside of the U.S. and its terri-

torial possessions). Occasionally, a fellowship award is made to an American citizen or a non-

citizen national to study in a foreign institution. (A "non-citizen national" is a person who al-

though not a citizen of the U.S. owes permanent allegiance to the U.S., such as a resident of

American Samoa.)
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Review

Applications from foreign institutions will be evaluated and scored during the initial review pro-

cess using the standard review criteria. In addition, the following will be assessed as part of the

review process and award decision:

Whether the project presents special opportunities for furthering research programs

through the use of unusual talent, resources, populations, or environmental conditions in

other countries that are not readily available in the U.S. or that augment existing U.S. re-
sources.

• Whether the proposed project has specific relevance to the mission and objectives of the

IC and has the potential for significantly advancing the health sciences in the U.S.

Research grant applications from foreign or international organizations may not be funded unless

approved by the IC Advisory Council/Board.

Public Policy Requirements and Objectives

A complete listing of public policy requirements and objectives and their applicability to foreign

grants is contained in Table II-1. Several of the public policy requirements and objectives are

highlighted in this subsection.

Research Misconduct. This public policy requirement applies to foreign grants.

Animal Welfare. The animal welfare requirements contained in "Public Policy Requirements

and Objectives--Animal Welfare" apply to foreign grants.

Human Subjects. The human subjects requirements contained in "Public Policy Requirements

and ObjectiveswRequirements Affecting the Rights and Welfare of Individuals as Research Sub-

jects, Patients, or Recipients of Services--Human Subjects," including the requirement for an

Assurance of Compliance pursuant to 45 CFR Part 46, apply to foreign grants. Foreign consor-

tium participants under domestic or foreign grants also must submit an Assurance of Compliance

if human subjects are involved.

Inclusiveness in Research Design. Foreign grants are subject to the requirements for inclusion

of women, members of minority groups, and children in research design as specified in "Public

Policy Requirements and Objectives--Requirements for Inclusiveness in Research Design."

Civil Rights. None of the civil rights requirements specified in "Public Policy Requirements and

Objectives--Civil Rights" apply to foreign grants.

Lobbying. The requirements of "Public Policy Requirements and Objectives--Ethical and Safe

Conduct in Science and Organizational Operations--Lobbying," including disclosure reporting,

apply to foreign grants.
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Debt. Foreign applicants are required to provide a certification of non-delinquency on debts

owed to the United States as specified in "Public Policy Requirements and Objectives--Ethical

and Safe Conduct in Science and Organizational Operations--Nondelinquency on Federal Debt."

Debarment and Suspension. Applicants/grantees that are foreign governments or governmental

entities, public international organizations, or foreign-government-owned or -controlled (in

whole or in part) entities are not subject to the certification requirement concerning suspension or

debarment nor to suspension or debarment under 45 CFR Part 76. All other foreign institutions

and international organizations are subject to these requirements.

Drug-Free Workplace. Foreign applicants/grantees may be exempted from the drug-free work-

place requirements of 45 CFR Part 76 based on a documented finding by the IC that application

of those requirements is inconsistent with U.S. international obligations or the laws and regula-

tions of a foreign government.

Funding and Payment

The application budget, requests for funds, and financial reports (see "Reporting and Record Re-

tention" in this section) shall be stated in U.S. dollars. Once an award is made, NIH will not

compensate foreign grantees for currency exchange fluctuations through the issuance of supple-
mental awards.

Awards to foreign institutions and international organizations are not paid through the HI-IS

Payment Management System (PMS). These grants will normally be paid by U.S. Treasury

check by the NIH Office of Financial Management (OFM) on a predetermined quarterly advance

basis, usually in four equal installments. If the amount advanced to an organization based on the

predetermined quarterly advance is insufficient to meet the grant's cash requirements, the

grantee must make a written request to the GMO for any additional funds needed. All payments

will be in U.S. dollars. Foreign grantees are strongly encouraged to use U.S. banks to ensure that

payments arrive on time.

Any questions regarding payments to foreign grantees may be addressed to OFM (see Part HI for

address and telephone and fax numbers).

Allowability of Costs/Activities

The costs that are generally allowable under grants to domestic organizations also are allowable

under foreign grants, with the following exceptions:

Alterations and Renovations: Unallowable.

Customs and Import Duties: Unallowable. This includes consular fees, customs surtax, value-

added taxes, and other related charges.

Facilities and Administrative (F&A) Costs: With the exception of the American University,

Beirut, and the World Health Organization, F&A costs will not be paid (either directly, under a

consortium agreement, or through a contract under a grant) to an organization located outside the

territorial limits of the U.S. or an international organization regardless of location.
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Administrative Requirements

Changes in Project and Budget

Foreign grants are included in expanded authorities. Inclusion in the Streamlined Noncompeting

Award Process (SNAP) is at the discretion of the IC and will be specified on the NGA.

Change in Scope

A change in the performance site within a foreign country or performance in a country other than

that specified in the approved application is considered a change in scope and requires NIH prior

approval. The transfer of work by a domestic grantee to a foreign component always requires

NIH prior approval even if it does not constitute a change in scope.

Change of Grantee Organization

A change of grantee that involves the transfer of a grant to or between foreign institutions or in-
ternational organizations requires competitive review and approval of the IC Advisory Coun-

ciVBoard. Transfer of a grant from a foreign organization to a domestic organization requires the

approval of the GMO.

Audit

Foreign grantees are subject to the same audit requirements as for-profit organizations (specified

in 45 CFR 74.26(d) and in "Grants to For-Profit Organizations" in this subpart).

Reporting and Record Retention

Foreign grantees must submit annual FSRs in U.S. dollars, whether or not they are under SNAP.

This is due to the fact that foreign grantees are not paid through PMS and, therefore, do not sub-

mit the SF-272 (which NIH uses in lieu of the annual FSR for domestic awards under SNAP).

The currency rate in existence at the time the FSR is prepared should be used in preparing the

report.

Record retention requirements are the same as those for domestic grantees.
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http ://www.nih.gov/fic/

_:Scarch/ Grants I About FIC

3ll/01 NIH Policy Statement section : Awards to
Foreign Institutions, International Organizations,

H-_mePago
and Domestic Grants with Foreign Components and
the Allowability of F&A Costs for Foreign and
International Organizations.

Please click here to go to the Foreign section/chapter of the NIH Policy Statement.

Please be aware that the NIH policy concerning the alilowablility of F&A costs for

Foreign and International Organizations has changed. An excerpt from the March 29,
2001 NIH Guide for Grants and Contracts Announcement titled : ALLOWABILITY

OF FACILITIES AND ADMINISTRATIVE (F&A) COSTS FOR FOREIGN AND

INTERNATIONAL ORGANIZATIONS is provided below.

ALLOWABILITY OF FACILITIES AND ADMINISTRATIVE (F&A) COSTS FOR

FOREIGN AND INTERNATIONAL ORGANIZATIONS Release Date: March 29, 2001

NOTICE: NOT-OD-01-028

National Institutes of Health

In the past, Department of Health and Human Services (DHHS) policy prohibited the

provision of facilities & administrative (F&A) costs on foreign and international awards. As
a result, the National Institutes of Health (NIH) and the extramural community have had

concerns that by not providing some allowance for F&A costs to these organizations,
valuable research opportunities may be lost.

Effective October 2001 (FY 2002), NIH will provide limited F&A costs to foreign and

international organizations. The provision of F&A costs to foreign and international

organizations is to support the costs of compliance with DHHS and NIH requirements

including but not limited to, the protection of human subjects, the welfare of animals,

financial conflict of interest, and invention reporting.

This implementation will affect new and competing continuation awards. Established

commitment levels on non-competing continuation awards will not be adjusted; however,

funds may be rebudgeted to cover these costs. The F&A costs should be requested in

competing applications and may not exceed eight percent of total direct costs less

equipment. Also, domestic organizations that submit applications with a foreign or

international consortium may request eight percent of total direct costs less equipment, for

the consortium. NIH will not support the acquisition of, or provide for depreciation on

any capital expenses (facilities), or normal general operations related to foreign and



http ://www.nih.gov/fic/

international organizations.

Please click here to go to the see the complete F&A guide announcement.

Additional questions regarding the implementation of F&A costs to foreign and

international organizations may be directed to the NIH Division of Grants Policy at (301)

435-0949 or the Grants Management Specialist identified on the NIH Notice of Grant
Award.

We welcome your questions and comments about FIC and its research programs. Please send
e-mail inquiries to the Office of Communications. Telephone: 301-496-2075 Fax: 301-594-1211.

Office of Communications • Fogarty International Center • National Institutes of Health
Building 31, Room B2C29 • 31 CENTER DR MSC 2220
Bethesda, MD 20892-2220
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ALLOWABILITY OF FACILITIES AND ADMINISTRATIVE (F&A) COSTS FOR FOREIGN AND

INTERNATIONAL ORGANIZATIONS

Release Date: March 29, 2001

NOTICE: NOT-OD-01-028

National Institutes of Health

Zn the past, Department of Health and Human Services (DHHS) policy

prohibited the provision of facilities & administrative (F&A) costs on

foreign and international awards. As a result, the National Institutes

of Health (NIH) and the extramural community have had concerns that by

not providing some allowance for F&A costs to these organizations,

valuable research opportunities may be lost.

Effective October 2001 (FY 2002), NIH will provide limited F&A costs to

foreign and international organizations. The provision of F&A costs to

foreign and international organizations is to support the costs of

compliance with DHHS and NIH requirements including but not limited to,

the protection of human subjects, the welfare of animals, financial

conflict of interest, and invention reporting.

This implementation will affect new and competing continuation awards.

Established commitment levels on non-competing continuation awards will

not be adjusted; however, funds may be rebudgeted to cover these costs.

The F&A costs should be requested in competing applications and may not

exceed eight percent of total direct costs less equipment. Also,

domestic organizations that submit applications with a foreign or

international consortium may request eight percent of total direct

costs less equipment, for the consortium. NIH will not support the

acquisition of, or provide for depreciation on any capital expenses

(facilities), or normal general operations related to foreign and

international organizations.

Affected applicants that have already submitted applications request

these costs at the time any potential award is negotiated.

INQUIRIES

Additional questions regarding the implementation of F&A costs to

foreign and international organizations may be directed to the NIH

Division of Grants Policy at (301) 435-0949 or the Grants Management

Specialist identified on the NIH Notice of Grant Award.

Return to Volume Index

Return to NIH Guide Main Index
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If none of the above conditions is met, the costs of the services provided by the parent organiza-
tion to the grantee foundation are not allowable for reimbursement under an NIH grant. How-
ever, the services may be acceptable for cost-sharing (matching) purposes.

Allowability of Costs/Activities

The governing cost principles address selected items of cost, some of which are mentioned in

this subsection for emphasis. The cost principles themselves should be consulted for the com-
plete explanation of the allowability or unallowability for those items or types of cost. This sub-
section also includes NIH-specific requirements concerning costs and activities.

This subsection is not intended to be all-inclusive. The allowability of costs under NIH grants

may be subject to additional or alternative requirements specified in the program legislation,
regulations, or the specific terms and conditions of an award, which will take precedence over
the general discussion provided here. Applicants or grantees that have questions concerning the
allowability of particular costs should contact the designated GMO.

If a cost is allowable, it is allocable as either a direct cost or an F&A cost, depending on the

grantee's accounting system. For some costs addressed in this section, the text specifies whether
the cost is usually a direct cost or an F&A cost, but it does not address that aspect of allocability

for every category of cost.

Unless otherwise indicated in the NGA, an award based on an application that includes specific

information concerning any costs and/or activities requiring prior approval constitutes the prior
approval for those costs/activities. The grantee is not required to obtain any additional approval
for those costs/activities. Postaward requests to incur costs or undertake activities requiring prior

approval that are not described in the approved application are subject to the requirements in

"Administrative Requirements--Changes in Project and Budget."

Contractors under grants are subject to the requirements of the cost principles otherwise applica-

ble to their type of organization and to any requirements placed on the contractor by the grantee
in order to comply with the terms and conditions of the NIH grant.

The cost principles do not address profit or fee. NIH policy allows the payment of fee on
SBIR/STTR grants (see "Grants to For-Profit Organizations") but NIH will not provide profit or
fee under any other grant program or support mechanism to any type of recipient. A fee may not

be paid by a grantee to a consortium participant, including a for-profit organization, under a con-
sortium agreement.

Selected Items of Cost

Advertising: Allowable only for recruitment of staff or trainees, procurement of goods and ser-
vices, disposal of scrap or surplus materials, and other specific purposes necessary to meet the

requirements of the grant-supported project or activity.

Alcoholic Beverages: Unallowable as an entertainment expense, but allowable if within the

scope of an approved research project.
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Alteration and Renovation: Alteration and renovation (A&R), also termed "rearrangement and

alteration," is defined as work required to change the interior arrangements or other physical

characteristics of an existing facility or of installed equipment so that it may be more effectively

utilized for its currently designated purpose or adapted to an alternative use to meet a program-

matic requirement.

Under NIH grants, individual A&R projects that are treated as direct costs and that will not ex-

ceed $500,000 will be subject to the A&R policies specified in this subsection and in the "Con-

struction Grants" section, as applicable. Individual A&R projects exceeding $500,000 will be

subject to the requirements specified in the "Construction Grants" section.

Routine maintenance and repair of the organization's physical plant or its equipment, which is

allowable and is ordinarily treated as an F&A cost, is not considered A&R for purposes of apply-

ing this NIH policy. Certain allowable costs of installing equipment, such as the temporary re-

moval and replacement of wall sections and door frames in order to place equipment in its per-

manent location, or the costs of connecting utility lines, replacing finishes and furnishings, and

installing any accessory devices required for the equipment's proper and safe utilization, may be

considered either equipment costs or A&R costs, depending on the grantee's accounting system.

A&R costs are not allowable under grants to individuals, foreign grants, and grants in support of

scientific meetings (conference grants). In all other cases, these costs are allowable unless the

program legislation, implementing regulations, program guidelines, or other terms and condi-

tions of the award specifically exclude such activity. The A&R must be consistent with the fol-

lowing criteria and documentation requirements:

• The building has a useful life consistent with program purposes and is architecturally and

structurally suitable for conversion to the type of space required;

¢, The A&R is essential to the purpose of the grant-supported project;

• The space involved will be occupied by the project;

The space is suitable for human occupancy before A&R work is started except where the

purpose of the A&R is to make the space suitable for some purpose other than human oc-

cupancy, such as storage; and

• If the space is rented, evidence is provided that the terms of the lease are compatible with

the A&R proposed and cover the duration of the project period.

Work necessary to obtain an initial occupancy permit for the intended use is not an allowable
A&R cost.

A grantee may rebudget up to 25 percent of the total approved budget for a budget period into

A&R costs without NIH prior approval unless such rebudgeting would result in a change in

scope. If the rebudgeting results in an A&R project exceeding $300,000, NIH will consider the

rebudgeting to be a change in scope, and the grantee must submit to the NIH IC the documenta-

tion specified in "Construction Grants" for approval of A&R projects above that dollar level.
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Animals: Allowable for the acquisition, care, and use of experimental animals. If the grantee
operates an animal resource facility, charges for use of the facility should be determined in ac-
cordance with the Cost Analysis and Rate Se_'ng Manual/'or Animal Resource Facilities (May
2000), available from the National Center for Research Resources (NCRR) at its Web site:

(http://www.ncrr.nih.gov/newspub/CARS.pdf) or from the NCRR Office of Science Policy and

Public Liaison, 6705 Rockledge Drive, Bethesda, MD 20892-7965, (301) 435-0888, e-mail:

ospio@ncrr.nih.gov.

Audiovisual Activities: Allowable for the production of an audiovisual. "Audiovisual" means
any product containing visual imagery or sound, or both, such as motion pictures, films, video-

tapes, live or recorded radio or television programs or public service announcements, slide
shows, filmstrips, audio recordings, multimedia presentations, or exhibits where visual imagery

or sound or both are an integral part. "Production" refers to the steps and techniques used to cre-
ate a finished audiovisual product including, but not limited to, design, layout, scriptwriting,

filming or taping, fabrication, sound recording, and editing.

A recipient having in-house production capability must determine whether it would be more effi-
cient and economical to use that capability or to contract for the production of an audiovisual.

If an audiovisual intended for general public audiences (i.e., persons who are not researchers or
health professions personnel and/or who are not directly involved in project activities either as

employees, trainees, or participants such as volunteers or patients) is produced under an NIH

grant-supported project, the grantee must submit two prints or tapes of the finished product along
with its annual or final progress report (see "Administrative Requirements--Monitoring--

Reporting"). The costs of such prints or tapes are allowable project costs.

Audiovisuals produced under an NIH grant-supported project must bear an acknowledgment and
disclaimer, such as:

The production of this motion picture (television program, etc.) was supported by Grant
No. from (name of NIH awarding office). Its contents are solely the responsi-

bility of (name of grantee organization) and do not necessarily represent the official views of
(name of NIH awarding office).

Audit Costs: Allowable (see "Administrative Requirements--Monitoring--Audit" and section
230 of OMB Circular A-133). The charges may be considered a direct cost when the audit's

scope is limited to a single NIH grant-supported project or program, as specified in 45 CFR
74.26(d), or includes more than one project but the costs can be specifically identified with, and

allocated to, each project on a proportional basis, and this practice is followed consistently by the

grantee. Otherwise, charges for audits should be treated as F&A costs.

Bad Debts: Unallowable.

Bid and Proposal Costs: Allowable as an F&A cost. See 45 CFR 74.27(b) (1) for policy for non-

profit organizations covered by OMB Circular A- 122.

Bonding: Allowable. See 45 CFR 74.21, 74.47(c) and 92.36 for policies and requirements con-

cerning bonding.
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Books and Journals: ALlowable. If an organization has a library, books and journals should

generally be provided as part of normal library services and treated as F&A costs rather than be-

ing directly charged.

Building Acquisition: Unallowable unless building acquisition or construction is specifically

authorized by program legislation and is provided for in the grant award. Those NIH programs

that have such statutory construction authority are generally intended to enhance research infra-

structure through the establishment of new or modified facilities; therefore, lease-versus-

purchase considerations are not normally associated with these awards. (See "Rental or Lease of

Facilities and Equipment" in this subsection.) For real property acquired with NIH grant support,

the cost of title insurance may be charged to the grant in proportion to the Federal share of the

acquisition cost. Filing fees for recording the Federal interest in the real property in appropriate

records of the applicable jurisdiction also may be charged to the grant. (Also see "Construction

GrantsnAUowability of Costs/Activities.')

Child Care Costs: Allowable if incurred to assist individuals to participate as subjects in re-

search projects. Such costs also may be allowable as a fringe benefit for individuals working on a

grant-supported project (see "Fringe Benefits" in this subsection).

Communications: Allowable. Such costs include local and long-distance telephone calls, tele-

phone surveys, telegrams, and postage, and are usually treated as F&A costs.

Conference Grant Costs: See "Support of Scientific Meetings (Conference Grants)" for NIH

policies for support of scientific meetings (conferences).

Consortium Agreements/Contracts under Grants: Allowable to carry out a portion of the

programmatic effort or for the acquisition of routine goods or services under the grant. Such ar-

rangements may require NIH approval as specified in "Administrative Requirements--Changes

in Project and Budget." (See "Administrative Requirements--Management Systems and Proce-

dureswProcurement System Standards and Requirements" for policies that apply to the acquisi-

tion of routine goods and services and "Consortium Agreements" for policies that apply to

grantee collaboration with other organizations in carrying out the grant-supported research.)

Construction: Allowable only when program legislation specifically authorizes new construc-

tion, modernization, or major A&R, and NIH specifically authorizes such costs in the NGA.

When authorized, construction activities may include construction of a new facility or projects in

an existing building that are considered to be construction, such as relocation of exterior walls,

roofs, and floors; attachment of fire escapes; or completion of unfinished shell space to make it

suitable for human occupancy (see "Construction Grants").

Consultant Services: Allowable. A consultant is an individual retained to provide professional

advice or services on a project for a fee but usually not as an employee of the requiring organiza-

tion. The term "consultant" also includes a firm that provides paid professional advice or ser-

vices. Grantees must have written policies governing their use of consultants that are consistently

applied regardless of the source of support. The general circumstances of allowability of these

costs, which may include fees and travel and subsistence costs, are addressed in the applicable

cost principles under "professional services costs."
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In unusual situations, a person may be both a consultant and an employee of the same party, re-

ceiving compensation for some services as a consultant and for other work as a salaried em-

ployee as long as those separate services are not related to the same project and are not charged

to the same project. In order to prevent apparent or actual conflicts of interest, grantees, consor-

tium participants, and contractors under grants must establish written guidelines indicating the

conditions, if any, under which the payment of consulting fees to employees is proper. Under no

circumstances can an individual be paid as a consultant and an employee under the same

NIH grant.

In unusual cases and with authorization as indicated below, consulting fees paid by an educa-

tional institution to a salaried faculty member that represent extra compensation above that indi-

vidual's base salary are allowable, provided the consultation is across departmental lines or in-

volves a separate or remote operation and the work performed by the consultant is in addition to

his or her regular departmental workload. In all other cases, consulting fees paid to employees of

a grantee, a consortium participant, or a contractor in addition to salary may be charged to NIH

grant-supported projects only when all of the following conditions exist:

The policies of the grantee, consortium participant, or contractor permit such consulting

fee payments to its own employees regardless of whether Federal grant funds are re-

ceived;

¢ The consulting services are clearly outside the scope of the individual's salaried employ-

ment;

It would be inappropriate or not feasible to compensate the individual for those services

through payment of additional salary; and

• Approval is obtained as specified below.

Authorization for consulting fees paid to individuals serving as both employees and consultants

of the same party must be provided in writing, on a case-by-case basis, by the head of the recipi-

ent organization, consortium participant, or contractor incurring the costs, or his or her designee.

If the designee is personally involved in the project, the authorization may be given only by the

head of the recipient organization, consortium participant, or contractor. This authorization must

include a determination that the required conditions are present and that there is no apparent or
actual conflict of interest.

Grantees, consortium participants, and contractors under grants are encouraged to obtain written

reports from consultants unless such a report is not feasible given the nature of the consultation

or would not be useful. Documentation maintained by the receiving organization should include

the name of the consulting firm or individual consultant(s); the nature of the services rendered

and their relevance to the grant-supported activities, if not otherwise apparent from the nature of

the services; the period of service; the basis for calculating the fee paid (e.g., rate per day or hour

worked or rate per unit of service rendered); and the amount paid. This information may be in-

cluded in the consultant's invoice, in the report, or in another document.
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See "Grants to Federal Institutions and Payments to (or on Behalf of) Federal Employees under

Grants" for allowable costs associated with consultant payments to Federal employees as well as

the circumstances of allowability.

Contingency Funds: Unallowable. Contributions set aside for events whose occurrence cannot

be foretold with certainty as to time, intensity, or assurance of their happening are unallowable

under non-construction grants. Contingency funds do not include pension funds, self-insurance

funds, and normal accruals (also see "Reserve Funds" in this subsection). (See "Construction

Grants--Allowability of Costs/Activities--Allowable Costs/Activities" concerning contingency

funds under construction grants.)

Customs and Import Duties: Allowable under grants to domestic organizations when perform-

ance will take place entirely within the United States, its possessions, or its territories, or when

foreign involvement in the project is incidental to the overall grant-supported project. Charges

may include consular fees, customs surtaxes, value-added taxes, and other related charges. (See

"Awards to Foreign Institutions, International Organizations, and Domestic Grants with Foreign

Components--Allowability of Costs/Activities" for the allowability of these costs under awards

to those types of organizations.)

Depreciation or Use Allowances: Allowable. Such costs are usually treated as F&A costs. De-

preciation or use charges on equipment or buildings acquired under a federally supported project
are not allowable.

Donor Costs: Allowable for payment to volunteers or research subjects who contribute blood,

urine samples, and other body fluids or tissues that are specifically project-related.

Drugs: Allowable if within the scope of an approved research project.

Project funds may not be used to purchase drugs classified by the Food and Drug Administration

as "ineffective" or "possibly effective" except in approved clinical research projects or in cases

where there is no alternative other than therapy with "possibly effective" drugs.

Dues or Membership Fees: Allowable as an F&A cost for organizational membership in busi-

ness, professional, or technical organizations or societies.

Payment of dues or membership fees for an individual's membership in a professional or techni-

cal organization is allowable as a fringe benefit or an employee development cost, if paid accord-

ing to an established organizational policy consistently applied regardless of the source of funds.

Entertainment Costs: Unallowable. This includes the cost of amusements, social activities, and

related incidental costs.

Equipment: Allowable for purchase of new, used, or replacement equipment as a direct cost or

as part of F&A costs, depending on the intended use of the equipment. NIH prior approval may

be required as specified in "Administrative Requirements--Changes in Project and Budget."

In accordance with the requirements of NIH appropriations acts, American-made items should be

purchased to the extent possible.
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Fundsprovided under a conference grant may not be used for the purchase of equipment.

For policies governing the classification, use, management, and disposition of equipment, see

"Administi'ative Requirements--Management Systems and Procedures--Property Management

System Standards." For policies governing the allowability of costs for rental of equipment, see

_Rental or Lease of Facilities and Equipment" in this subsection.

Federal (U.S. Government) Employees: See "Grants to Federal Institutions and Payments to

(or on Behalf of) Federal Employees Under Grants--Allowability of Costs/Activities" for the

allowability of payments made to, or on behalf of, Federal employees under NIH grants, includ-

ing grants to Federal institutions.

Fines and Penalties: Unallowable except when resulting from violations of, or failure of the or-

ganization to comply with, Federal, State, or local laws and regulations when incurred as a result

of compliance with specific provisions of an award, or when such payments are authorized in

advance in writing by the NIH IC.

Fringe Benefits: Allowable as part of overaU compensation to employees in proportion to the

amount of time or effort employees devote to the grant-supported project, provided such costs

are incurred under formally established and consistently applied policies of the organization (see

"Salaries and Wages" in this subsection).

Tuition or tuition remission for regular employees is allowable as a fringe benefit. For organiza-

tions subject to OMB Circular A-21, tuition benefits for family members other than the employee

are unallowable. For policies applicable to tuition remission for students working on grant-

supported research projects, see "Salaries and Wages" in this subsection. See "National Research

Service Awards--Individual National Research Service Awards (FeUowships)--Financial Provi-
sions-Other Costs--Tuition and Fees" and "National Research Service Awards--Institutional

National Research Service Awards (Training Grants)--Financial Provisions--Other Direct

Costs--Trainee Tuition and Fees" for the allowability of tuition costs for trainees and fellows.

Fundraising Costs: Unallowable.

Hazardous Waste Disposal: Allowable. Usually treated as an F&A cost.

Honoraria: Unallowable when the primary intent is to confer distinction on, or to symbolize re-

spect, esteem, or admiration for, the recipient of the honorarium. A payment for services ren-

dered, such as a speaker's fee under a conference grant, is allowable.

Hospitalization: See" Research Patient Care" in this subsection.

Independent Research and Development Costs: Unallowable, including their proportionate
share of F&A costs.

Insurance: Allowable. Insurance is usually treated as an F&A cost. In certain situations, how-

ever, where special insurance is required as a condition of the grant because of risks peculiar to

the project, the premium may be charged as a direct cost if doing so is consistent with organiza-

tional policy. Medical liability (malpractice) insurance is an allowable cost of research programs
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ateducational institutions only if the research involves human subjects. If so, it should be treated

as a direct cost and assigned to individual grants based on the manner in which the insurer allo-

cates the risk to the population covered by the insurance.

The costs of insuring equipment, whether purchased with project funds or furnished as Govern-

ment-owned property, should normally be included in F&A costs but may be allowable as a di-

rect cost if this manner of charging is the normal organizational policy.

Medical insurance for trainees and fellows is addressed in "National Research Service Awards."

Interest: Allowable as an F&A cost for certain assets as specified in the applicable cost princi-

ples. Unallowable for hospitals.

Leave: Allowable for employees as a fringe benefit (see "Fringe Benefits" in this subsection).

See "National Research Service AwardsmIndividual National Research Service Awards (Fellow-

ships)--Other Terms and ConditionsmLeave " and "National Research Service Awardsu

Institutional National Research Service Awards (Training Grants)mOther Terms and Condi-

tionsmLeave" for NIH policy on leave for fellows and trainees.

Legal Services: Allowable. Generally treated as an F&A cost but may be treated as a direct cost,

subject to the limitations described in the applicable cost principles, for legal services provided

by individuals who are not employees of the grantee organization. Before a grantee incurs legal

costs that are extraordinary or unusual in nature, the grantee should make an advance agreement

regarding the appropriateness and reasonableness of such costs with the designated GMO.

Legal costs incurred in defending or prosecuting claims, whether equitable or monetary, includ-

ing administrative grant appeals, are unallowable charges to NIH grant-supported projects, ex-

cept as provided in the applicable cost principles.

Library Services: General library support is not allowable as a direct cost but may be included

in the grantee's F&A pool. However, such services are allowable as a direct cost when specifi-

cally required for the conduct of the project and when identifiable as an integral part of the grant-

supported activity (e.g., in those programs designed to develop and support such services).

Lobbying: Generally unallowable, including costs of lobbying activities to influence the intro-

duction, enactment, or modification of legislation by the U.S. Congress or a State legislature.

Under certain circumstances, as provided in the applicable cost principles, costs associated with

activities that might otherwise be considered "lobbying" that are directly related to the perform-

ance of a grant may be allowable. The grantee should obtain an advance understanding with the

designated GMO if it intends to engage in these activities. (Also see "Public Policy Require-

ments and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--

Lobbying" and "Administrative Requirements--Monitoring_Reporting" concerning lobbying

restrictions and required certification and reporting.)

Meals: Allowable for subjects and patients under study only, or where specifically approved as

part of the project activity, provided that such charges are not duplicated in participants' per diem

or subsistence allowances, if any.
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Moving: See "Recruitment Costs," "Relocation Costs," and "Transportation of Property" in this
subsection.

Nursery Items: Allowable for the purchase of toys, games, etc. to allow patients to participate in

research protocols.

Overtime: See "Salaries and Wages" in this subsection.

Pension Plan Costs: Allowable. For institutions of higher education and non-profit organiza-

tions, such costs must be incurred according to the established policies of the organization con-

sistently applied regardless of the source of funds; the organization's policies must meet the test

of reasonableness; the methods of cost allocation must be equitable for all activities; the amount

assigned to each fiscal year must be determined in accordance with generally accepted account-

ing principles; and the cost assigned to a given fiscal year must be paid or funded for all plan

participants within 6 months after the end of that fiscal year.

State, local, or Indian tribal governments or hospitals may use the "pay-as-you-go" cost method

(i.e., when pension benefits are paid by the grantee directly to, or on behalf of, retired employees

or their beneficiaries) in lieu of the method described above. Under this method, the benefits may

be charged in the grantee's fiscal year in which the payments are made to, or on behalf of, retired

employees or their beneficiaries, provided that the grantee follows a consistent policy of treating

such payments as expenses in the year of payment. See the applicable cost principles for addi-

tional information on the allowability of costs associated with pension plans.

Preaward (Preagreement) Costs: Allowable. A grantee may, at its own risk and without NIH

prior approval, incur obligations and expenditures to cover costs up to 90 days prior to the effec-

tive date of a new or competing continuation award if such costs:

• Are necessary to conduct the project, and

• Would be allowable under the grant, if awarded, without NIH prior approval.

If specific expenditures or activities would otherwise require prior approval, the grantee must

obtain NIH approval prior to incurrence of the cost. NIH prior approval is required for any costs

to be incurred more than 90 days prior to the beginning date of a new or competing continuation
award.

Grantees may incur preaward costs prior to the beginning date of a noncompeting continuation

award without regard to the time parameters stated above.

The incurrence of preaward costs in anticipation of a competing or noncompeting award imposes

no obligation on NI'H either to make the award or to increase the amount of the approved budget

if an award is made for less than the amount anticipated and is inadequate to cover preaward

costs incurred.

NIH expects the grantee to be fully aware that preaward costs result in borrowing against future

support and that such borrowing must not impair the grantee's ability to accomplish the project

objectives in the approved time frame or in any way adversely affect the conduct of the project.
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Public Relations Costs: Allowable only for costs specifically required by the award, or for costs

of communicating with the public and the press about specific activities or accomplishments un-
der the grant-supported project or other appropriate matters of public concern. Such costs may be
treated as direct costs but should be treated as F&A costs if they benefit more than one sponsored
agreement or if they benefit the grant and other work of the organization.

Publications: Allowable. Page charges for publication in professional journals may be paid from
project funds if the published paper reports work supported by the grant and the charges are lev-
ied impartially on all papers published by the journal, whether or not by Government-sponsored
authors.

The costs of reprints and publishing in other media, such as books, monographs, and pamphlets,
also are allowable.

Publications, journal articles, etc. produced under an NIH grant-supported project must bear an

acknowledgment and disclaimer, as appropriate, as provided in "Administrative Requirementsm
Availability of Research Results: Publications, Intellectual Property Rights, and Sharing Bio-
medical Research Resources."

Recruitment Costs: Allowable subject to the conditions and restrictions contained in the appli-

cable cost principles. These costs may include help-wanted advertising costs, costs of travel by
applicants to and from pre-employment interviews, and travel costs of employees while engaged

in recruiting personnel. Project funds may not be used for a prospective trainee's travel costs to
or from the grantee organization for the purpose of recruitment. However, other costs incurred in
connection with recruitment under training programs, such as advertising, may be allocated to a

grant-supported project according to the provisions of the applicable cost principles (also see
"Travel" and "Relocation Costs" in this subsection.

Registration Fees (for Symposiums and Seminars): Allowable if necessary to accomplish pro-
ject objectives.

Relocation Costs: Allowablemin other than change of grantee organization situations--when

such costs are incurred incidental to a permanent change of duty assignment (for an indefinite
period or for a stated period of no less than 12 months) for an existing employee working on a
grant-supported project, or when a new employee is recruited for work on the project, provided

that the move is for the grantee's benefit rather than the individual's, and payment is made ac-
cording to established organizational policies consistently applied regardless of the source of
funds. Relocation costs may include the cost of transporting the employee and his or her family,
dependents, and household goods to the new location and certain expenses associated with the
sale of the former home. If relocation costs have been incurred in connection with the recruit-

ment of a new employee, whether as a direct cost or an F&A cost, and the employee resigns for
reasons within his or her control within 12 months after hire, the grantee must credit the grant

account for the full cost of the relocation charged to the grant.

In change of grantee organization situations, the personal relocation expenses of the PI and oth-
ers moving from the original grantee to the new grantee are not allowable charges to NIH grants
(see "Administrative RequirementsmChanges in Project and Budget").
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Rentalor Lease of Facilities and Equipment: Allowable subject to the limitations below.
Rental costs are allowable to the extent that the rates are reasonable at the time of the decision to

lease in light of such factors as rental costs of comparable property, if any; market conditions in
the area; the type, life expectancy, condition, and value of the property leased; and available al-

ternatives. Because of the complexity involved in determining the allowable amount under cer-
tain types of leases, grantees are encouraged to consult the GMO before entering into leases that

will result in direct charges to the grant project.

In general, the rental costs for facilities and equipment applicable to each budget period should

be charged to that period. However, see "Administrative Requirements--Management Systems
and Procedures--Procurement System Standards and Requirements" for an exception to this
general rule.

Rental costs under leases that create a material equity in the leased property, as defined in the
applicable cost principles, are allowable only up to the amount that would be allowed had the

grantee purchased the property on the date the lease agreement was executed. This would include
depreciation or use allowances, maintenance, taxes, insurance, etc. but would exclude unallow-
able costs.

When a grantee transfers property to a third party through sale, lease, or otherwise and then
leases the property back from that third party, the lease costs that may be charged to NIH projects

generally may not exceed the amount that would be allowed if the grantee continued to own the

property.

Rental costs under less-than-arms-length leases are allowable only up to the amount that would
be allowed under the applicable cost principles had title to the property been vested in the

grantee. A "less-than-arms-length" lease is one in which one party to the lease agreement is able
to control or substantially influence the actions of the other. Such leases include, but are not lim-

ited to, those between divisions of an organization; between organizations under common control
through common officers, directors, or members: and between an organization and its directors,

trustees, officers, or key employees (or the families of these individuals), either directly or
through corporations, trusts, or similar arrangements in which they hold a controlling interest.

Research Patient Care: The costs of routine and ancillary services provided by hospitals to in-

dividuals, including patients and volunteers, participating in research programs are allowable.

For grants that are not subject to expanded authorities (see "Administrative Requirements--
Changes in Project and Budget"), NIH prior approval always is required to incur patient care

costs if not previously approved by NIH, to rebudget additional funds into, or to rebudget funds
out of the research patient care costs category. For grants subject to expanded authorities, N1H

prior approval is required only if the incurrence of patient care costs represents a change in

scope.

"Routine services" include the regular room services, minor medical and surgical supplies, and

the use of equipment and facilities for which a separate charge is not customarily made. "Ancil-

lary services" are those special services for which charges are customarily made in addition to

routine services, e.g., x-ray, operating room, laboratory, pharmacy, blood bank, and pathology.
See "Research Patient Care Costs" for NIH policy concerning reimbursement of these costs.
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The following otherwise allowable costs are not classified as research patient care costs: items of

personal expense reimbursement, such as patient travel; consulting physician fees; and any other

direct payments to individuals, including inpatients, outpatients, subjects, volunteers, and donors.

Such costs should be included in the "Other Expenses" category of the grant budget.

Reserve Funds: Contributions to a reserve fund for self-insurance are allowable as specified in

the governing cost principles (also see "Contingency Funds" in this subsection).

Sabbatical Leave Costs: Sabbatical leave costs may be included in a fringe benefit rate or in the

organization's F&A rate. Salary may be charged directly to a project for services rendered to the

project by individuals while they are on sabbatical leave, provided the salary is proportional to

the service rendered and is paid according to established organizational policies applicable to all

employees regardless of the source of funds. Sabbatical leave paid by an individual's employer,

in combination with other compensation (e.g., partial salary from an NIH granO, may not exceed

100 percent of that individual's regular salary from his or her organization.

Salaries and Wages: Allowable. Compensation for personal services covers all amounts, includ-

ing fringe benefits, paid currently or accrued by the organization for employee services rendered

to the grant-supported project. Compensation costs are allowable to the extent that they are rea-

sonable; conform to the established policy of the organization consistently applied regardless of

the source of funds; and reflect no more than the percentage of time actually devoted to the NIH-

funded project. As required in its annual appropriations act, NIH will not reimburse grantees for

the direct salaries of individuals at a rate in excess of the level specified in the appropriations

language. Direct salary is exclusive of fringe benefits and F&A costs. This salary limitation does

not apply to consultant payments or to contracts for routine goods and services but does apply to

consortium participants (see "Consortium Agreements" ).

Payroll Distribution: Salary and wage amounts charged to grant-supported projects for personal

services must be based on an adequate payroll distribution system that documents such distribu-

tion in accordance with generally accepted practices of like organizations. Standards for payroll

distribution systems are contained in the applicable cost principles (other than those for for-profit

organizations). Briefly summarized, acceptable systems are as follows:

Hospitals:

• Monthly after-the-fact reports of the distribution of time or effort for professional
staff.

• Time and attendance, and payroll distribution records for nonprofessional employees.

Non-Profit Organizations:

Monthly after-the-fact reports, including a signed certification, by the employee, or

by a responsible supervisory official having first-hand knowledge of the work per-

formed, that the distribution of activity represents a reasonable estimate of the actual

work performed by the employee during the periods covered by the reports. Each re-

port must account for the total activity required to fulf'dl the employee's obligations to

the organization as well as the total activity for which he or she is compensated.
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For nonprofessional employees, additional supporting reports, indicating the total

number of hours worked each day, must be maintained in conformance with Depart-

ment of Labor regulations implementing the Fair Labor Standards Act (29 CFR Part

516).

The distribution of salaries and wages must be supported by personnel activity reports

as described above, except when a substitute system has been approved, in writing, by

the cognizant agency designated under OMB Circular A- 122.

State, Local, and Indian Tribal Governments:

• Time and attendance or equivalent records for all employees.

• Time distribution records for employees whose compensation is chargeable to more

than one grant or other cost objective.

Educational Institutions:

A plan confirmation system for professorial and other professional staff that is based

on budgeted, planned, or assigned work activity, and is updated to reflect any signifi-

cant changes in work distribution, including incorporation into the organization's of-

ficial records and identification of activity applicable to each sponsored agreement

and to each category needed to identify F&A costs and the functions to which they

are allocable. At least annually, the employee, PI, or responsible official(s) will verify,

by suitable means, that the work was performed and that the salaries and wages

charged to sponsored agreements, whether as direct charges or in other categories of

cost, are reasonable in relation to the work performed; or

A system, supported by after-the-fact activity reports, that reflects the distribution of

covered employees' activity allocable to each NIH grant and includes identification

and recording of significant changes in work activity when initial charges were based

on estimates. The system also must identify each category of activity needed to iden-

tify F&A costs and the functions to which they are allocable. For professorial and

other professional staff, the activity reports will be prepared each academic term, but

no less frequently than every 6 months. For other employees, unless NIH agrees to al-

ternate arrangements, the reports will be prepared no less frequently than monthly and

will coincide with one or more pay periods; or

A multiple confirmation records system for professorial and other professional staff

supported by records certifying costs separately for direct costs and F&A costs, with

reports prepared each academic term, but no less often than every 6 months, that con-
firm the activities as allocable to direct or F&A costs; or

• By mutual agreement, any other method meeting the criteria specified in paragraph

J.8.b. (2) of OMB Circular A-21.

• Charges for work performed by faculty members on NIH grants during the summer

months or other periods not included in the base salary period will be determined for
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eachfaculty member at a rate not exceeding the base salary divided by the period to

which the base salary relates. The base salary period used in computing charges for

work performed during the summer months will be the number of months covered by

the faculty member's official academic year appointment.

For-Profit Organizations:

NIH requires for-profit organizations to conform with industry standards to support

salary and wage charges to NIH grants. Therefore, unless an alternate system is ap-

proved by the GMO, the grantee must maintain a time-and-effort reporting system for

both professional and other than professional staff reflecting daily after-the-fact re-

porting of hours expended on individual projects or indirect activities. The system
must record both hours worked and hours absent. This information must be certified

by an authorized organizational official no less frequently than every pay period.

Overtime Premiums: Premiums for overtime are generally allowable (see the applicable cost

principles); however, such payments are not allowable for faculty members at institutions of

higher education. Where overtime premiums are allowable, the categories or classifications of

employees eligible to receive overtime premiums should be determined according to the formal

policies of the organization consistently applied regardless of the source of funds.

Bonus Funds�Incentive Payments: Allowable as part of a total compensation package, provided

such payments are reasonable and are made according to a formal policy of the grantee that is

consistently applied regardless of the source of funds.

Support from Multiple Grants: See "Cost Considerations--Allocation of Costs and Closely Re-
lated Work."

Compensation of Students: Tuition remission and other forms of compensation paid as, or in lieu

of, wages to students under research grants (including fellows and trainees) are allowable, pro-
vided:

• The individual is performing activities necessary to the grant;

Tuition remission and other forms of compensation are provided in accordance with es-

tablished institutional policy, consistently provided to students performing similar activi-

ties conducted in non-sponsored as well as in sponsored activities; and

During the academic period, the student is enrolled in an advanced degree program at a

grantee or affiliated institution and the activities of the student in relation to the federally

sponsored research project are related to the degree program.

Charges for tuition remission and other forms of compensation paid to students as, or in lieu of,

salaries and wages are subject to the reporting requirements in section J.8. of OMB Circular A-

21, or an equivalent method for documenting the individual's effort on the research project. Tui-

tion remission may be charged on an average rate basis. NIH will determine the allowability and

reasonableness of such compensation under a grant on the basis of OMB Circular A-21 and its

current operating guidelines.
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Payments made for educational assistance (e.g., scholarships, fellowships, and student aid costs)

may not be paid from NIH research grant funds even when they would appear to benefit the re-

search project.

Service Charges: Allowable. The costs to a user of institutional services and central facilities

owned by the recipient organization, such as central laboratory and computer services, are allow-

able and must be based on organizational fee schedules consistently applied regardless of the
source of funds.

Severance Pay: Allowable only to the extent that such payments are required by law, employer-

employee agreement, established policy constituting, in effect, an implied agreement on the part

of the organization, or the circumstances of the particular employment. The amount of severance

pay to be provided should be determined according to established organizational policy consis-

tently applied regardless of the source of funds and should be reasonable, taking into considera-

tion the practice of similar types of organizations and the extent of the organization's dependence

on Federal funds. The applicable cost principles should be consulted regarding the different

treatment of severance pay in regular and mass termination situations.

Stipends: Allowable as cost-of-living allowances for trainees and fellows only under NIH re-

search training grants and fellowships. These payments are made according to a pre-established

schedule based on the individual's experience and level of training. A stipend is not a fee-for-

service payment and is not subject to the cost accounting requirements of the cost principles. Ad-

ditional information, including NIH policy on stipend supplementation, is included in "National

Research Service AwardswIndividual National Research Service Awards (Fellowships)-

Financial Provisions--Stipends--Stipend Supplementation" and "National Research Service

Awards--Institutional National Research Service Awards (Training Grants)--Financial Provi-

sions-Stipends-Stipend Supplementation." Stipends are not allowable under research grants

even when they appear to benefit the research project.

Subject Costs: See "Research Patient Care" in this subsection.

Supplies: Allowable.

Taxes: Allowable. Such costs include taxes that an organization is required to pay as they relate

to employment, services, travel, rental, or purchasing for a project. Grantees must avail them-

selves of any tax exemptions for which activities supported by Federal funds may qualify. State

sales and use taxes for materials and equipment are allowable only when the State does not grant

a refund or exemption on such taxes.

Termination or Suspension Costs: Unallowable except as provided below. If a grant is termi-

nated or suspended, the grantee shall not incur new obligations after the effective date of the ter-

mination or suspension and shall cancel as many outstanding obligations as possible (see "Ad-

ministrative RequirementsMEnforcement ActionsmSuspension, Termination, and Withholding

of Support"). NIH will allow full credit to the grantee for the Federal share of otherwise allow-

able costs if the obligations were properly incurred by the grantee prior to suspension or termina-

tion and not in anticipation of it and, in the case of termination, are not cancelable. The GMO

102



may authorize other costs in, or subsequent to, the notice of termination or suspension. See 45
CFR 74.62(c) and 92.43.

Trailers and Modular Units: Allowable as follows. A "trailer" is defined as a portable vehicle

built on a chassis that is designed to be hauled from one site to another by a separate means of

propulsion and that serves, wherever parked, as a dwelling or place of business. A "modular unit"

is a prefabricated portable unit designed to be moved to a site and assembled on a foundation to

serve as a dwelling or a place of business. The determination of whether costs to acquire trailers

or modular units are allowable charges to NIH grant-supported projects depends on whether such

units are classified as real property or equipment. The classification will depend on whether the

grantee's intended use of the property is permanent or temporary.

A trailer or modular unit is considered real property when the unit and its installation are de-

signed or planned to be installed permanently at a given location so as to seem fixed to the land

as a permanent structure or appurtenance thereto. Units classified as real property may not be

charged to an NIH grant-supported project unless authorizing legislation permits construction or

acquisition of real property and the specific purchase is approved by the NIH IC.

A trailer or modular unit is considered equipment when the unit and its installation are designed

or planned to be used at any given location for a limited time only. Units classified as equipment

may be charged to NIH grant-supported projects only if the terms and conditions of the award do

not prohibit the purchase of equipment and prior approval is obtained, as appropriate.

A trailer or modular unit properly classified as real property or as equipment at the time of acqui-

sition shall retain that classification for the life of the item, thereby determining the appropriate

accountability requirements under 45 CFR 74.32 or 74.34 or 92.31 or 92.32, as applicable.

Trainee Costs: Allowable only under predoctoral and postdoctoral training grants. (See "Na-

tional Research Service Awards--Institutional National Research Service Awards (Training

Grants)--Financial Provisions--Other Direct Costs" for detailed information.)

Transportation of Property: Allowable for freight, express, cartage, postage, and other trans-

portation services relating to goods either purchased, in process, or delivered, including instances

when equipment or other property is moved from one grantee to another. In a change-of-grantee

situation, the cost of transportation may be charged to the grant at either the original or the new

organization, depending on the circumstances and the availability of funds in the appropriate ac-

tive grant account (see "Administrative Requirements--Changes in Project and Budget--Prior

Approval Requirements").

Travel: Allowable as a direct cost where such travel will provide direct benefit to the project.

Consistent with the organization's established travel policy, these costs for employees working

on the grant-supported project may include associated per diem or subsistence allowances and

other travel-related expenses, such as mileage allowances if travel is by personal automobile.

Domestic travel is travel performed within the recipient's own country. For U.S. and Canadian

recipients, it includes travel within and between any of the 50 States of the U.S. and its posses-
sions and territories and also travel between the U.S. and Canada and within Canada.
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Foreign travel is defined as any travel outside of Canada and the U.S. and its territories and pos-

sessions. However, for an organization located outside Canada and the U.S. and its territories and

possessions, foreign travel means travel outside that country.

In all cases, travel costs are limited to those allowed by formal organizational policy and, in the

case of air travel, the lowest reasonable commercial airfares must be used. Grantees are strongly

encouraged to take advantage of discount fares for airline travel through advance purchase of

tickets where travel schedules can be planned in advance (such as for national meetings and

other scheduled events). If the recipient organization has no formal travel policy, the Federal

Travel Regulations issued by the U.S. General Services Administration, including maximum per

diem and subsistence rates prescribed in those regulations, shall be used to determine the amount

that may be charged for travel costs. For-profit grantees' allowable travel costs may not exceed

those established by the Federal Travel Regulations. This information is available at

http://www.gsa.gov.

Grantees must comply with the requirement that U.S.-flag air carriers be used by domestic grant-

ees to the maximum extent possible when commercial air transportation is the means of travel

between the U.S. and a foreign country or between foreign countries. This requirement shall not

be influenced by factors of cost, convenience, or personal travel preference. The cost of travel

under a ticket issued by a U.S. flag air carrier that leases space on a foreign air carrier under a

code-sharing agreement is allowable if the purchase is in accordance with GSA regulations on

U.S. flag air carriers and code shares

(http://www.policyworks. gov/org/main/mt/homepage/mtt/ftr/newftr/301-10 134.html). (A code-

sharing agreement is an arrangement between a U.S. flag carrier and a foreign air carrier in

which the U.S. flag carrier provides passenger service on the foreign air carrier's regularly

scheduled commercial flights.)

Applicants and grantees should consult application instructions to determine how to budget for

"travel" costs under specific mechanisms and for certain types of travelers since they are not all

required to be budgeted as "travel."

Research Patient Travel: If research patient care is an approved activity of the grant-supported

project, the costs of transporting individuals participating in the research protocol to the site

where services are being provided, including costs of public transportation, are allowable. The

purchase of motor vehicles for this purpose may be allowable. (See "Research Patient Care

Costs.")
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HUMAN SUBJECTS

INFORMATION ON OBTAINING A FEDERAL WIDE

ASSURANCE (FWA) (Section 6a) OR A SINGLE

PROJECT ASSURANCE (SPA) (Section 6b) FOR
GRANTS THAT INVOLVED

HUMAN SUBJECTS

NOTE: IF A GRANTEE DOES NOT HA VE A MULTIPLE

PROJECT ASSURANCE, GRANTEES MUST OBTAIN A FWA

OR A SPA WHEN HUMAN SUBJECTS ARE INVOLVED IN

THEIR RESEARCH UNLESS THEIR STUD Y IS

CONSIDERED EXEMPT

Section 6



FEDERALWIDE ASS URANCE
(FWA)

• °

Section 6a



What's New http://ohrp.osophs.dlahs.gov/humansubj ects/assurance/refmfo.htm

@HRP O, oeIorHumanResearohProteotions
"boir_ it right...together" U.S. Department of Health and Human Services

Hol- 6- t.EI-.- Ttl.SEARCH OHRP _'f SITE MAP 'tl PRIVACY rFfT_i_l CONTACT OHRP

I ,RBRegistration &Assurance Filing M Policy GuidanceM Compliance Oversight I--[ EduealionalMateriakI--I Wo,k,ho,, I

IRB Registration and Assurance Filing Procedures
General Information

Why Register an IRB or IEC?

Registration will facilitate DHHS's effort to establish effective communication with IRBs and IECs

working to protect human subjects, especially those responsible for HHS-regulated or

HHS-supported research. Registered IRBs will benefit from emerging technologies to make
communication to and from HHS quick and easy.

At the present time, Registration is required only for IRBs and IECs designated under an OHRP

Federalwide Assurance of Protection for Human Subjects. However, other IRBs and IECs are

encouraged to register voluntarily. IRB Registration is not currently required by FDA.

[Return to IRB Registration & Assurance Filing Main Page]

What is an "Assurance" and When is an "Assurance" Needed?

The Federal Policy (Common Rule) for the protection of human subjects at Section 103(a) requires

that each institution "engaged" in Federally-supported human subject research fie an "Assurance"

of protection for human subjects. The Assurance formalizes the institution's commitment to protect

human subjects. The requirement to file an Assurance includes both "awardee" and collaborating

"performance site" institutions.

Under the Federal Policy (Common Rule) at Section 102(t3 awardees and their collaborating

institutions become "engaged" in human subject research whenever their employees or agents

(i) intervene or interact with living individuals for research purposes; or (ii) obtain, release, or

access individually identifiable private information for research purposes.

In addition, awardee institutions are automatically considered to be "engaged" in human subject

research whenever they receive a direct HHS award to support such research, even where all

activities involving human subjects are carried out by a subcontractor or collaborator. In such cases,

the awardee institution bears ultimate responsibility for protecting human subjects under the

award. The awardee is also responsible for ensuring that all collaborating institutions engaged in the

research hold an OHRP approved Assurance prior to their initiation of the research.
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See OHRP guidance on Engagement of Institutions in Research for detailed examples of when

institutions do or do not become engaged in human subjects research, and thus do or do not need an

Assurance. Use the "Back" button on your browser to return to this page after reviewing the OHRP

guidance.

[Return to IRB Registration & Assurance Filing Main Page]

What Happens to Existing Assurances (MPAs, CPAs, SPAs)

Existing Multiple Project Assurances (MPAs) and Cooperative Project Assurances (CPAs) will

remain in effect through their current expiration date, or December 31, 2003 (whichever comes

first). Single Project Assurances (SPAs) will remain in effect through the expiration of their

respective grant or contract award and any non-competetive continuation. Of course, coverage
under these Assurances will be limited to that described in the Assurance.

Institutional Review Boards (IRBs) designated under currently approved MPAs were Registered

automatically. Any update of IRB information should be submitted to OHRP by completing the IRB

Registration form [instructions at

http://ohrp.osophs.dhhs.gov/humansubjects/assurance/regirbi.htm], checking update and providing

IORG and IRB identifiers found on the web [at http://ohrp.osophs.dhhs.gov/irbasur.htm#IRB].

If they wish to be registered with HHS, IRBs currently designated only under CPAs or SPAs will

have to submit registration materials through the new system.

Note that each legally separate entity that engages in federally-supported human subject research

needs its own Assurance under the new system. Joint Assurances, and Interinstitutional

Amendments have been eliminated. However, institutions may to designate IRBs under their

Assurances that are operated by other entities.

[Return to IRB Registration & Assurance Filing Main Page]

If you have questions about human subject research, click ohrD_osophs.dhhs.qov
If you have questions�suggestions about this web page, click Webmaster

Updated March 20, 2002
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U. S. Department of Health and Human Services (DHHS)
Office for Human Research Protections (OHRP)

Step-by-Step Instructions for Filing a Federalwide
Assurance for International (Non-U.S.)Institutions

Version Date 03/20/2002

Each institution that is engaged (see definition of "engaged" at

http://ohrp, osophs, dhhs.gov/humansubjects/assurance/engage.htm ) in Department of Health and Human

Services (DHHS) supported or conducted human subject research must submit a Federalwide Assurance

(FWA) to the Office for Human Research Protections (OHRP). The FWA Signatory Official must be

authorized to represent and commit the entire institution and all of its components to a legally-binding

agreement.

Follow the instructions below for each item on the application. You should also review the Questions and

Answers material found at http://ohrp.osophs.dhhs.gov/humansubjects/assurance/afaq.htm. If you have

further questions after reading these instructions and reviewing the Questions and Answers, please go

to the staffing guide at http://ohrp.osophs.dhhs.gov/dpa-staff.htm#Table2, to determine the name and

phone number of the staff member assigned to your region and contact them.

TOP RIGHT-HAND CORNER - "New Filing" versus "Update or Renewal"

Indicate by an [x] whether this is either: 1) a "New Filing", or 2) an "Update or Renewal" of an already

existing FWA. Your application is a "New Filing" if this is your institution's initial filing for a FWA. If

your institution already has an approved FWA, the form should be appropriately marked as an "Update or

Renewal" and include your institution's FWA number. (See Update and Renewal instructions at

http://ohrp.osophs.dhhs.gov/humansubj ects/assurance/renwfwa.htm )

ITEM #1 - Institution Filing Assurance

a. Type or print the legal name of the institution (or the name the institution uses in doing business)

that is providing the Assurance. Please do not provide both names in this section. Any alternate

name(s) or components of the institution filing the FWA or separate legal entities that will be

covered by the FWA should be listed under Item #2 of the FWA application.

Institutions that are affiliated solely through professional or collaborative arrangements must submit

their own FWA application, unless a special exception is requested and described in a cover letter

submitted with the FWA application, and approved by OHRP. An exception may be made by

OHRP as described in the following example.

Separate legal entities may be covered under one FWA, if there is one human subjects protection program that oversees

the review and conduct of human subjects research at each entity or institution. In such cases, the Signatory Official

who signs the FWA must have authority over the entire human subjects protection program and be ultimately

responsible for the review and conduct of human subjects research at each component and separate legal entity covered
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under the FWA. A formal agreement between each separate legal entity should be prepared to outline the relationship
between the institutions and document the authority granted to the Signatory Official with regard to the oversight of
human subjects research at each institution. A copy of the agreement should be kept on file at each institution and made

available to OHRP upon request.

Do not hesitate to contact OHRP if consultation is needed on this issue.

Any component that does business in its own name (e.g., applies for federal research funding in its

own name and/or has its own IPF/EIN identifiers, described below in paragraph c) may file its own

FWA application, if the organization's administrative structure permits the component to make

legally binding commitments to the Terms of Assurance, independent of the "parent" institution.

Such a decision may be appropriate if the component has its own human subjects protection program
that is separate or distinct from the "parent" institution.

b. Type or print the city, country and mail code where the institution is located.

C. Type or print the DHHS Institution Profile File (IPF) code and the Federal Entity Identification

Number (EIN; tax number), if known. OHRP does not assign these numbers; they are assigned by
other federal departments or agencies for certain tracking purposes. OHRP requests these numbers

to distinguish between similar institutions and to try to avoid approval of multiple assurances for a

given institution. If your are not aware of your institution's IPF code or EIN, you may leave these

items blank. The numbers are not required for FWA processing.

Indicate whether your FWA will replace a Multiple Project Assurance (MPA; "M" number) or a

Cooperative Project Assurance (CPA; "T" number), by providing the respective number of your
current Assurance.

ITEM #2 - Institutional Components

Type or print the names of all components of the institution identified in item # 1 that will be covered by

the FWA, including any alternate names used by your institution or components. Components are

generally defined as parts of your institution that may be viewed as separate organizations, but remain part

of the legal entity or institution.

For example, a ABC University can list its XYZ University Hospital, KLM School of Public Health, and

EFG Institute for International Studies as components. In order to keep the listing of components

manageable, only list the major components of your institution that are likely to be represented as either

the applicant organization or as a research performance site. Please do not list all departments of your

institution, as their participation in a study is likely to be represented by the name of the institution or one

of the major components.

ITEM #3 - Statement of Principles

Indicate by an [x] the statement of ethical principles that govern your institution in fulfilling its

responsibilities for the protection of the rights and welfare of human subjects in research. OHRP

recognizes The Belmont Report as an acceptable statement of ethical principles for the protection of

human subjects in research. International institutions may elect the Declaration of Helsinki as their

statement of ethical principles for the protection of human subjects in research. If "Other" principles are

named, as required by the human subjects protection regulations, a copy of those principles must be

submitted with the FWA application.
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ITEM #4 - Applicability

a. Review the Terms of the Federalwide Assurance (FWA) for International (non-U.S.) Institutions on

the OHRP website at http://ohrp.osophs.dhhs.gov/humansubjects/assurance/filasurt.htm to obtain

an understanding of the regulatory requirement that will be applied to federally-supported or

-conducted human subjects research.

b° This section asks about the regulatory standards that your institution applies to human subjects

research. Indicate with an [x] the alternative regulatory standards available on the FWA application

for International Institutions (non-U.S.) that your institution elects to apply for U.S.

federally-supported or -conducted human subjects research.

Please note that the listed alternative regulatory standards are considered to be generally consistent

to the U.S. Common Rule (i.e., U.S. Federal Policy for the protection of human subjects in research).

However, for DHHS-supported or -conducted human subjects research item7 of the Terms of the

FWA for International (non-U.S.) Institutions may require additional protections for the involvement

of pregnant women or fetuses, prisoners, or children.

If "Other" procedural standards are named, a copy of those standards must be submitted with the

FWA application.

ITEM #5 - Designation of Institutional Review Boards(s)/Independent Ethics Committee(s)

Designate the Institutional Review Boards (IRBs)/Independent Ethics Committees (IECs) of record for this
assurance. You must still indicate at least one IRB/IEC in this section. Please ensure that all designated

IRBs/IECs are registered, or are in the process of registering, with OHRP prior to submitting the FWA

application. OHRP does not take action on a FWA application until all designated IRBs/IECs are

registered and assigned IRB Registration numbers. If the registration of the IRB/IEC was in process when

you submitted your FWA, OHRP will insert the IRB Registration number.

To determine if an IRB/IEC is registered with OHRP, you should go to the OHRP website at

http://ohrp.osophs.dhhs.gov/humansubjects/assurance/fiorg.htm and search for it. If an IRB(s) needs to be

registered, go to the instructions on the OHRP website at

http://ohrp.osophs.dhhs.gov/humansubjects/assurance/regirbi.htm - with links to sample registrations in
Rich Text and HTML Formats.

List the IRB Registration number(s) [not the IRB Organization number (IORG number)] and the name of

the IRB(s) as registered on this website.

If your institution relies on another institution's IRB/IEC, this arrangement must be documented in writing

between the two institutions. OHRP has a sample IRB Authorization Agreement on its website at

http://ohrp.osophs.dhhs.gov/humansubjects/assurance/irbasur.htm that may be used for this purpose, or

the institutions may develop their own agreement. The agreement must be kept on file at the institutions

and available for review by OHRP upon request, but it should not be submitted with the FWA application.

If at any time your institution relies on an IRB/IEC not listed on your FWA, you must update your FWA
and list the additional IRB(s)/IEC(s). (See Update and Renewal instructions on the OHRP website at

http://ohrp.osophs.dhhs.gov/humansubj ects/assurance/renwfwa.htm )

3 of 5 6/11/02 2:41 P]



nng mternatlonal l_ederalwlde Assurances http://ohrp.osophs.dhhs.gov/humansubjects/assurance/ifilasuri.htm

ITEM #6 - Human Protections Administrator Designate the individual who will serve as the Human

Protections Administrator (HPA)(i.e., the primary contact person for human subjects protection issues) for

your institution. The HPA whould exercise operational responsibility for your institution's program for

protecting human subjects in research. The HPA should have comprehensive knowledge of all aspects of

your institution's system of protections for human subjects, as well as be familiar with the institution's

commitments under the FWA and play a key role in ensuring that the institution fulfills its responsibilities
under the FWA.

When considering who should be appointed as HPA, it is important to remember that the duration of an

FWA is 3 years and that, at the institution's option, a FWA may cover all human subjects research at the

filing institution, not just federally-supported or -conducted human subjects research. The HPA should be

familiar with the institution's commitments under the FWA and that the HPA is responsible for assisting

the institution in ensuring that it fulfills its responsibilities.

Type or print the full name, degree(s), institutional (e.g., administrative) title, institution, telephone and fax

numbers, e-mail address, and full mailing address for the HPA. The e-mail address is very important, as

this will provide the means for effective communication from OHRP (e.g., sending of new information

regarding the FWA). If any of these fields are not available, please indicate accordingly rather than

leaving the field blank. NOTE, you may also obtain news items and new guidance from OHRP by signing

up on the OHRP-L LISTSERV (instructions are found on the OHRP website at

http ://ohrp.osophs.dhhs.gov/list.htm )

ITEM #7- Signatory Official

The Signatory Official must be a senior institutional official who has the authority to commit the entire

institution named in the FWA application, as well as all of the institutional components listed under Item

#2, to a legally binding agreement. Entities that the Signatory Official is not legally authorized to

represent may not be covered under the FWA. This individual must also have the authority to assure

compliance of the institution and all of its components to the Terms of the Assurance. Generally, this is

someone at the level of President or Chief Executive Officer (CEO) of a company or Provost or Chancellor

of an academic institution, unless another official has been specifically delegated with this authority.

Thus,the IRB Chair and IRB members are not appropriate personnel to serve as the Signatory
Official.

The signature of the Signatory Official and the date of the signature must be provided on the FWA. The

FWA with the original signature must be submitted to OHRP.

Type or print the full name, degree(s), institutional (e.g., administrative) title, institution, telephone and fax

numbers, e-mail address, and full mailing address for the Signatory OffiCial. The e-mail address is very

important, as this will provide the means for effective communication from OHRP (e.g., sending of new

information regarding the FWA). If any of these fields are not available, please indicate accordingly rather

than leaving the field blank. NOTE, you may also obtain news items and new guidance from OHRP by

signing up on the OHRP-L LISTSERV (instructions are found on the OHRP website at

http://ohrp.osophs.dhhs.gov/list.htm )

ITEM #8 - DHHS Approval

Leave this item blank. This section is for use by OHRP for approval of the FWA.

Submitting an FWA Application to OHRP-
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Please review and proofread all materials to be submitted and ensure that all parts of the FWA application

are complete and accurate. Applications that are complete will facilitate quicker review and approval

by OHRP. Incomplete documents may delay processing and approval of the FWA.

Please submit the FWA application single-sided and with the original signature of the Signatory Official

by regular mail, express mail, or hand delivery to OHRP at:

FWA Submission

Division of Assurances and Quality Improvement
Office for Human Research Protections

The Tower Building

1101 Wootton Parkway, Suite 200

Rockville, MD 20852

FWA applications may be submitted by fax to 011-301-402-0527, as long as the FWA with the original

signature(s) follows by mail. (Note, IRB registrations are also acceptable via fax at the above number.)

Notification of Approval of a FWA -

Notice of approval of a FWA will be sent by e-mail to the Signatory Official and the Human Protections

Administrator if e-mail addresses were provided for them on the FWA application. A copy of the

approved FWA will be sent by regular mail to the Signatory Official.

[SAMPLE DOCUMENT- Rich Text Format (RTF)]

[SAMPLE DOCUMENT- HyperText Markup Language Format (HTML)]

If you have any questions, please do not hesitate to contact the Division of Assurances and Quality

Improvement, OHRP, at 011-301-496- 7005.

If you have questions about human subject research, click ohrD(_osoohs.dhhs.qov
If you have questions/suggestions about this web page, click Webmaster

Updated May 31, 2002
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Version Date 03/20/2002

U. S. Department of Health and Human Services (DHHS)
Office for Human Research Protections (OHRP)

FEDERALWIDE ASSURANCE OF PROTECTION FOR
HUMAN SUBJECTS

Ao TERMS OF THE FEDERALWIDE ASSURANCE FOR INSTITUTIONS WITHIN THE

UNITED STATES

1. Human Subject Research Must be Guided by Ethical Principles

All of the Institution's human subject activities and all activities of the Institutional Review Boards

(IRBs) designated under the Assurance, regardless of funding source, will be guided by the ethical

principles in: (a) The Belmont Report: Ethical Principles and Guidelines for the Protection of

Human Subjects of Research of the National Commission for the Protection of Human Subjects of

Biomedical and Behavioral Research, or (b) other appropriate ethical standards recognized by

Federal Departments and Agencies that have adopted the Federal Policy for the Protection of Human

Subjects.

2. Applicability

These terms apply whenever the Institution becomes engaged in federally-supported* (i.e.,

conducted or supported) human subject research, which is not otherwise exempt from the Federal

Policy for the Protection of Human Subjects. The Institution becomes so engaged whenever (a) the

Institution's employees or agents intervene or interact with human subjects for purposes of

federally-supported research; (b) the Institution's employees or agents obtain individually

identifiable private information about human subjects for purposes of federally-supported research;

or (c) the Institution receives a direct federal award to conduct human subject research, even where

all activities involving human subjects are carried out by a subcontractor or collaborator.

[*Federally-supported is defined throughout the FWA and the Terms of Assurance as the U.S. Government providing

any funding or other support (including, but not limited to, providing supplies, products, drugs, and identifiable private

information collected for research purposes) and/or the conduct of the research involves U.S. Government employees.]

3. Compliance with the Federal Policy for the Protection of Human Subjects

Institutions conducting federally-supported human subject research and the IRB(s) designated under

the Institution's Assurance will comply with the Federal Policy for the Protection of Human

Subjects, known as the Common Rttle. All federally-supported human subject research will also

comply with any additional human subject regulations and policies of the supporting Department or

Agency. All human subject research conducted or supported by the Department of Health and
Human Services (DHHS) will comply with all Subparts of DHHS regulations at Title 45 Code of

Federal Regulations Part 46 (45 CFR 46 and its Subparts A, B, C, and D).
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The reference in the Code of Federal Regulations is shown below for each Agency which has

adopted the Common Rule:

7CFR lc

10 CFR 745

14 CFR 123

15 CFR 27

16 CFR 1028

22 CFR 225

24 CFR 60

28 CFR 46

32 CFR 219

34 CFR 97

38 CFR 16

40 CFR 26

45 CFR 46

45 CFR 690

49 CFR 11

By Executive Order

By Statue

Department of Agriculture

Department of Energy

National Aeronautics and Space Administration

Department of Commerce

Consumer Product Safety Commission

Agency for International Development

Department of Housing and Urban Development

Department of Justice

Department of Defense

Department of Education

Department of Veterans Affairs

Environmental Protection Agency

Department of Health & Human Services

National Science Foundation

Department of Energy

Central Intelligence Agency

Social Security Administration

4. Written Procedures

a) The Institution should establish, and should provide a copy to OHRP upon request, written

procedures for:

1) ensuring prompt reporting to the IRB, appropriate institutional officials, the relevant

Department or Agency Head, any applicable regulatory body, and OHRP of any: (i) unanticipated

problems involving risks to subjects or others, (ii) serious or continuing noncompliance with the

Federal Regulations or IRB requirements, and (iii) suspension or termination of IRB approval.

2) Verifying, by a qualified person or persons other than the investigator or research team,

whether proposed human subject research activities qualify for exemption from the requirements of

the Common Rule;

b) The designated IRB(s) has established, and will provide a copy to OHRP upon request, written

procedures for:

1) Conducting IRB initial and continuing review (not less than once per year), approving

research, and reporting IRB findings to the investigator and the Institution;

2) Determining which projects require review more often than annually and which projects
need verification from sources other than the investigator that no material changes have occurred

since the previous IRB review;
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3) Ensuring that changes in approved research protocols are reported promptly and are not

initiated without IRB review and approval, except when necessary to eliminate apparent immediate

hazards to the subject.

5. Responsibilities and Scope of IRB(s)

Except for research exempted or waived in accordance with Sections 101 (b) or 101 (i) of the

Common Rule, all human subject research will be reviewed, prospectively approved, and subject to

continuing oversight and review at least annually by the designated IRB(s). The IRB(s) will have

authority to approve, require modifications in, or disapprove the covered human subject research.

6. Informed Consent Requirements

Except for research exempted or waived in accordance with Sections 101 (b) or 101 (i) of the

Common Rule, informed consent will be:

a) sought from each prospective subject or the subject's legally authorized representative, in

accordance with, and to the extent required by Section 116 of the Common Rule;

b) appropriately documented, in accordance with, and to the extent required by Section 117 of the
Common Rule.

7. Requirement for Assurances for Collaborating Institutions/Investigators

The Institution is responsible for ensuring that all institutions and investigators engaged in its U.S.

federally-supported human subject research operate under an appropriate OHRP or other

federally-approved Assurance for the protection of human subjects. In some cases, one institution

may operate under an Assurance issued to another institution with the approval of the supporting

Department or Agency and the institution holding the Assurance.

8. Written Agreements with Non-Affiliated Investigators

The engagement in human research activities of each independent investigators who is not an

employee or agent of the Institution may be covered under the FWA only in accordance with a

formal, written agreement of commitment to relevant human subject protection policies and IRB

oversight. OHRP's sample Unaffiliated Investigator Agreement may be used or adapted for this

purpose, or the Institution may develop its own commitment agreement. Institutions must maintain

commitment agreements on file and provide copies to OHRP upon request.

9. Institutional Support for the IRB(s)

The Institution will provide the IRB(s) that it operates with resources and professional and support

staff sufficient to carry out their responsibilities under the Assurance effectively.

10. Compliance with the Terms of Assurance

The Institution accepts and will follow items 1-9 above and is responsible for ensuring that (a) the

IRB(s) designated under the Assurance agree to comply with these terms; and (b) the IRB(s)

possesses appropriate knowledge of the local research context for all research covered under the

Assurance (please refer to the OHRP guidance on IRB Knowledge of Local Research Context on the
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OHRP website).

Any designation under this Assurance of another Institution's IRB or an independent IRB must be

documented by a written agreement between the Institution and the IRB organization outlining their

relationship and include a commitment that the designated IRB will adhere to the requirements of

this Assurance. OHRP's sample IRB Authorization Agreement may be used for such purpose or the

two organizations may develop their own agreement. This agreement should be kept on file at both

organizations and made available to OHRP upon request.

11. Assurance Training

The OHRP Assurance Training Modules describe the major responsibilities of the Institutional

Sighatory Official, the Human Protection Administrator, and the IRB Chair(s) that must be fulfilled

under the Assurance. OHRP strongly recommends that the Institutional Signatory Official, the

Human Protections Administrator (e.g., Human Subjects Administrator or Human Subjects Contact

Person), and the IRB Chair(s) personally complete the relevant OHRP Assurance Training Modules,

or comparable training that includes the content of these modules, prior to submitting the Assurance.

12. Educational Training

OHRP strongly recommends that the Institution and the designated IRB(s) establish educational

training and oversight mechanisms (appropriate to the nature and volume of its research) to ensure

that research investigators, IRB members and staff, and other appropriate personnel maintain

continuing knowledge of, and comply with, relevant ethical principles, relevant Federal Regulations,

OHRP guidance, other applicable guidance, state and local laws, and institutional policies for the

protection of human subjects. Furthermore, OHRP recommends that a) IRB members and staff

complete relevant educational training before reviewing human subject research; and b) research

investigators complete appropriate institutional educational training before conducting human

subject research.

13. Renewal of Assurance

All information provided under this Assurance must be updated at least every 36 months (3 years),

even if no changes have occurred, in order to maintain an active Assurance. Failure to update this

information may result in restriction, suspension, or termination of the Institution's FWA for the

protection of human subjects.

DOMESTIC INSTITUTIONS ACCEPTING THESE TERMS MAY PROCEED WITH THE

ASSURANCE FILING PROCESS

[Return to IRB Registration & Assurance Filing Main Page]

B. TERMS OF THE FEDERALWIDE ASSURANCE (FWA) FOR INTERNATIONAL

(NON-U.S.) INSTITUTIONS

1. Human Subject Research Must Be Guided by Ethical Principles

All of the Institution's human subject activities and all activities of the Institutional Review Boards
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(IRBs) or independent ethics committees (IECs) designated under the Assurance, regardless of

funding source, will be guided by one of the following statements of ethical principles: (a) The

World Medical Association's Declaration of Helsinki (as adopted in 1996 or 2000); (b) The Belmont
Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research of the

U.S. National Commission for the Protection of Human Subjects of Biomedical and Behavioral

Research; or (c) other appropriate international ethical standards recognized by Federal Departments

and Agencies that have adopted the U.S. Federal Policy for the Protection of Human Subjects.

2. Applicability

These terms apply whenever the Institution becomes engaged in U.S. federally-supported* (i.e.,

conducted or supported) human subject research, which is not otherwise exempt from the U.S.

Federal Policy for the Protection of Human Subjects. The Institution becomes engaged whenever (a)

the Institution's employees or agents intervene or interact with human subjects for purposes of U.S.

federally-supported research; (b) the Institution's employees or agents obtain individually

identifiable private information about human subjects for purposes of U.S. federally-supported

research; or (c) the Institution receives a direct award to conduct U.S. federally-supported human

subject research, even where all activities involving human subjects are carried out by a
subcontractor or collaborator.

If a U.S. Department or Agency Head determines that the procedures prescribed by the institution

afford protections that are at least equivalent to those provided by the U.S. Federal Policy, the

Department or Agency Head may approve the substitution of the foreign procedures in lieu of the

procedural requirements provided above consistent with the requirements of 101 (h) of the U.S.

Federal Policy.

[*Federally-supported is defined throughout the Assurance document and the Terms of Assurance as the U.S.
Government providing any funding or other support (including, but not limited to, providing supplies, products, drugs,
and identifiable private information collected for research purposes) and/or the conduct of the research involves U.S.
Government employees.]

3. Compliance with Regulations, Policies, or Guidelines

All U.S. federally-supported human subject research will comply with the requirements of any

applicable U.S. Federal regulatory agency as well as one or more of the following:

a) The U.S. Federal Policy for the Protection of Human Subjects, known as the Common Rule

(e.g., Subpart A)or the U.S. Department of Health and Human Services (DHHS) regulations at 45

CFR 46 and its Subparts A, B, C, and D;

b) The May 1, 1996, International Conference on Harmonization E-6 Guidelines for Good

Clinical Practice (ICH-GCP-E6), Sections 1 through 4;

c) The 1993 Council for International Organizations of Medical Sciences (CIOMS) International
Ethical Guidelines for Biomedical Research Involving Human Subjects;

d) The 1998 Medical Research Council of Canada Tri-Council Policy Statement on Ethical

Conduct for Research Involving Humans;

e) The 2000 Indian Council of Medical Research Ethical Guidelines for Biomedical Research on

Human Subjects; or

f) Other standard(s) for the protection of human subjects recognized by U.S. Federal Departments
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and Agencies which have adopted the U.S. Federal Policy for the Protection of Human Subjects.

4. IRB/IEC Written Procedures

a) The Institution should establish, and should provide a copy to OHRP upon request, written

procedures for:

1) ensuring prompt reporting to the IRB/IEC, appropriate institutional officials, the relevant

Department or Agency Head, any applicable regulatory body, and OHRP of any: (i) unanticipated

problems involving risks to subjects or others, (ii) serious or continuing noncompliance with the

Federal Regulations or IRB requirements, and (iii) suspension or termination of IRB approval.

2) Verifying, by a qualified person or persons other than the investigator or research team,

whether proposed human subject research activities qualify for exemption from the requirements of
the U.S. Common Rule;

b) The designated IRB(s)/IEC(s) should establish, and should provide a copy to OHRP upon

request, written procedures for:

1) Conducting IRB/IEC initial and continuing review (not less than once per year), approving

research, and reporting IRB/IEC findings to the investigator and the Institution;

2) Determiningwhich projects require review more often than annually and which projects

need verification from sources other than the investigator that no material changes have occurred

since the previous IRB/IEC review;

3) Ensuring that changes in approved research protocols are reported promptly and are not

initiated without IRB/IEC review and approval, except when necessary to eliminate apparent

immediate hazards to the subject.

5. Responsibilities and Scope of IRB(s)/IEC(s)

Except for research exempted or waived in accordance with sections 101(b) or 101(i) of the U.S.
Common Rule, U.S. federally-supported research should be reviewed, prospectively approved, and

subject to continuing oversight and review at least annually by the designated IRB(s)/IEC(s). The

IRB(s)/IEC(s) should have authority to approve, require modifications in, or disapprove the covered

human subject research.

6. Informed Consent Requirements

Except for research exempted or waived in accordance with Sections 101 (b) or 101(i) of the U.S.
Common Rule, informed consent should be:

a) sought from each prospective subject or the subject's legally authorized representative, in

accordance with, and to the extent required by Section 116 of the U.S. Common Rule;

b) appropriately documented, in accordance with, and to the extent required by Section 117 of the

U.S. Common Rule.

7. Considerations for Special Class of Subjects
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For DHHS-supported human subject research, this Institution will comply with 45 CFR 46 Subparts

B, C, and D prior to the involvement of pregnant women or fetuses, prisoners, or children,

respectively. For non-DHHS U.S. federally-supported human subject research, the Institution will

comply with any human subject regulations and/or policies of the supporting Department or Agency

for these classes of subjects.

8. Requirement for Assurances for Collaborating Institutions/Investigators

The Institution is responsible for ensuring that all institutions and investigators engaged in its U.S.

federally-supported human subject research operate under an appropriate OHRP or other

federally-approved Assurance for the protection of human subjects. In some cases, one institution

may operate under an Assurance issued to another institution with the approval of the supporting

Department or Agency and the institution holding the Assurance.

9. Written Agreements with Non-Affiliated Investigators

The engagement in human research activities of each independent investigator who is not an

employee or agent of the Institution may be covered under the FWA only in accordance with a

formal, written agreement of commitment to relevant human subject protection policies and IRB

oversight. OHRP's sample Unaffiliated Investigator Agreement may be used or adapted for this

purpose, or the Institution may develop its own commitment agreement. Institutions must maintain

commitment agreements on file and provide copies to OHRP upon request.

10. Institutional Support for the IRB(s)/IEC(s)

The Institution should provide the IRB(s)/IEC(s) that it operates with resources and professional and

support staff sufficient to carry out their responsibilities under the Assurance effectively.

11. IRB(s)/IEC(s) Compliance with the Terms of Assurance

The Institution accepts and will follow items 1-10 above and is responsible for ensuring that (a) the

IRB(s)/IEC(s) designated under the Assurance agree to comply with these terms, and (b) the

IRB(s)/IEC(s) possesses appropriate knowledge of the local research context for all research covered

under the Assurance (please refer to the OHRP posted guidance on IRB Knowledge of Local

Research Context).

Any designation under this Assurance of another Institution's IRB or an independent IRB must be

documented by a written agreement between the Institution and the IRB organization outlining their

relationship and include a commitment that the designated IRB will adhere to the requirements of

this Assurance. OHRP's sample IRB Authorization Agreement may be used for such purpose or the

two organizations may develop their own agreement. This agreement should be kept on file at both

organizations and made available to OHRP upon request.

12. Assurance Training

The OHRP Assurance Training Modules describe the major responsibilities of the Institutional

Signatory Official, the Human Protection Administrator and the IRB Chair(s) that must be fulfilled

under the Assurance. OHRP strongly recommends that the Institutional Signatory Official, the

Human Protections Administrator (e.g., Human Subjects Administrator or Human Subjects Contact

Person), and the IRB/IEC Chair(s) personally complete the relevant OHRP Assurance Training

Modules, or comparable training that includes the content of these Modules, prior to submitting the
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Assurance.

13. Educational Training

OHRP strongly recommends that the Institution and the designated IRB(s)/IEC(s) establish

educational training and oversight mechanisms (appropriate to the nature and volume of its research)

to ensure that research investigators, IRB/IEC members and staff, and other appropriate personnel

maintain continuing knowledge of, and comply with, relevant ethical principles, relevant U.S.

regulations; procedural standards under the Assurance; OHRP guidance; other applicable guidance;

national, state and local laws; and institutional policies for the protection of human subjects.

Furthermore, OHRP recommends that a) IRB/IEC members and staff complete relevant educational

training before reviewing human subject research; and b) research investigators complete

appropriate institutional educational training before conducting human subject research.

14. Renewal of Assurance

All information provided under this Assurance should be updated every 36 months (3 years), even if

no changes have occurred, in order to maintain an active Assurance. Failure to update this

information may result in restriction, suspension, or termination of the Institution's Federalwide

Assurance for the protection of human subjects.

INTERNATIONAL INSTITUTIONS ACCEPTING THESE TERMS MAY PROCEED WITH THE

ASSURANCE FILING PROCESS

[Return to IRB Registration & Assurance Filing Main Page]

If you have questions about human subject research, click ohrp@osophs.dhhs._lOV
If you have questions�suggestions about this web page, click Webmaster

Updated March 20, 2002
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Office for Human Research Protections (OHRP)

IRB Registration and Federalwide Assurance (FWA)
Questions and Answers

• -.-

1. How does an IRB register with HHS?

All IRBs are eligible to register with HI-IS/OHRP. Simply (i) go to OHRP's IRB Registration and

Assurance website ( bttp://ohrp.osophs.dhhs.gov/irbasur.htm); (ii) download, complete, and

forward to Ot-IKP the 3-page IRB registration form

(http://ohrp.osophs.dhhs.gov/humansubjects/assurance/regirbi.htm); and (iii) in 3-5 days, check

OHRP's IRB registration listings to verify that processing has been completed

(http://ohrp.osophs.dhhs.gov/polasur.htm#LST).

2. How does an institution file a Federalwide Assurance (FWA) with HHS?

Any institution is eligible to file an FWA with HHS/OHRP. Simply: (i) check OURP's IRB

registration listings (http://ohrp.osophs-dhhs.gov/lmmansubjects/assurance/iorg-a-f.htm) for IRB(s)

to be designated under the FWA; (ii) if listed, proceed to (iii) -- if not listed, the IPJ3(s) should file

the 3-page IRB registration form

(http://ohrp.osophs.dhhs.gov/humansubj.ects/assurance/regirbi.htm); (iii) download, complete, and

forward to OHRP the 4-page FWA form

(http://ohrp.osophs.dhhs.gov/humansubjects/assurance/filasuri.htm); (iv) In FWA Item 5, supply in

the Registration Number and Name of the IRB and have the designation signed by an IRB

Official; (v) in 5-7 days, check the FWA listings

(http://ohrp.osophs.dhhs.gov/humansubjects/assurance/cfed-a-c.htm) to verify approval; (vi) once

approved, human subjects research can begin. OHRP will return a copy of the signed FWA for
institutional records.

3. Under what circumstances can one institution rely on another organization's IRB?

=

Institution A can rely on Organization B's IRB any time Organization B's registered IRB agrees to

the arrangement and satisfies the guidelines for knowledge of the local research context (see

http://ohrp.osophs.dhhs.gov/humansubjects/guidance/local.htm). If such reliance reflects an

on-going arrangement, Organization B's IRB should be designated in Item 5 of Institution A's

FWA. The Head of Organization B or the IRB Chairperson must sign the designation in FWA

Item 5. If the reliance is an unexpected, one-time arrangement, institutions with FWAs can use the

sample "IRB Authorization Agreement for an Individual Protocol" on OHRP's website.

Under the old system, institutions could file Joint Assurances, Cooperative Amendments,

and InterInstitutional Amendments (IIAs) to cover cooperative IRB review arrangements.

How are such arrangements handled with FWA's?

Each legally separate entity needs its own FWA. However, any registered IRB can be designated
under an institution's FWA, as long as the IRB Organization agrees to the designation and satisfies
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So

the guidelines for knowledge of the local research context. FWA Item 5 should list all IRBs that

the institution may rely upon under any cooperative IRB review arrangement. No additional

documentation need be provided to OHRP. Of course, written policies and procedures should

define the human protection responsibilities of all involved parties.

How are "unaffiliated" investigators and physicians in private practice settings covered

under the new system?

Investigators who are not acting as employees or agents of an FWA institution (or MPA or CPA

institution where applicable) when they conduct Federally-supported human subject research are

nevertheless subject to all of the usual human protection requirements. Such investigators must

enter into an arrangement with an FWA institution (or MPA or CPA institution where applicable)

under which they agree to be bound by the human protection policies of the institution and its

designated IRB(s). The "Unaffiliated Investigator Agreement" on OHRP's website may be used

for this purpose. The agreement should not be forwarded to OHRP. Individual physicians

operating in private practice settings that are not covered under an Assurance may follow the same

procedure. Alternatively, a group of physicians operating within their own private practice may

choose to file an FWA in the name of their practice.

6. What are the Education requirements for Domestic Institutions under the FWA?

The Institutional Signatory Official, the Human Protections Administrator (e.g., Human Subjects

Administrator or Human Subjects Contact Person), and the IRB Chairperson(s) must complete the

OHRP basic educational modules (or training certified to OHRP by the institution as equivalent to

the OHRP modules) prior to submitting the Assurance. Members and staff of the IRBs must

complete relevant training before reviewing human subject research. Research investigators must

complete appropriate institutional training before conducting human subject research. (i) OHRP

will check to verify that the Signatory Official and the Human Protections Administrator have

completed the OHRP Assurance Training Module before approving the FWA -- unless the

institution certifies to OHRP that these individuals have taken equivalent training. These

individuals should indicate their role upon entering the module. (ii) OHRP will check to verify that

the IRB Chairperson has completed the OHRP module when an institution designates an IRB

under an FWA. IRB Chairs should indicate their role upon entering the module. (iii) OHRP

expects that IRB members and IRB staffs will be appropriately trained. Although they may

complete the OHRP module (identifying their role as "other"), OHRP expects that many

institutions will decide that other types of training are more appropriate for these individuals.

OHRP will expect institutions to be able to provide details about their training upon request. (iv)

Individuals who are not Signatory Officials, Human Protections Administrators, and IRB Chairs

may take the OHRP module training. They should identify their role as "other" and OHRP will not

track their completion of the module. However, we hope soon to offer a downloadable certificate

to acknowledge their training.

7. What are the Education requirements for International Institutions under the FWA?

The Institutional Signatory Official, the Human Protections Administrator (e.g., Human Subjects

Administrator or Human Subjects Contact Person), the IRB Chairperson(s), IRB members, IRB

staff, and research investigators must be appropriately trained in the protection of human subjects.

Upon request, they should be able to demonstrate knowledge of the FWA Terms of Assurance for

Institutions Outside the United States, and of the Ethical Standards and International Codes
referenced in their institution's FWA.
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8. Who may serve as the Signatory Official on an FWA?

10.

The FWA Signatory must be a high institutional official who has the legal authority to represent

the institution named in the FWA, as well as all the institutional components listed in the FWA.

Entities that the Signatory Official is not legally authorized to represent

may not be covered under the FWA.

9. Who/What is the Human Protections Administrator?

11.

The Human Protections Administrator is an employee or agent of the FWA institution who

exercises operational responsibility, on a day-to-day basis, for the institution's program for

protecting human subjects. This individual's title and position within the institutional structure will

vary from institution to institution. What is important is the individual's comprehensive

knowledge of all aspects of the institution's systemic protections for human subjects. Every
domestic FWA institution should have a Human Protections Administrator, even if the institution

relies totally on IRBs from other organizations (see below).

If an institution has no IRIS and designates another organization's IRB(s) in its FWA, what

are the institution's responsibilities for protecting human subjects?

When institutions rely upon another organization's IRB, they remain responsible for maintaining

an institutional system to protect human subjects (see item (C) of OHRP guidance at

http://ohrp.osophs.dhhs.gov/humansubjects/guidance/local.htm). They can choose to have some of

those responsibilities handled by the IRB organization if they so desire, but the respective

responsibilities of the IRB organization and the Assuring institution should be put in writing

(although this agreement does not need to be sent to OHRP for approval). The institution

providing the FWA retains ultimate responsibility for the protection of human subjects in all

research in which the institution engages, including (i) safeguarding the rights and welfare of

human subjects within its local research context; (ii) educating the members of its research

community in order to establish and maintain a culture of compliance with Federal regulations and

institutional policies relevant to the protection of human subjects; and (iii) implementing, within

its local research context, appropriate oversight mechanisms to ensure compliance with the

determinations of the reviewing IRB.

If an institution relies upon the IRB of another organization, how should it answer the

questions at FWA Item 4?

These items refer to the Assuring institution's overall human subject protection program, and

should be answered from that perspective. As long as there are clear written policies defining areas

of responsibility (see above), it does not matter whether the responsibilities in Items 4(a), 4(b), and

4(c) are actually implemented by the Assuring institution or by the IRB organization acting on

behalf of the Assuring institution. Item 4(d) refers to the Signatory Official, the Human Protections

Administrator, and relevant staff at the Assuring institution, as well as to the Chairpersons of all

IRBs designated under the FWA. Item 4(e) refers to personnel at the Assuring institution only.

12. Will OHRP continue to accept MPAs. CPAs, and SPAs?
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13.

During the initial implementation phase (i.e., approximately through February 2001), OHRP will

continue to accept CPAs and SPAs whose negotiation has already been initiated. As the

implementation proceeds, OHRP will announce a final date after which CPAs and SPAs will no

longer be processed.

Existing MPAs and CPAs will remain in effect until their expiration date, or December 31,

2003, whichever comes first. What about changes in MPAs and CPAs that are needed prior
to this date?

Institutions holding current MPAs and CPAs are encouraged to file an FWA at their earliest

convenience. OHRP will no longer process MPA or CPA amendments or modifications, including

Cooperative Amendments (CAs) and Inter-Institutional Amendments (IIAs). Institutions requiring
such modifications should file an FWA.

14. What about updates to IRB membership rosters?

15.

All institutions should use the new IRB Registration format to update their IRB membership

rosters, regardless of the type of their Assurance (FWA, MPA, CPA).

FWA Item (1) asks for IPR and EIN numbers. What are IPF and EIN numbers? Are they

required to file an Assurance?

IPF and EIN numbers are assigned by Agencies other than OHRP. Some funding Agencies use

these numbers for tracking purposes. OHRP has requested them simply to assist those Agencies. If

your institution has no IPF or EIN number, just leave the item blank. It is not necessary for an

FWA and will not delay processing of your FWA.

[Return to IRB Registration & Assurance Filin_ Main Page]

Ifyou have questions about human subject research, click ohrp_,osophs.dhhs..qov
If you have questions/suggestions about this web page, click Webmaster

Updated June 19, 2001
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To Download in RTF Format

(for best editing results)
CLICK HERE

IMPORTANT: CONSULT OPRR BEFORE SUBMISSION.

OPRR CANNOT ACCEPT UNSOLICITED ASSURANCES.

THIS IS A SAMPLE SINGLE PROJECT ASSURANCE (SPA) FOR AN

INSTITUTION WHICH CURRENTLY DOES NOT HAVE A

MULTIPLE PROJECT

ASSURANCE (MPA) ON FILE WITH OPRR.

FULL IRB REVIEW REQUIRED OF IRB

Using this Sample, type on Institutional Letterhead, supplying where indicated,

information specific to the proposed research activity and your Institution, and

include required certification on the endorsement page.

click here to view common errors in SPA preparation

(Name of Institution)

Assurance of Compliance with DHHS regulations for

Protection of Human Research Subjects

.-..

., .:7

(Name of Institution) , hereinafter known as the "institution", hereby gives

assurance that it will comply with the Department of Health and Human Services (DHHS)

regulations for the protection of human research subjects 45 CFR 46) as specified below.

PART 1

Ethical Principles and Institutional Policies Governing

Research Involving Human Subjects

I. Applicability

Except for research exempted or waived under the DHHS regulations 45 CFR 46.101, Part

1 of this Assurance applies to all research involving human subjects, and all other

activities which even in part involve such research, regardless of whether the research is

otherwise subject to federal regulation, if:

a. the research is sponsored by this institution, or

b. the research is conducted by or under the direction of any employee or agent of

this institution in connection with institutional responsibilities, or

httn.//nhrn nennhe dhhe (mv/hnmanmlhiee, t q/aqqnranee/qna htm _i/A/N2
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c. the research is conducted by or under the direction of any employee or agent of

this institution using any property or facility of this institution, or

d. the research involves the use of this institution's nonpublic information to identify

or contact human research subjects or prospective subjects.

II. Ethical Principles Governing Human Subjects Research

This institution is guided by the ethical principles regarding all research involving humans

as subjects as set forth in the report of the National Commission for the Protection of

Human Subjects of Biomedical and Behavioral Research entitled, Ethical Principles and

Guidelines for the Protection of Human Subjects of Research (the "Belmont Report") and

as specified below.

A. This institution recognizes the principles of respect for persons, beneficence

(including minimization of harms and maximization of benefits), and justice as

stated in the Belmont Report and will apply these principles in all research

covered by this Assurance.

B. This institution acknowledges and accepts its responsibilities for protecting the

rights and welfare of human research subjects.

III. Policies

A. This institution acknowledges that it and it's investigators bear full responsibility

for the performance of all research covered by this Assurance, including full

responsibility for complying with Federal, state and local laws as they may relate
to such research.

B. This institution assures that before human subjects are involved in research,

proper consideration will be given to:

(1) the risks to the subjects,

(2) the anticipated benefits to the subjects and others,

(3) the importance of the knowledge that may reasonably be expected to result,

(4) the informed consent process to be employed,

(5) the provisions to protect the privacy of subjects, and

(6) the additional safeguards for vulnerable populations.

C. This institution recognizes the need for appropriate additional safeguards in

research involving subjects who are likely to be vulnerable to coercion or undue

influence such as children, prisoners, pregnant women, mentally disabled

persons, or economically or educationally disadvantaged persons.

httt_://ohm.osoDhs.dhhs.gov/humansubiects/assurance/st_a.htm 3/4/02
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D°

Eo

This institution encourages and promotes constructive communication among the

institutional officials, research administrators, department heads, research

investigators, clinical care staff, human subjects, and all other relevant parties as

a means of maintaining a high level of awareness regarding the safeguarding of

the rights and welfare of the subjects.

This institution will exercise appropriate administrative overview carded out at

least annually to assure that its practices and procedures designed for the

protection of the rights and welfare of human subjects are being effectively

applied.

.-°,

Part 2

IRB, Institution, and Investigator Compliance with 45 CFR 46

I. Appficability

Part 2 of this Assurance applies to the following research project which is conducted

or sponsored by this institution and supported by the Department of Health and

Human Services (DHHS).

Project Title

DHHS Project Number

Project Principal Investigator

II. Institutional Responsibilities

A. This institution has complied and will continue to comply with the requirements

of 45 CFR 46 as specified below.

B° In accordance with the compositional and quorum requirements of 45 CFR

46.107 and 46.108, the Institutional Review Board (IRB) designated in Part 3 and

in the attached roster is responsible for the initial and continuing review of this

project.

C° This institution has provided and will continue to provide both meeting space for

the IRB and sufficient staff to support the IRB's review and record keeping
duties.

D. In addition to the review and approval of the IRB, this institution has reviewed

and sponsors the project referenced above.

HI. IRB Review

A° The IRB shall review, and have the authority to approve, require modification in,

or disapprove this research activity or proposed changes in it before human

subjects may be involved.

httg://ohro.osophs.dhhs.gov/humansubi ects/assurance/spa.htm 3/4/02
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B. The convened IRB reviewed and approved the above project.

C. The IRB determined, in accordance with the criteria found at 45 CFR 46.111, and

where applicable, 45 CFR 46 Subparts I3, C, and D__,that protections for human

subjects are adequate.

D* The IRB has the authority to suspend or terminate approval of the above

referenced research in accordance with 45 CFR 46.113 for (1) non-compliance

with 45 CFR 46, and this Assurance document or the IRB's requirements, and (2)

for elimination of unexpected serious harm to subjects.

E° The IRB has determined that legally effective informed consent [copy of

document must be attached unless specified otherwise by OPRR] will be

obtained in a manner and method which meets the requirements of 45 CFR
46.116 and 46.117.

F. Certification of IRB approval, at least annually shall be submitted to the DI-IHS

awards unit that issued the award, as a condition for receipt of funds for a non-

competing continuation and/or additional involvement of human subjects.

G, Continuing reviews by the IRB shall be conducted at intervals appropriate to the

degree of risk, but not less that once per year. 45 CFR 46.109 [e]). The IRB may

be called into an interim review session by the Chairperson at the request of any

IRB member or Institutional Official to consider any matter concerned with the

rights and welfare of any subject.

H. The IRB shall prepare and maintain adequate documentation of its activities in
accordance with 45 CFR 46.115.

I. The IRB shall report promptly to institutional officials and the Office for

Protection from Research Risks (OPRR):

(1) any serious or continuing noncompliance by investigators with the

requirements of the IRB,

(2) any suspension or termination of IRB approval, and

(3) any unanticipated injuries or problems involving risks to subjects or others.

J. Where appropriate, the IRB will determine that adequate additional protections

are ensured to fetuses, pregnant women, prisoners, and children as required under

Subparts B, C, and D of 45 CFR 46. The IRB will notify OPRR promptly when

IRB membership is modified to satisfy the requirements at 45 CFR 46.304 and

when the IRB fulfills its duties under 45 CFR 46.305 (c).

K_. The IRB will comply fully with the requirements of all applicable Federal

policies and guidelines, including those concerning notification of sero-positivity,

counseling, and confidentiality of subjects.

IV. Research Investigator Reporting Responsibilities

http://ohrp.osophs.dhhs.gov/humansubj ects/assurance/spa.htrn 3/4/02
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Ao

B°

C,

Investigators acknowledge and accept their responsibility for protecting the rights

and welfare of human research subjects and for complying with all applicable

provisions of this Assurance and 45 CFR 46.

Research investigators shall reports promptly to the IRB proposed changes in this

research activity and the changes shall not be initiated without IRB review and

approval except where necessary to eliminate apparent immediate hazards to the

subjects.

Research investigators shall report promptly to the IRB any unanticipated

problems involving risks to subjects and others.

Project Title

Part 3

Certification of IRB Approval and Institutional Endorsement

DHHS Project Number

Project Principal Investigator

Date of IRB Approval .(if any)

Date of Next Scheduled IRB Review

The officials signing below assure that the project referenced above was approved by the IRB

on the date indicated and that the project will be conducted in accordance with the

requirements of Part 46, Title 45 of the Code of Federal Regulations and this Assurance

document. A dated roster listing the current membership of the designated IRB is attached.

As appropriate, the officials signing below further assure that for each protocol in this project

for which IRB approval was not possible due to delayed onset of subject involvement, the IRB's

institution will provide a copy of the IRB-approved protocol, IRB-approved consent language,

and documentation of IRB certification (Optional Form 310), including the applicable

Assurance number, to OPRR for approval prior to accrual of human subjects.

I. Authorized Official of the Institution Providing this Assurance

Signature Date:

Please type the following items.

http://ohrp.osophs.dhhs.gov/humansubj ects/assurance/spa.htm 3/4/02
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II.

Name and Title:

Institution:

Address:

Telephone: Fax: E-mail:

Authorized Official of the Institution with the IRB

(Include only if different from the institution above)

This institution authorizes the designation of its IRB for review of the project referenced in this
Assurance.

Signature: Date:

Please type the following items.

Name and Title:

Institution:

Address:

Telephone: Fax: E-mail:

HI. IRB Chairperson (Must be completed in all cases [see IRB membership list])

Signature: Date:

Please type the following items.

Name and Title:

Institution:

Address:

Telephone: Fax: E-mail:

MPA Number if applicable:

IV. Responsible Project Investigator at Institution Providing this Assurance

I have attached copies of all OPRR requested and IRB approved Informed Consent Documents tc

be used in this project unless the designated IRB operates under an OPRR-approved Multiple

Project Assurance (MPA) or unless OPRR has indicated otherwise.

Signature: Date:

Please type the following items.

http://ohrp.osophs.dhhs.gov/humansubj ects/assurance/spa.htm 3/4/02
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Name:

Title:

Institution:

Address:

Telephone: Fax: E-mail:

______@_$_______$__$___$$__$$_____$$__@@$$__$_*_$_@__$$_$$@$_$_$_$$_$_$$$__$$$$__$$

- Space Below for DHHS -

All parts of this Assurance are in compliance with the requirements of Part 46, Title 45, of the Code

of Federal Regulations.

DHHS Approving Official

Signature: Date:

Name:

Address: Assurance Coordinator, Assurance Branch

Division of Human Subject Protections
Office for Protection From Research Risks (OPRR), OD

National Institutes of Health

6100 Executive Boulevard, Suite 3B01 (MSC 7507)

Rockville, Maryland 20892-7507

Rockville, Maryland 20852 (Courier Only)

Telephone #:
Fax #:

E-mail address:

ASSURANCE NUMBER S-

301-496-7005

301-402-0527

An application for new or competing support for continuation in which human subjects will be

involved will require a new and separate Assurance, unless the activity is exempt under section 45

CFR 46.101 (b).

For the Institutional Review Board (IRB) Membership Roster see: Institutional Review Board

Members

Policy and Assurances I OHRP Home Page

ff you have questions about human subject research, click ohrv@oso_hs.dhhs.gov

If you have questions/suggestions about this web page, click Webrnaster
Updated April 18, 2001

htm://ohro.osot_hs.dhhs._ov/humansubiects/assurance/soa.htm 3/4/02
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Pitfalls to Avoid in Preparing Your Single Project Assurance

Office for Protection from Research Risks

The following are the most common problems that result in OPRR-requested revisions to SPA

documents and a delay in approval:

1. The first page of the SPA is not on institutional letterhead.

2. The "Date oflRB Approval" (see beginning of Part 3) is a date more than 12 months prior to
submission of the SPA.

3. The individual signing as the "Authorized Official of the Institution Providing This

Assurance" (item I, Part 3) is not the CEO, President, Director, or equivalent for the institution. The

Chairman of a Department within the institution should not be signing as the Authorized Official.

4. The individual signing as the "Authorized Official of the Institution with the IRB" (item II, Part 3)

is not the CEO, President, Director, or equivalent for the institution. The Chairman of a Department

within the institution should not be signing as the Authorized Official.

5. The IRB Chairperson (item III, Part 3) is also the Authorized Official in items I or II. The
Authorized Official of the Institution should not be the IRB Chairperson because of potential

conflicts of interest.

6. The Date of the IRB Chairperson's signature precedes the "Date of IRB Approval" noted in Part 3.

The IRB Chairperson should only sign the SPA on or after the date of IRB approval.

7. Original signatures are not provided on the SPA document.

8. Failure to consult with OPRR prior to using another institution's IRB.

9. The IRB membership roster fails to include each of the following: at least one member whose

primary interests are scientific; at least one member whose primary interests are non-scientific; and
at least one member who is not affdiated with the institution with the IRB.

10. The IRB roster includes a member who is also involved in the research project being reviewed,

and the roster fails to indicate that this person was absent from the IRB meeting during the

deliberations and vote on the project (such an individual may only be invited by the IRB to be

present to answer questions about the project; otherwise, that person should be excluded from the

meeting).

11. The consent form does not contain all of the elements of consent required by 45 CFR 46.116.

Common problems include: failure to completely describe all procedures that subjects will be asked

to undergo as part of the research; failure to clearly state alternative procedures or courses of

treatment, if any, that may be advantageous to the subject; and failure to include the name of a

contact person for questions about "research subjects' rights" and name of whom to contact in the

event of "research-related injury" (contacts for these issues should include someone who is not a

member of the research team; a member of the IRB is good contact to include in the consent form).

hth_.//r_hrn ncr_nhc rthhQ crnv/hurnAnguhi_t_/nggurance/._nn-nitf htrn 3/4/02
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revised 2/5/98

Policy and Assurances [ OHRP Home Page

If you have questions about human subject research, click ohr_@osoDhs.dhhs.gov
If you have questions�suggestions about this web page, click Webmaster

Updated June 23, 2000

htto://ohro.osoohs.dhhs._ov/humansubiects/assurance/sDa-oitf.htm 3/4/02
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REQUIRED EDUCATION IN THE PROTECTION OF HUMAN RESEARCH PARTICIPANTS

Release Date: June 5, 2000 (Revised August 25, 2000)

NOTICE: OD-00-039

National Institutes of Health

Policy: Beginning on October 1, 2000, the NIH will require education

on the protection of human research participants for all investigators

submitting NIH applications for grants or proposals for contracts or

receiving new or non-competing awards for research involving human

subjects.

Background

To bolster the Federal commitment to the protection of human research

participants, several new initiatives to strengthen government

oversight of medical research were announced by HHS Secretary Shalala

on May 30, 2000. This announcement also reminds institutions of their

responsibility to oversee their clinical investigators and
institutional review boards (IRBs). One of the new initiatives

addresses education and training. This NIH announcement is developed

in response to the Secretary's directive.

Implementation

Before funds are awarded for competing applications or contract

proposals involving human subjects, investigators must provide a

description of education completed in the protection of human subjects

for each individual identified as "key personnel" in the proposed

research. Key personnel include all individuals responsible for the

design and conduct of the study. The _escription of education will be

submitted in a cover letter that accompanies the description of Other

Support, IRB approval, and other information in accordance with Just-

in-Time procedures. The use of a cover letter is also acceptable for

contract proposals. After October i, 2000, investigators submitting

non-competing renewal applications for grants or annual reports for

research and development contracts that involves human subjects

research must also include a description of such education in their

annual progress reports. This NIH policy will eventually be superceded

by the DHHS Office of Research Integrity's institutional assurance on

the responsible conduct of research, which is described below.

Related Training Requirement

The Office of Research Integrity (ORI), Department of Health and Human

Services, is developing a policy to implement an extension of the

training requirement on the responsible conduct of research (RCR) to

all persons supported by PHS research. The protection of human

subjects in research will be included in the RCR institutional

assurance. A draft of this policy will be posted for comment on the

ORI website in June, 2000.

Educational Resources

"While all investigators need education in the basics of human subjects research,

some may elect more intensive study if their work involves especially difficult

topics or special populations. Many institutions already have developed

educational programs on the protection of research participants and have made

participation in such programs a requirement for their investigatorS. The NIH

does not plan to issue a list of _endorsed" programs. Rather, the NIH points

out that a number of curricula are readily available to investigators and

institutions. For example, all NIH intramural investigators and research

administrators who oversee clinical projects are required to complete an on-line
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tutorial on the protection of human research subjects. This training can be
accessed on the web site of the NIH Office of Human Subjects Research at

http://ohsr.od.nih.gov/. While this training module was developed for NIH

staff, it can be used by other institutions seeking to meet training

requirements in this area.

To facilitate education and the development of curricula, the NIH

launched a website on bioethics in 1999.

(See http://www.nih._ov/si_s/bioethics/)This site is replete with resources
(>4500 references) on a broad range of relevant topics, including human subjects

in research, medical and healthcare ethics, and the implications of genetics and

biotechnology. This website also contains a broad set of annotated web links,

including some attached to training programs. In addition, the

University of Rochester has made available its training program for

individual investigators. Their manual can be obtained through

CenterWatch, Inc. (http://www.centerwatch.com)

To address longer-term needs, the NIH has two program announcements to

support training on ethical issues related to research and human

subjects. The first announcement provides support (TI5) for
institutions to conduct short-term courses in research ethics. (See

http://grants.nih.gov/grants/guide/pa-files/PA-99-O51.html) The

primary objectives of the TI5 program are to increase knowledge among

investigators regarding research ethics and to protect human

participants in clinical protocols. The second announcement supports

career development of individuals who are committed to a career in

research ethics. These individuals will be able to serve as resources

in the institutions and as catalysts in discussions of critical ethical

issues in research.

(See http://_rants.nih._ov/grants/guide/pa-files/PA-99-O50.html)

See Frequently Asked Ouestions for the Requirement for Education on the

Protection of Human Subjects.

Also see the September 14, 2000 OER News Flash with clarification on this
announcement as well as the June 29, 2001 OER News Flash and the

September 5, 2001 NIH Guide Notice for additional information.

Return to Volume Index

Return to N1H Guide Main Index

of 2 3/4/02 12:29 PM
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Changes in Scope on NIH Grants and Coopertive
Agreements

Home Page

Back

What is a change in scope?

In general, the PI may make changes in the methodology, approach, or other aspects of the

project objectives. However, the grantee must obtain prior approval from NIH for changes

in scope, direction, type of training, or other areas that constitute a significant change from

the aims, objectives, or purposes of the approved project. The grantee must make the initial

determination of the significance of a change and should consult with the GMO as

necessary. Please read the Notice of Grant Award to determine if any restrictions or

conditions have been placed on the award.

However, as noted, certain actions in the following list always require NIH prior approval

under the circumstances specified. Actions likely to be considered a change in scope

include, but are not limited to, the following:

• Change in the specific aims approved at the time of award.
• Substitution of one animal model for another.

• Any change from the approved use of animals or human subjects.

• Shifting the research emphasis from one disease area to another.

• A clinical hold by FDA under a study involving an IND or an IDE

• Applying a new technology, e.g., changing assays from those approved to a different

type of assay.

• Transferring the performance of substantive programmatic work to a third party

through a consortium agreement, by contract, or any other means. NOTE: This type of

action always requires NIH prior approval for grants not subject to expanded

authorities. If the third party is a foreign component, this prior approval requirement

also applies to grants subject to expanded authorities.

• Change in key personnel.
• Significant rebudgeting, whether or not the particular expenditure(s) require prior

approval. Significant rebudgeting occurs 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.

• Incurrence of patient care costs if not previously approved by NIH or if a grantee

desires to rebudget additional funds into or rebudget funds out of the patient care

category.
• The addition of a foreign component requires prior approval from the NIH IC'sGrants

Office.

What should a grantee do if there is a change in scope?
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To request approval to make a change in scope, the PI should:

1. Prepare a letter, countersigned by his/her institutional business office, that provides

the reason and rationale for the change and address any budgetary impact to the grant

or cooperative agreement..

2. The letter should also include revised budget pages and CVs as appropriate. Please

FAX the letter to the appropriate Grants and Program staff at FIC or the other

appropriate NIH Institute or Center staff.

For more information concerning changes in scope or other prior approval questions please

click here to refer to the NIH Policy Statement.

We welcome your questions and comments about FIC and its research programs. Please send
e-mail inquiries to the Office of Communications. Telephone: 301-496-2075 Fax: 301-594-1211.

Office of Communications • Fogarty International Center • National Institutes of Health
Building 31, Room B2C29 • 31 CENTER DR MSC 2220
Bethesda, MD 20892-2220
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ADMINISTRATIVE REQUIREMENTS

Changes in Project and Budget

In general, NIH grantees are allowed a certain degree of latitude to rebudget within and between

budget categories to meet unanticipated needs and to make other types of postaward changes.

Some changes may be made by the grantee only within limits established by NIH. Other changes

require NIH prior written approval before modifying the budget or undertaking the activity in

question. The degree of discretion permitted varies by type of grant, grantee, and coverage by, or

participation in, a special initiative. The grantee-initiated changes that may be made under the

grantee's authority and the changes that require NIH approval are outlined below and in Subpart

B with respect to particular types of awards, activities, Or recipients. In addition, individual

awards may restrict grantees' authorities to make budget and project changes without NIH prior

approval. If NIH approval is required, it must be requested of, and obtained from, the designated

NIH GMO in advance of the change or obligation of funds as specified below under "Requests

for Approval."

Changes in project or budget resulting from NIH-initiated actions are discussed in later sections

of this subpart.

Prior Approval Requirements

The following table (Table II-2) applies to NIH research grants and cooperative agreements to

domestic organizations. See Part B for prior approval requirements that apply to other types of

awards and recipients. The table lists the activities and/or expenditures that require GMO prior

approval in accordance with the general terms and conditions of award (i.e., expanded authori-

ties, Federal Demonstration Partnership (FDP), or the terms and conditions of this policy state-

men0 and also includes activities and/or expenditures where NIH has waived the prior approval

requirement on a class basis. The information in this table is for guidance purposes only. Any

question about the need for prior approval for an activity or cost under a specific NIH award

should be directed to the designated GMO.
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TABLE 11-2

SUMMARY OF ACTIONS REQUIRING NIH PRIOR APPROVAL

Activity or
Expenditure Requiring

NIH Prior Approval

Change in scope

Preaward costs (more
than 90 days prior to
effective date of a new

or competing continua-
tion award)

Preaward costs for non-
competing awards

Change in key person-
nel

Change of grantee or-
ganization

Change in grantee or-
ganizational status

Addition of a foreign
component under a
grant to a domestic or-
ganization

Changes to award
terms and conditions or
undertaking any activi-
ties disapproved or re-
stricted as a term of
award

Carryover of unobli-
gated balances from
one budget period to the
next

Extension of final
budget period of a pro-
ject period

Expanded
Authorities TM

(effective 12/94)

Federal
Demonstration

Partnership (FDP) 1_
(effective 7/00)

YES YES

YES YES

At grantee's own risk

YES

YES

YES

YES

At grantee's own risk

YES

YES

YES

YES

YES

NO

NO: one extension up to
12 months allowed with
no additional funds.
Must notify IC no later
than 10 days prior to
expiration.

NIH Grants Policy
Statement (NIHGPS)

(effective 3101)

YES

NO

NO: one extension up to
12 months allowed with
no additional funds.
Must notify IC no later
than 10 days prior to
expiration.

YES

YES

At grantee's own risk

YES

YES

YES

YES

YES

YES

YES

16The following mechanisms are routinely included in EA/FDP: P01s, Ks, and all Rs except R43 and R41.

17The following mechanisms are routinely included in EA/FDP: P01s, Ks, and all Rs except R43 and R41.
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Activity or
Expenditure Requiring

NIH Prior Approval

Equipment purchases
exceeding $25,000/unit,
regardless of amount of
NIH funds involved

Retention of research
grant funds when career
(K) award made

Alteration and renova-
tion (A&R) (rebudgeting
into A&R costs exceed-
ing 25 percent of total
approved budget for a
budget period)

Expanded
Authorities TM

(effective 12/94)

NO, unless change in
scope

YES

NO, up to (and includ-
ing) $300,000

YES, if>$300,000

Transferring amounts YES
from trainee costs

Capital expenditures YES
(construction, land or
building acquisition)

YESNeed for additional NIH
funding

Closely related work

Transfer of funds be-
tween construction and
non-construction work

ofProgram income (use

any alternative other
than that specified by
NIH)

YES

YES

NO

NO, unless change in
scope or the third party
is a foreign organization
or component

NO, unless change in
scope

Federal
Demonstration

Partnership (FDP) 17
(effective 7/00)

NO, unless change in
scope

YES

NO, upto (andinclud-
ing) $300,000

YES, if>S300,000

YES

YES

YES

YES

YES

NO

NIH Grants Policy
Statement (NIHGPS)

(effective 3101)

YES

YES

NO, up to (and includ-
ing) $300,000

YES, if>$300,000

YES

YES

YES

YES

YES

Transferring perform-
ance of substantive pro-
grammatic work to a
third party (by consor-
tium agreement, con-
tract, or other means)

Incurrence of patient
care costs (if not previ-
ously approved or re-
budgeting additional
funds into or rebudget-
ing funds out of this
category)

NO, unless change in
scope orthethird par_
is a foreign organization
orcomponent

NO, unless change in
scope

YES

YES

YES
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Soareh
_rants I About FIC

NIH Policy for Foreign Travel on NIH Grants

Home Page '

Foreign travel is defined as any travel outside of Canada and the U.S. and its territories and

possessions. However, for an organization located outside Canada and the U.S. and its

territories and possessions, foreign travel means travel outside that country.

lack

What is U.S. flag air carrier service?

U.S. flag air carrier service is service provided on an air carrier which holds a certificate
under 49 U.S.C. 41102 and which service is authorized either by the carrier's certificate or

by exemption or regulation. U.S. flag air carrier service also includes service provided under

a code share agreement with a foreign air carrier in accordance with Title 14, Code of

Federal Regulations when the ticket, or documentation for an electronic ticket, identifies the

U.S. flag air carrier's designator code and flight number.

Grantees must comply with the requirement that U.S.-flag air carriers be used by domestic

grantees to the maximum extent possible when commercial air transportation is the means

of travel between the U.S. and a foreign country or between foreign countries. This

requirement shall not be influenced by factors of cost, convenience, or personal travel

preference.

In all cases, travel costs are limited to those allowed by formal organizational policy and, in
the case of air travel, the lowost reasonable commercial airfares must be used. If the

recipient organization has no formal travel policy, the Federal Travel Regulations issued by
the U.S. General Services Administration, including maximum per diem and subsistence

rates prescribed in those regulations, shall be used to determine the amount that may be

charged for travel costs. For-profit grantees' allowable travel costs may not exceed those

established by the Federal Travel Regulations. This information is available at

http://www.gsa.gov.

For more information on NIH policy concerning travel please go the NIH Grants Policy

Statement by clicking here and going to the topic "Travel."

We welcome your questions and comments about FIC and its research programs. Please send
e-mail inquiries to the Office of Communications. Telephone: 301-496-2075 Fax: 301-594-1211.

Office of Communication,_ * Foaartv International Center • National Institutes of Health
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Search Grants { About FIC

Consortium Agreement Information for NIH Grants

Home Page

The grantee, as the direct and primary recipient of NIH grant funds, is accountable to NIH

for the performance of the project, the appropriate expenditure of grant funds by all parties,

and all other obligations of the grantee, as specified in this policy statement. In general, the

requirements that apply to the grantee also apply to the consortium participant(s).

lack

Written Agreements : The grantee must enter into a formal written agreement with each

consortium participant that addresses the negotiated arrangements for meeting the scientific,

administrative, financial, and reporting requirements of the grant, including those necessary

to ensure compliance with all applicable Federal regulations and policies and facilitate a

smoothly functioning collaborative venture.

At a minimum the agreement should include:

• Identification of the PI and individuals responsible for the research activity at each

consortium participant along with their roles and responsibilities;

• Procedures for directing and monitoring the research effort;

• Procedures to be followed in reimbursing each consortium participant for its effort,

including dollar ceiling, method and schedule of reimbursement, type of supporting

documentation required, and procedures for review and approval of expenditures of

grant funds at each organization;

• If different from those of the grantee, a determination of policies to be followed in

such areas as travel reimbursement and salaries and fringe benefits;

• Incorporation of applicable public policy requirements and provisions indicating the

intent of each consortium participant to comply, including submission of applicable

assurances;

• A provision addressing ownership and disposition of data produced under the

consortium agreement;

• A provision making the inventions and patent policy applicable to each consortium

participant and its employees in order to ensure that the rights of the parties to the
consortium agreement are protected and that the grantee can fulfill its responsibilities

to NIH;

• As appropriate, provisions regarding property (other than intellectual property),

program income, publications, reporting, and audit necessary for the grantee to fulfill

its obligations to NIH.

• The grantee is responsible for determining whether a consortium participant has filed
assurances with NIH that would cover its activities within the consortium and, if not,

for ensuring that any required assurances or certifications are submitted to NIH.

• It is the grantee organization's responsibility to ensure that all sites engaged in

research involving human subjects have an appropriate OHRP-approved assurance

and IRB approval of the research consistent with 45 CFR Part 46, and to comply with
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NIH prior approval requirements related to the addition of sites not included in the

approved application.

The grantee is responsible for obtaining NIH approval for any actions to be

undertaken by consortium participants that require such prior approval.

For more information concerning Consortiums please go refer to the N1-H Policy Statement

click here and look under the title "Consortium Agreements."

We welcome your questions and comments about FIC and its research programs. Please send
e-mail inquiries to the Office of Communications. Telephone: 301-496-2075 Fax: 301-594-1211.

Office of Communications • Fogarty International Center • National Institutes of Health
Building 31, Room B2C29 • 31 CENTER DR MSC 2220
Bethesda, MD 20892-2220
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Search
Grants I Aboul; FI(_

Reporting and Record Retention Guidance for NIH
GranteesHome Page

Sack

Foreign grantees must submit annual Financial Status Reports (FSRs) on Standard
Form SF-269, in U.S. dollars, whether or not they are under SNAP. This is due to the

fact that foreign grantees are not paid through PMS and, therefore, do not submit the SF-272

(which NIH uses in lieu of the annual FSR for domestic awards under SNAP). The currency

rate in existence at the time the FSR is prepared should be used in preparing the report.

Record retention requirements are the same as those for domestic grantees.

Grantees generally must retain financial and programmatic records, supporting

documents, statistical records, and all other records that are required by the terms of a

grant, or may reasonably be considered pertinent to a grant, for a period of 3 years

from the date the annual FSR is submitted. For awards under SNAP (other than those to

foreign organizations and Federal institutions), the 3-year retention period will be calculated

from the date the FSR for the entire competitive segment is submitted. Those grantees must

retain the records pertinent to the entire competitive segment for 3 years from the date the

FSR is submitted to NIH. Foreign organizations and Federal institutions are required to

submit annual FSRs for all awards, including those under SNAP, and must retain
these records for a period of 3 years from the date of submission of the annual FSR to

NIH. See 45 CFR 74.53 and 92.42 for exceptions and qualifications to the 3-year retention

requirement. Those sections also specify the retention period for other types of grant-related

records, including F&A cost proposals and property records. See 45 CFR 74.48 and 92.36

for record retention and access requirements for contracts under grants.

If you need to get the form for filling out a FSR on Standard Form SF-269, click here. If you

have a funded FIC grant or cooperative agreement and have questions about filling out the

SF-269 form, you can contact Valerie Thomas, OFM, NIH at 301-402-9123.
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We welcome your questions and comments about FIC and its research programs. Please send
e-mail inquiries to the Office of Communications. Telephone: 301-496-2075 Fax: 301-594-1211.

Office of Communications • Fogarty International Center ° National Institutes of Health
Building 31, Room B2C29 ° 31 CENTER DR MSC 2220
Bethesda, MD 20892-2220
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SALARY LIMITATION ON GRANTS, COOPERATIVE AGREEMENTS AND CONTRACTS

Release Date: January 25, 2002

NOTICE : NOT-OD-02-030

National Institutes of Health

The purpose of this notice is to provide updated information regarding

the salary limitation as it relates to NIH grant and cooperative

agreement awards. This information also applies to extramural research

and development contract awards. The last notice in the NIH Guide for

Grants and Contracts regarding the salary limitation was published

January ii, 2001.

Fiscal Year (FY) 2002 is the thirteenth consecutive year for which

there is a legislatively mandated provision for the limitation of

salary. Specifically, the Department of Health and Human Services

(HHS) Appropriation Act for FY 2002, Public Law 107-116, restricts the

amount of direct salary of an individual under an NIH grant or

cooperative agreement (hereafter referred to as a grant) or applicable

contract to Executive Level I of the Federal Executive Pay scale. The

Executive Level I annual salary rate is $161,200 for the period January

I through December 31, 2001. Effective January I, 2002, the Executive

Level I salary level increased to $166,700.

Direct salary is exclusive of fringe benefits and facilities and

administrative (F&A) expenses, also referred to as indirect costs. NIH

grant/contract awards for applications/proposals that request direct

salaries of individuals in excess of the applicable RATE per year will

be adjusted in accordance with the legislative salary limitation and

will include a notification such as the following:

According to the FY 2002 HHS Appropriations Act, "None of the funds

appropriated in this Act for the National Institutes of Health, the

Agency for Healthcare Research and Quality, and the Substance Abuse and

Mental Health Services Administration shall be used to pay the salary

of an individual, through a grant or other extramural mechanism, at a

rate in excess of Executive Level I" of the Federal Executive Pay Scale.

The term "salary" means "direct salary" which is exclusive of fringe

benefits and F&A expenses. "Direct salary" has the same _eaning as the

term "institutional base salary." An individual's institutional base

salary is the annual compensation that the applicant organization pays

for an individual'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 to the applicant organization.

In summary, the following reflects the time frames associated with the

existing salary caps:

.... • FY 1999 Awards (Executive Level III)

o October I, 1998 through December 31, 1999

o January i, 2000 and beyond

$125,900

$130,200

FY 2000 Awards (Executive Level II)

o October I, 1999 through December 31, 1999

o January I, 2000 through December 31, 2000

o January i, 2001 and beyond

$136,700

$141,300

$145,100



[] Guide: SALARY LIMITATION ON GRA...OOPERATIVE AGREEMENTS AND CONTRACTttip://grants.nih.gov/grants/guide/notice-files/NOT-OD-02-030.html

FY 2001 Awards (Executive Level I)

o October i, 2000 through December 31, 2000

o January i, 2001 through December 31, 2000

o January i, 2002 and beyond

$157,000

$161,200

$166,700

FY 2002 Awards (Executive Level I)

o October i, 2001 through December 31, 2001

o January i, 2002 and beyond

$161,200

$166,700

The following are examples of the adjustments that NIH will make when

salaries exceed the current salary limitation:

EXAMPLE i. INDIVIDUAL WITH FULL-TIME APPOINTMENT (based on grant

award/contract issued after January I, 2002 with a $166,700 salary

limitation)

Individual's institutional base salary for a

FULL-TIME (twelve month) appointment

Research effort requested in application/proposal - 50%

$175,000

Direct Salary requested

Fringe benefits requested (25% of salary)

Subtotal

$ 87,500

$ 21,875

$ 109,375

Applicant organization's F&A (indirect) costs at a

rate of 45% of subtotal

Amount requested - salary plus fringe benefits

plus associated F&A (indirect) costs

$ 49,219

$ 158,594

If a grant/contract is to be funded, the amount included for the above

individual will be calculated as follows:

Direct salary - restricted to a RATE of

multiplied by effort (50%) to be devoted to project

Fringe benefits (25% of allowable salary)

Subtotal

$166,700

$ 83,350
$ 20,838

$104,188

Associated F&A (indirect) costs at 45% of subtotal $ 46,885

Total amount to be awarded due to

salary limitation $151,073

Amount of reduction due to salary

limitation ($158,594 requested minus

$151,073 awarded) $ 7,521

EXAMPLE 2. INDIVIDUAL WITH HALF-TIME APPOINTMENT (based on a grant

award/contract issued after January I, 2002 with a $166,700 salary

limitation)

Individual's institutional base salary for a

HALF-TIME appointment (50% of a full-time

twelve month appointment) $ 87,500

Research effort requested in application/proposal 30%

Direct Salary requested

Fringe benefits requested (25% of salary)

Subtotal

$ 26,250

$ 6,563

$ 32,813

Applicant organization's F&A (indirect) costs at a rate

,^_ 1/31/02 12:09 PN
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of 45% of subtotal $ 14,766

Amount requested - salary plus fringe benefits

plus associated F&A (indirect) costs $ 47,579

If a grant/contract is to be funded, the amount included in the award

for the above individual will be calculated as follows:

Direct salary - restricted to a RATE of

multiplied by 50% appointment by 30% effort

to be devoted to project

Fringe benefits (25% of allowable salary)
Subtotal

$ 83,350

$ 25,005

$ 6,251
$ 31,256

Associated F&A (indirect) cost at 45% of subtotal $ 14,065

Total amount to be awarded due to salary

limitation $ 45,321

Amount of reduction due to salary limitation

$47,579 requested minus $45,321 awarded) $ 2,258

EXAMPLE 3. INDIVIDUAL WITH NINE MONTH APPOINTMENT (based on a

contract award/grant issued after January I, 2002 with a $166,700

salary limitation)

Individual's institutional base salary WITH NINE MONTH

appointment $131,250

Research effort requested in application/proposal 50%

Direct Salary requested

Fringe benefits requested (25% of salary)

Subtotal

$ 65,625

$ 16,406

$ 82,031

Applicant organization's F&A (indirect) costs at a rate
of 45% of subtotal $ 36,914

Amount requested - salary plus fringe benefits

plus associated F&A (indirect) costs $118,945

If a contract/grant is to be funded, the amount included in the award

for the above individual will be calculated as follows:

Direct salary - restricted to a RATE of $166,700 (annual rate) divided

by 12 months

multiplied by 9 months by 50% effort

to be devoted to project $ 62,512

Fringe benefits (25% of allowable salary) $ 15,628

Subtotal $ 78,140

:_.... . Associated F&A (indirect) cost at 45% of subtotal

Total amount to be awarded due to salary limitation

$ 35,163

$113,303

Amount of reduction due to salary limitation

($118,945 requested minus $113,303 awarded) $ 5,642

NOTE: If a faculty member with a 9 month appointment works during

his/her off months, the monthly salary rate limitation is $13,892

I1111N9 19.fI0 I_
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($166,700 divided by 12 months) multiplied by the proposed percent of

effort during those months.

Implementation of new salary limitation:

o No adjustments will be made to modular grant applications/awards or

to previously established commitment levels for non-competing grant

awards issued with FY 2002 funds.

o NIH competing grant awards with categorical budgets reflecting salary

levels at or above the new cap(s) issued in FY 2002 will reflect

adjustments to the current and all future years so that no funds are
awarded or committed for salaries over the limitation.

o For awards issued with FY 2001 funds, if adequate funds are available

in active FY 2001 awards, and if the salary cap increase is consistent

with the institutional base salary, grantees may rebudget to accommodate

these salary levels and contractors may bill at the higher level. However,

no additional funds will be provided to the FY 2001 grant award and the
total estimated cost of the contract will not be modified.

o An individual's base salary, per se, is NOT constrained by the

legislative provision for a limitation of salary. The rate limitation

simply limits the amount that may be awarded and charged to NIH grants

and contracts. An institution may supplement an individual's salary
with non-federal funds.

o The salary limitation does NOT apply to payments made to consultants

under an NIH grant or contract although, as with all costs, such

payments must meet the test of reasonableness and be consistent with

institutional policy.

o The salary limitation provision DOES apply to subawards/subcontracts

for substantive work under an NIH grant or contract.

o COMPETING grant applications and contract proposals that include a

categorical breakdown in the budget figures/business proposal should

continue to reflect the actual institutional base salary of all

individuals for whom reimbursement is requested. In lieu of actual

base salary, however, applicants/offerors may elect to provide an

explanation indicating that actual institutional base salary exceeds

the current salary limitation. When this information is provided, NIH

staff will make necessary adjustments to requested salaries prior

to award.

Questions &Answers

1. can I rebudget grant funds or bill contracts issued with FY 2002

funds to allow for the increase? Yes, provided funds are available

and the increase is warranted. Prorated figures should be used for

the applicable months, i.e., the $166,700 level is effective

beginning January I, 2002.

2. If a grant award (competing or non-competing) has already been

issued in FY 2002, will an adjustment be made? No adjustments will

be made; however, rebudgeting is allowable.

3. If an application/proposal fails to provide needed salary

information, will an adjustment be made based on the new rates? No

adjustment will be made if an application fails to provide adequate

information regarding the individual's salary level.
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4. Does the NIH appropriation language link the salary cap to a Federal

Executive Level or to a dollar level? The link is to the Federal

Executive Level pay scale (i.e., Executive Level III for FY 1999 and

Executive Level II for FY 2000 and Executive Level I for 2001 and

2002). As the cap is linked to Federal Executive Levels, can

grantees/contractors with ongoing awards rebudget/bill up to the

various salary caps, based on the fiscal year of the award and the

time of the salary expense? Yes, salary may be charged in

accordance with the prevailing FY cap(s), as long as the levels are

consistent with the individual's institutional base pay.

5. Will grantees be permitted to submit revised budgets reflecting

higher base salaries? Not as a general rule. NIH policy states

that grantees should always reflect actual base salaries in the

requested budgets or provide an explanation indicating that actual

institutional base salary exceeds the current salary limitation. As

a general rule, NIH will use the information available in the

existing application and make adjustments for salary cap based on

information available at the time of award.

INQUIRIES

Questions concerning this notice or other policies relating to grants

or contracts should be directed to the grants management or contracts

management office in the appropriate NIH Institute or Center.

Return tO Volume Index

Retum to NIH Guide Main Index
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INFORMATION

EXAMPLE

0 THER S UPPOR T INCLUDES ALL FINANCIAL

RESOURCES, WHETHER FEDERAL, NON-FEDERAL,

COMMERCIAL OR INSTITUTIONAL, AVAILABLE IN

DIRECT SUPPORT OF AN INDIVIDUAL'S RESEARCH

ENDEAVORS, INCLUDING B UT NOT LIMITED TO

RESEARCH GRANTS, COOPERATIVE AGREEMENTS,

CONTRACTS, AND�OR INSTITUTIONAL A WARDS.

TRAINING A WARDS (T32 & T35 MECHANISMS), PRIZES,

OR GIFTS ARE NOT INCLUDED.
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Principal Investigator/Program Director:
(Last, first,middle)

DO NOT SUBMIT UNLESS REQUESTED

OTHER SUPPORT

There is no "form page" for other support. Informationon other supportshould be provided inthe format shown below, using continuation pages as
necessary. Include the principal investigator's name at the top and number consecutively with the rest of the application. The sample is
intended to provide guidance regarding the type and extent of informationrequested. Refer to the specific instructionsin Section I. For information
pertaining to the use of and policyfor other support, see "Policy and Additional Guidance."

Format

NAME OF INDIVIDUAL

ACTIVE/_ENDING

Project Number (Principal Investigator)
Source

Title of Project (or SubprojecO

The major goals of this project are...

OVERLAP (summarized for each individual)

I Dates of Approved/_roposed Project

Annual Direct Costs

Percent Effort

Samples

ANDERSON, R.R.
ACTIVE

2 R01 HL 00000-13 (Anderson) 3/1/1997 - 2/28/2002
NIH/NHLB I $186,529

Chloride and Sodium Transport in Airway Epithelial Cells

30%

The major goals of this project are to define the biochemistry of chloride and sodium transport in airway

epithelial cells and clone the gene(s) involved in transport.

5 R01 HL 00000-07 (Baker)
NIH/NHLBI

Ion Transport in Lungs

4/1 / 1994 - 3/31/2002 10%

$122,717

The major goal of this project is to study chloride and sodium transport in normal and diseased lungs.

R000 (Anderson)

Cystic Fibrosis Foundation
Gene Transfer of CFTR to the Airway Epithelium

9/1/1996 - 8/31/2002 10%

$43,123

The major goals of this project are to identify and isolate airway epithelium progenitor cells and express

human CFTR in airway epithelial cells.

PENDING

DCB 950000 (Anderson)
National Science Foundation $82,163

Liposome Membrane Composition and Function

12/01/2002 - 11/30/2004 20%

The major goals of this project are to define biochemical properties of liposome membrane components and

maximize liposome uptake into cells.

OVERLAP

• PHS 398 (Rev. 05/01) Page _ Other Support Format Page •



PrincipalInvestigatodProgram Director:
(Last, first, middle)

DO NOT SUBMIT UNLESS REQUESTED

OTHER SUPPORT (continued)

R_CHARDS, L.
NONE

HERNANDEZ, M.
ACTIVE

5 R01 CA 00000-07 (Hemandez)
NIH/NCI

Gene Therapy for Small Cell Lung Carcinoma

4/1/1995 - 3/31/2002 40% academic

The major goals of this project are to use viral strategies to express the normal p53 gene in human SCLC

cell lines and to study the effect on growth and invasiveness of the lines.

5 P01 CA 00000-03 (Chen) 7/1/2000 - 6/30/2002

NIH/NCI $104,428 (sub only)

Mutations in p53 in Progression of Small Cell Lung Carcinoma

20% academic

100% summer

The major goals of this subproject are to define the p53 mutations in SCLC and their contribution to tumor

progression and metastasis.

BE 00000 (Hernandez)

American Cancel- Society

p53 Mutations in Breast Cancer

9/1/1996 - 8/31/2002

$86,732

20% academic

The major goals of this project are to define the spectrum of p53 mutations in human breast cancer samples
and correlate the results with clinical outcome.

OVERLAP

Potential commitment overlap for Dr. Hernandez between 5 R01 CA 00000-07 and the application under

consideration. If the application under consideration is funded with Dr. Hernandez committed at 30 percent

effort, Dr. Hernandez will request approval to reduce her effort on the NCI grant.

BENNETT, P.
ACTIVE

Investigator Award (Bennett) 9/1 / 1999 - 8/31/2002

Howard Hughes Medical Institute $581,317

Gene Cloning and Targeting for Neurological Disease Genes

70%

This award supports the PI's program to map and clone the gene(s) implicated in the development of
Alzheimer's disease and to target expression of the cloned gene(s) to relevant cells.

OVERLAP
None
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Financial Conflict of Interest

NIH also requires grantees and investigators to comply with the requirements of 42 CFR Part 50,

Subpart F, "Responsibility of Applicants for Promoting Objectivity in Research for which PHS

Funding is Sought." That subpart promotes objectivity in research by establishing standards to

ensure there is no reasonable expectation that the design, conduct, or reporting of research

funded under PHS grants or cooperative agreements will be biased by any conflicting financial

interest of an investigator. These requirements do not apply to Phase I of the SBIR/STTR pro-

grams.

The signature of the authorized organizational official on the face page of the application serves

as certification of compliance with the requirements of 42 CFR Part 50, Subpart F, including
that:

There is in effect, at that organization, a written and enforced administrative process to

identify and manage, reduce, or eliminate conflicting financial interests with respect to

research projects for which NIH funding is sought;

Prior to the expenditure of any NIH funds awarded under a new award, the organization

will inform the CGMO the existence of any conflicting financial interests of the type

covered by 42 CFR 50.605 identified by the organization;

When informing the CGMO that a financial conflict of interest has been identified, the

organization will assure that the interest has been addressed in accordance with the regu-

lations by indicating whether the conflict has either been managed, reduced, or elimi-

nated;

• The organization will continue to make similar reports on subsequently identified con-

flicts; and

• The organization will make additional information available to NIH, upon request, as to

how identified conflicting interests have been handled in accordance with the regulations.

As described in the regulations, examples of how financial conflicts of interest might be ad-

dressed include the following:

• Public disclosure of significant financial interests;

• Monitoring of research by independent reviewers;

• Modification of the research plan;

• Disqualification from participation in all or a portion of the research funded by PHS;

• Divestiture of significant financial interests; or

• Severance of relationships that create actual or potential conflicts.
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Grantees also must ensure that consortium agreements address whether the consortium partici-

pant's employees will be subject to the f'mancial conflict of interest requirements of the collabo-

rating organization or to those of the grantee (see "Consortium Agreements").

The protection of human subjects requires objectivity in communicating risks, selecting subjects,

promoting informed consent, and gathering, analyzing, and reporting data. Although there is no

regulatory requirement for Institutional Review Boards ORBs) to consider investigator financial

conflict of interest, in some cases IRBs are incorporating conflict of interest issues in their delib-

erations (see "Public Policy Requirements and Objectives--Requirements Affecting the Rights

and Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--Human

Subjects.")

Some strategies used by IRBs to consider investigator conflict of interest include the following:

Make IRBs aware of the organization's conflict of interest policies and procedures and

elect to include a statement in the informed consent form that all clinical investigators

comply with the organizational guidelines.

Ask investigators to complete a short questionnaire in which they are asked whether they

or any person responsible for the design, conduct, or reporting of research have an eco-

nomic interest in, or acts as an officer or a director of any outside entity whose financial

interest could reasonably appear to be affected by, the research.

• Provide instruction to IRB members during their orientation on how to identify and re-

spond to a perceived financial, academic, or other conflict of interest.

Debarment and Suspension

HHS regulations published at 45 CFR Part 76 implement the government-wide debarment and

suspension system for HHS' non-procurement transactions. "Nonprocurement transactions" in-

clude grants, cooperative agreements, scholarships, fellowships, and loans. Accordingly, appli-

cants for NIH grants ("primary covered transactions"), including applicants for individual Na-
tional Research Service Awards (fellowships), are required to certi_ 6 that, to the best of their

knowledge and belief, they and their principals (including PIs and other key personnel):

¢, Are not presently debarred, suspended, proposed for debarment, declared ineligible, or

voluntarily excluded from covered transactions by any Federal department or agency;

Have not, within the 3-year period preceding the application, been convicted of, or had a

civil judgment rendered against them for, commission of fraud or a criminal offense in

connection with obtaining, attempting to obtain, or performing a public (Federal, State, or

local) transaction or contract under a public transaction; for violation of a Federal or State

antitrust statute; for commission of embezzlement, theft, forgery, bribery, falsification or

destruction of records; or for making false statements or receiving stolen property;

This certification is accomplished by the signature of the authorized organizational official on the application.
States need only certify as to their principals.

52



* This Page Revised 3/20/2001

Are not presently indicted or otherwise criminally or civilly charged by a governmental

entity (Federal, State, or local) with commission of any of the offenses enumerated

above; and

. Have not, within a 3-year period preceding the application, had any public transaction

(Federal, State, or local) terminated for cause or default.

If the applicant is unable to certify to these statements, it must, nonetheless, submit the certifica-

tion and attach an explanation. The inability to certify does not automatically disqualify an or-

ganization from receiving an NIH award; however, failure to submit the required certification or

the necessary explanation will cause NIH not to make an award. The full text of the instructions

and the certification are included in Appendix A to 45 CFR Part 76.

A variety of "lower-tier" transactions also are subject to the certification requirement. Contrac-

tors under grants (where the contract requires the provision of goods or services that will equal or

exceed $100,000) and all consortium participants must certify that they are not presendy de-

barred, suspended, proposed for debarment, declared ineligible, or voluntarily excluded from

participation in this transaction by any Federal agency. Grantees also are required to obtain a cer-

tification from each trainee under an institutional National Research Service Award prior to ap-

pointment. If an entity or individual is unable to certify to this effect, an explanation should be

attached to its proposal or to the document that defines the legal relationship between the parties

(for example, the consortium agreement).

Regardless of whether a certification is required or made, organizations or individuals that are

suspended, debarred, or voluntarily excluded from eligibility cannot receive NIH grants or be

paid from NIH grant funds, whether under a primary or lower-tier transaction, during the period

of suspension, debarment, or exclusion.

Drug-Free Workplace

The Drug-Free Workplace Act of 1988 (Public Law 100-690, Title V, Subtitle D, as amended)

requires that all organizations receiving grants from any Federal agency agree to maintain a

drug-free workplace. By signing the application, the authorized organizational official agrees that

the grantee will provide a drug-free workplace and will comply with requirements to notify NIH

in the event that an employee is convicted of violating a criminal drug statute. Failure to comply

with these requirements may be cause for debarment. HHS implementing regulations are set

forth in 45 CFR Part 76, "Government-wide Debarment and Suspension (Nonprocurement) and

Government-wide Requirements for Drug-Free Workplace (Grants)."

Health and Safety Guidelines

Grantees are responsible for meeting Federal, State, and local health and safety standards and for

establishing and implementing necessary measures to minimize their employees' risk of injury or

illness in activities related to NIH grants. The following standards and guidelines are recom-

mended for use in developing and implemen "t_g health and safety operating procedures and

practices for both personnel and facilities, and'they serve to supplement prevailing Federal, State,

and local laws and regulations:
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Biosafe(y in Microbiological and Biomedical Laboratories, U.S. Department of Health

and Human Services, Centers for Disease Control and Prevention, and the National Insti-

tutes of Health. HHS Publication No. (CDC) 93-8395. This publication is available at

.http://www.orcbs. msu.edu/biological/BMBL/BMBL- 1.htm.

29 CFR 1910.1030, Bloodborne Pathogens; 29 CFR 1910.1450, Occupational Exposure

to Hazardous Chemicals in Laboratories; and other applicable occupational health and

safety standards issued by the Occupational Health and Safety Administration (OSHA)

and included in 29 CFR Part 1910. These regulations are available at

http://www.osha.gov/comp-links.html.

Prudent Practices for Safeff in Laboratories (1995), National Research Council. National

Academy Press, 2101 Constitution Avenue, NW, Lockbox 285, Washington, DC 20418;

telephone: 1-800-624-6242; or on-line at http://books.nap.edu/catalog/4911.html (ISBN)-

309-05229-7).

42 CFR Part 72, Interstate Shipment of EtiologicalAgents, and, in particular, 42 CFR

72.2, Additional Requirements for Facilities Transferring or Receiving Select Agents.

Copies of these regulations are available from the Office of Health and Safety, Centers

for Disease Control and Prevention, 1600 Clifton Road, Atlanta, GA 30333; telephone:

(404) 639-2453.

Procedures for Domestic Handling and Transport of Diagnostic Specimens and Etiologic

Agents, 1994 (3rd ed.), H5a3doc.75, National Committee for Clinical Laboratory Stan-

dards. Copies may be obtained from NCCLS Ordering Department, 940 West Valley

Road, Suite 1400, Wayne, PA 19087-1898; telephone: (610) 688-6400.

Nuclear Regulatory Commission Standards and Regulations, pursuant to the Energy Re-

organization Act of 1974 (42 U.S.C. 5801 et seq.) Copies may be obtained from the U.S.

Nuclear Regulatory Commission, Washington, DC 20555-0001.

Grantee organizations are not required to submit documented assurance of their compliance with

or implementation of the above standards. However, if so requested by the IC, grantees should be

able to provide evidence that applicable Federal, State, and local health and safety standards have

been considered and have been put into practice, as appropriate.

Limitation on Use of Funds for Promotion or Legalization of Controlled Substances

Grantees are prohibited from knowingly using appropriated funds to support activities that pro-

mote the legalization of any drug or other substance included in schedule I of the schedule of

controlled substances established by section 202 of the Controlled Substances Act, 21 U.S.C.

812. This limitation does not apply if it is made known to the Federal official having authority to

obligate funds, in this case the GMO, that there is significant medical evidence of a therapeutic

advantage to the use of such drug or other substance or that federally sponsored clinical trials are

being conducted to determine therapeutic advantage (me "Requirements Affecting the Rights and

Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--:Controlled

Substances").
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Lobbying

Recipients of Federal grants, cooperative agreements, contracts, and loans are prohibited by 31

U.S.C. 1352, "Limitation on Use of Appropriated Funds to Influence Certain Federal Contracting

and Financial Transactions," from using Federal (appropriated) funds to pay any person for in-

fluencing or attempting to influence any officer or employee of an agency, a Member of Con-

gress, an officer or employee of Congress, or an employee of a Member of Congress with respect

to the award, continuation, renewal, amendment, or modification of any of these instruments.

These requirements are implemented for HHS in 45 CFR Part 93, which also describes types of

activities, such as legislative liaison activities and professional and technical services, which are

not subject to this prohibition.

Applicants for NIH awards with total costs expected to exceed $100,000 are required to certify

that (1) they have not made, and will not make, such a prohibited payment, (2) they will be re-

sponsible for reporting the use of non-appropriated funds for such purposes, and (3) they will

include these requirements in consortium agreements and contracts under grants that will exceed

$100,000 and obtain necessary certifications from those consortium participants and contractors.

The signature of the authorized organizational official on the application serves as the required

certification of compliance for the applicant organization. Disclosure reporting is addressed in

"Administrative Requirements--Monitoring--Reporting."

NIH appropriated funds may not be used to pay the salary or expenses of an employee of a

grantee, consortium participant, or contractor or those of an agent related to any activity designed

to influence legislation or appropriations pending before Congress or any State legislature. This

prohibition extends to the use of funds for publicity or propaganda purposes, including the prepa-

ration, distribution, or use of any kit, pamphlet, booklet, publication, radio, television, or video

presentation designed to support or defeat legislation pending before Congress or a State legisla-

ture except in presentation to the Congress or State legislature itself or as part of normal, recog-

nized legislative-executive relationships. Also see "Cost Considerations--Allowability of
Costs/Activities--Selected Items of Cost."

Research Misconduct

The grantee will inquire into and, if necessary, investigate and resolve promptly and fairly all

instances of alleged or apparent research misconduct. Regulations at 42 CFR Part 50, Subpart A,

"Responsibilities for PHS Awardee and Applicant Institutions for Dealing with and Reporting

Possible Misconduct in Science," specify grantee responsibilities in dealing with and reporting

possible research misconduct. The signature of the authorized organizational official on the ap-

plication certifies that the organization has established administrative policies as required by 42

CFR 50, Subpart A, and will comply with those policies and the requirements of the regulations.

The regulations are available from the Office of Research Integrity (ORI) on its home page

(http://www.ori.dhhs.gov) and, in hard copy, at the address shown in Part HI.

As stated throughout this NIH GPS, the primary responsibility for ensuring that an NIH-funded

project is being conducted in accordance with the approved application and budget and the terms

and conditions of the award rests with the grantee. These responsibilities must be carried out
with extra care where research misconduct has been found or where a research misconduct inves-
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tigationhas been initiated, as specified in 42 CFR 50.103 and 50.104. The grantee shall report

promptly to OR[ any incident of alleged or apparent research misconduct that it judges as war-

ranting investigation and must advise OR[ of any decision to initiate an investigation. The regu-

lations also require that the grantee submit an annual report (see "Administrative Require-

meats--Monitoring--Reporting").

If a misconduct investigation has been initiated, the grantee must take any necessary steps, in

addition to its normal and ongoing responsibilities under the grant, to protect the scientific integ-

rity of the project(s), protect human subjects and animals, provide reports to OR[, and ensure the

proper expenditure of funds and continuation of the project during the conduct of the investiga-

tion, if appropriate. OR[ staff are available to assist grantees with respect to research misconduct

investigations and reporting, and IC staff are available to provide technical assistance and to

work jointly with grantees to protect funded projects from the adverse effects of research mis-
conduct.

The grantee is responsible for the actions of its employees and other research collaborators, in-

cluding third parties, involved in the project. When a finding of research misconduct has been

made regarding conduct by an individual(s) working on an NIH grant-supported project, whether

at the grantee organization or at a third-party organization, the grantee must assess the effect of

that finding on the ability to continue that project, as originally approved by NIH, and must

promptly obtain NIH approval of any intended change of PI or other key personnel. A finding of

research misconduct may result in a range of possible sanctions by NIH, including, but not lim-

ited to, withdrawal of approval of the PI or other key personnel, debarment, disallowance of

costs associated with the invalid or unreliable research, withholding of all or part of a continua-

tion award, and/or suspension or termination, in whole or in part, of the current award. These ac-

tions are described in "Administrative RequirementsbEnforcement Actions."

Where the validity or reliability of data has been affected by research misconduct, the grantee

and its employee/collaborator authors are responsible for submitting a correction or retraction of

the data to a journal, as appropriate, and/or publishing the corrected data, if required. OR[ or NIH

may require corrections or retractions. If the grantee does not comply with this requirement, NIH

may invoke its rights, under 45 CFR Part 74 or 92, to access the data, including copyrightable

material developed under the award, have the data reviewed, and submit the correction.

Issues involving potential criminal violations, such as misappropriation of Federal funds, must be

promptly reported to the HHS Office of the inspector General (see Part 111).

Nondelinquency on Federal Debt

The Federal Debt Collection Procedure Act, 28 U.S.C. 3201(e), provides that an organization or

individual that is indebted to the United States, and has a judgment lien filed against it, is ineligi-

ble to receive a Federal grant. NIH cannot award a grant unless the authorized organizational of_

ficial of the applicant organization (or individual in the case of an Individual National Research

Service Award) certifies, by means of his/her signature on the application, that the organization is

not delinquent in repaying any Federal debt. If the applicant discloses delinquency on a debt

owed to the Federal Government, NIH may not award the grant until the debt is satisfied or satis-

factory arrangements are made with the agency to which the debt is owed. In addition, once the
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debt is repaid or satisfactory arrangements made, NIH will still take that delinquency into ac-

count when determining whether the applicant would be responsible with respect to an NIH

grant, if awarded.

Anyone who has been judged to be in default on a Federal debt and who has had a judgment lien

filed against him or her should not be listed as a participant in an application for NIH support

until the judgment is paid in full or is otherwise satisfied. No funds may be rebudgeted following

an award to pay such an individual. NIH will disallow costs charged to awards that provide funds
to individuals in violation of this Act.

These requirements apply to all types of organizations and awards, including foreign grants.

Recombinant DNA Molecules

Scope and Applicability

The NIH Guidelines for Research Involving Recombinant DNA Molecules (the NIH Guidelines)

(65 FR 60328, October 10, 2000 or latest revision) apply to all NIH-funded and non-NIH funded

gene transfer projects that are conducted at or sponsored by an organization that receives NIH

support for recombinant DNA research. A copy of the NIH Guidelines is available at

http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html. As defined by the NIH Guidelines, recombinant

DNA molecules are either (1) molecules that are constructed outside of living cells by joining

natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (2)

DNA molecules that result from the replication of those described in (1). The NIH Guidelines

apply to both basic and clinical research studies. Specific guidance for the conduct of human

gene transfer studies appears in Appendix M of the NIH Guidelines. Failure to comply with these

requirements may result in suspension, limitation, or termination of NIH funds for recombinant

DNA research at the organization or a requirement for NIH prior approval of any or all recombi-

nant DNA projects at the organization. Two specific requirements of the NIH Guidelines are dis-

cussed below, but the NIH Guidelines should be carefully reviewed, in their entirety, to ensure

compliance with all of the requirements for the conduct of projects involving recombinant DNA

techniques.

Institutional Biosafety Committee

Each organization that conducts research involving recombinant DNA, including contractors un-

der grants, must have policies and procedures to ensure compliance with the NIH Guidelines and

must establish a standing Institutional Biosafety Committee (IBC). The IBC is required to review

each proposed project for recombinant DNA experiments and certify that the procedures, project,

personnel, and facilities are adequate and in compliance with the NIH Guidelines. The composi-

tion requirements of IBCs are specified in section IV of the Guidelines. A roster of the members

of the IBC must be submitted to the Office Biotechnology Activities (OBA), NIH (see Part IH

for address). At a minimum, the roster should include the names, addresses, occupations, and

qualifications of the chairperson and members of the committee. Section IV of the NIH Guide-

lines specifies the roles and responsibilities of PIs and grantees in relation to IBCs and in other

areas.
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Serious Adverse Event Reporting

The NIH Guidelines currently require the immediate reporting of serious adverse events that oc-

cur in human gene transfer clinical studies. As specified in Appendix M-I-C-4, investigators that

have received authorization from the Food and Drug Administration (FDA) to initiate a human

gene transfer research protocol must report any serious adverse event immediately to the local

IRB (see "Public Policy Requirements and Objectives--Requirements Affecting the Rights and

Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--Human Sub-

jects--Assurance Requirements and Institutional Review Boards"), the IBC, the Office for Hu-

man Research Protections (OHRP) (if applicable), and OBA (at the address specified in Part IN

of this policy statement), followed by the filing of a written report with each office/group 7. The

Guidelines, available from OBA, should be consulted for complete requirements for the conduct

of projects involving recombinant DNA techniques.

Human Pluripotent Stem Cell Research

NIH will fund research using human pluripotent stem cells derived from human embryos (tech-

nically known as human embryonic stem cells) or human fetal tissue (technically known as hu-

man embryonic germ ceils). NIH published final NIH Guidelines for Research Using Human

Pluripotent Stem Cells (Guidelines) that were effective on August 25, 2000. Because the Guide-

lines contained a few incorrect citations and other minor errors, they were corrected on Novem-

ber 21, 2000 (http://www.nih.gov/news/stemcell/stemcellguidelines.htm). The Guidelines estab-

lish procedures to help ensure that NIH-funded research in this area is conducted in an ethical

and legal manner. Such research also is subject to the informed consent requirements of section
498A of the PHS Act.

NIH Guidelines for Research Using Human Pluripotent Stem Cells

For purposes of the Guidelines, human pluripotent stem cells are cells that are self-replicating,

are derived from human embryos or human fetal tissue, and are known to develop into cells and

tissues of the three primary germ layers. Although human pluripotent stem cells may be derived

from embryos or fetal tissue, such stem cells are not in themselves embryos. NIH research

funded under these Guidelines will involve human pluripotent stem cells derived: (1) from hu-

man fetal tissue, or (2) from human embryos that are the result of in vitro fertilization, are in ex-

cess of clinical need, and have not reached the stage at which the mesoderm is formed. NIH

funds may not be used to derive human pluripotent stem cells from human embryos. The Guide-

lines designate certain areas of human pluripotent stem cell research as ineligible for NIH fund-

ing.

7 The scope and timing of this and other safety reporting requirements is under review. The OBA Home Page

(http://www4.od.nih.gov/oba/) should be consulted for developments that may affect the timing of submission of

safety reports.
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Human Pluripotent Stem Cell Review Group

The approval process for NIH research proposed for support under grants and cooperative

agreements is described at http://www.nih.gov/news/stemcell/NOT-OD-00-050.html. In addition

to the peer review process described in Part I of this policy statement, research that proposes to

use human pluripotent stem cells will undergo a formal review of documentation of compliance

with the Guidelines. This latter review will be conducted by the Human Pluripotent Stem Cell

Review Group (HPSCRG), which is a working group of the Center for Scientific Review Advi-

sory Council (CSRAC). The process for documenting compliance with the Guidelines is separate

from the grant and cooperative agreement scientific review process. The two processes will take

place in parallel in order to ensure that all aspects of scientific review and review of compliance

are considered in a timely manner. Organizations and investigators proposing research using hu-

man pluripotent stem cells must be mindful of the requirements and deadlines for both processes

in order to avoid delays in the potential funding of proposed research. NIH will not provide

funds or allow existing funds to be used for research involving human pluripotent stem cells de-

rived from human embryos or human fetal tissue until appropriate approvals have been obtained.

Evidence of compliance with the Guidelines does not affect the peer review of the application

nor does it ensure a favorable funding decision by NIH. The documentation requirements and

approval process also apply to requests to conduct research using human pluripotent stem cells

that are not part of a competitive process, i.e., that are part of an administrative supplemental re-

quest or a prior approval request for a change in scope.

When the HPSCRG receives compliance documentation in support of a request that proposes use

of a the line of human pluripotent stem cells that has not been previously reviewed by the

HPSCRG and recommended to, and approved by, the CSRAC, the HPSCRG review will take

place in a public meeting. Thus, although the HPSCRG will review all requests for funds, the

review of compliance documentation for the use of a cell line previously approved by NIH will

not take place in a public meeting of the HPSCRG. The f'mal approval of documentation of com-

pliance always will take place in a public meeting of the CSRAC. Meetings of the CSRAC are

open to the public. Following meetings of the CSRAC, the NIH Office of Science Policy will

convey the results of the human pluripotent stem cell compliance review to the principal investi-

gator, the organization, and the potential funding IC.

Restriction on Distribution of Sterile Needles

NIH appropriated funds may not be used to carry out any program involving distribution of ster-

ile needles or syringes for the hypodermic injection of any illegal drug unless the Secretary,

HHS, determines that (1) exchange projects are effective in preventing the spread of HIV and do

not encourage the use of illegal drugs, and (2) the project is operated in accordance with criteria

established by the Secretary for preventing the spread of HIV and ensuring that the project does

not encourage the use of illegal drugs.

Seat Belt Use

Pursuant to Executive Order 13043 (April 16, 1997), Increasing the Use of Seat Belts in the U.S.,

NIH encourages grantees to adopt and enforce on-the-job seat belt policies and programs for

their employees when operating organizationally owned or rented, or personally owned vehicles.
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Smoke-Free Workplace

NIH strongly encourages all recipients of its grants to provide smoke-free workplaces and pro-

mote the nonuse of tobacco products. NIH defines the term "workplace" to mean office space

(including private offices and other work space), conference or meeting rooms, corridors, stair-

ways, lobbies, rest rooms, cafeterias, and other public spaces.

Requirements Affecting the Rights and Welfare of Individuals as
Research Subjects, Patients, or Recipients of Services

Ban on Human Embryo Research and Cloning

NIH appropriated funds may not be used to support human embryo research under any extramu-

ral award instrument. NIH funds may not be used for the creation of a human embryo (s) for re-

search purposes or for research in which a human embryo(s) is destroyed, discarded, or know-

ingly subjected to risk of injury or death greater than that allowed for research on fetuses in utero

under 45 CFR 46.208(a) (2) and subsection 498 (a) and (b) of the PHS Act. The term "human

embryo(s)" includes any organism not protected as a human subject under 45 CFR 46, as of the

date of enactment of the governing appropriations act, that is derived by fertilization, partheno-

genesis, cloning, or any other means from one or more human gametes or human diploid ceils.

In addition to the statutory restrictions on human fetal research under subsections 498 (a) and (b)

of the PHS Act, by Presidential memorandum of March 4, 1997, NIH is prohibited from using

Federal funds for cloning of human beings.

Research on Human Fetal Tissue

Human fetal tissue is defined as tissue or cells obtained from a dead human embryo or fetus after

a spontaneous or induced abortion or stillbirth. This definitions does not include established
human fetal cell lines.

NIH Guidance for Research on Human Fetal Tissue

NIH has issued guidance for grantees conducting research on human fetal tissue. The guidance

and other information on the governing federal statute, Sections 498A and 498B of the Public

Health Service Act, 42 USC 289g-1 and 298g-2, are available on the NIH web site at

http://grants.nih.gov/grants/guide/notice-files/not93-235.html

The scientific and ethical challenges associated with research utilizing human fetal tissues make

it imperative that researchers and their institutions be clearly aware of and in compliance with

the federal requirements particularly section 498B. Violation of this statute carries criminal pen-

alties that are applicable to both the suppliers and the acquirers of human fetal tissue for valuable
consideration.

When an application involving human fetal tissue research is submitted to the NIH, the author-

ized institutional official certifies (by signing the face page) that researchers using these tissues

are in compliance with Sec 498B of the Public Health Service Act, 42 U.S.C. 289g-2. This stat-

ute specifically prohibits any person from knowingly acquiring, receiving, or transferring any

human fetal tissue for valuable consideration. "Valuable consideration" is a concept similar to
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profit, and does not include reasonable payment for costs associated with the collection, process-

ing, preservation, storage, quality control or transportation of these tissues.

There are additional legal requirements for research on the transplantation of human fetal tissue

for therapeutic purposes that is conducted or supported by the NIH. (See Sec 498A and Sec
498B(b) of the Public Health Service Act.) Under section 498A the institutional official who

signs the application must certify that the research on transplantation of human fetal tissue will

adhere to the following provisions:

The woman who donates the fetal tissue must sign a statement declaring that the tissue is be-

ing donated for therapeutic transplantation research, that the donation is being made without

any restriction regarding the identity of individuals who may receive the transplantation, and

that the donation is being made without the donor knowing the identity of the recipient.

The attending physician must sign a statement that the tissue has been obtained in accordance

with the donor's signed statement and that full disclosure has been provided to the donor

with regard to the physician's intent, if any, in the research to be conducted with the tissue,

and any known medical risks to the donor or risks to her privacy associated with the donation

that are in addition to risks of the type that are associated with the woman's medical care. In

the case of tissue obtained pursuant to an induced abortion, the physician's statement must

also state that the woman's consent for the abortion was obtained prior to requesting or ob-

taining consent for the tissue to be used; no alterations of the timing, method, or procedures

used to terminate the pregnancy was made solely for the purposes of obtaining the tissue for

research; and the abortion was performed in accordance with applicable State and local law.

The principal investigator must sign a statement certifying that he or she is aware that the tis-

sue is human fetal tissue obtained pursuant to a spontaneous or induced abortion, or pursuant

to a stillbirth, that is being donated for research purposes. The principal investigator must

also certify that: this information has been shared with others who have responsibilities re-

garding the research; and prior to eliciting informed consent from the transplantation recipi-

ent, the researcher will obtain written acknowledgement that the patient is aware of the afore-

mentioned information. Moreover, the principal investigator will certify in writing that he or

she has had no part in any decisions as to the timing, method, or procedures used to terminate

the pregnancy that were made solely for the purposes of the research.

• Research involving the transplantation of human fetal tissue must be conducted in accord

with applicable State and local law.

The institutional official must certify that the physician's statement, statement of the researcher,

and the acknowledgement of the transplantation recipient will be available for audit by the Secre-

tary, DHHS, or designee.
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Confidentiality

NIH expects grantees and others involved in NIH-supported research to take appropriate actions

to protect the privacy and confidentiality of individuals participating in those projects. Investiga-

tors, Data Safety Monitoring Boards, IRBs and other appropriate entities should ensure that poli-

cies and procedures are in place that protect identifying information and that they oversee com-

pliance with those policies and procedures.

Protection of Research Subjects' Identity

Section 301(d) of the PHS Act provides that the Secretary may authorize persons engaged in

biomedical, behavioral, clinical, or other research activities to protect the privacy of research

subjects by withholding the names and other identifying characteristics of those subjects from

individuals not engaged in the research. Authorized persons may not be compelled to disclose

subjects' identities in any Federal, State, or local civil, criminal, administrative, legislative or

other proceeding. An applicant may request a certificate of confidentiality to protect research

subjects' identities under a specific research project. The request should be submitted to the IC

GMO, and, subject to IC review and approval, a certificate may be issued pursuant to 42 CFR 2a.
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Confidentiality of Patient Records

Section 543 of the PHS Act requires that records of substance abuse patients be kept confidential

except under specified circumstances and purposes. The covered records are those that include

the identity, diagnosis, prognosis, or treatment of any patient maintained in connection with any

program or activity relating to substance abuse education, prevention, training, treatment, reha-

bilitation, or research that is conducted, regulated, or directly or indirectly assisted by any de-

partment or agency of the United States. This requirement is implemented at 42 CFR Parts 2 and
2a.

Controlled Substances

If controlled substances are proposed to be administered as part of a research protocol or if re-

search is to be conducted on the drugs themselves, applicants/grantees must ensure that the re-

quirements of the Drug Enforcement Administration (DEA), including registration, inspection,

and certification, as applicable, are met. Regional DEA offices can supply forms and information

concerning the type of registration required for a particular substance for research use. The main

registration office in Washington, DC may be reached at (202) 254-8255. Information also is

available from the National Institute on Drug Abuse at (301) 443-6300.

Human Subjects

HHS regulations for the protection of human subjects, at 45 CFR Part 46, implement section

491(a) of the PHS Act and provide a systematic means, based on established, internationally rec-

ognized ethical principles, to safeguard the rights and welfare of individuals who participate as

subjects in research activities supported or conducted by NIH or other HHS components. Under

the governing regulations, a grantee may not conduct research involving human subjects or ex-

pend Federal funds for research involving human subjects at any site, domestic or foreign, unless
it has an Office for Human Research Protections (OHRP)-approved assurance of compliance

with the requirements of 45 CFR Part 46 and the research has been approved by an Institutional

Review Board (IRB) in accordance with the requirements of 45 CFR Part 46. For purposes of

this public policy requirement, the definitions at 45 CFR 46.102 apply. A "human subject" is de-

fined as a living individual about whom an investigator (whether professional or student) con-

ducting research obtains (1) data through intervention or interaction with the individual or (2)

identifiable private information. The regulations extend to the use of human organs, tissues, and

body fluids from individually identifiable human subjects as well as to graphic, written, or re-

corded information derived from individually identifiable human subjects. The use of autopsy

materials is governed by applicable State and local law and is not directly regulated by 45 CFR
46.

"Research" is defined as "systematic investigation designed to develop or contribute to gener-

alizable knowledge." Unless an activity is "exempt" (see 45 CFR 46.101), any activity meeting

the regulatory definition of "research" constitutes research for purposes of applying the regula-

tions, even if supported by a grant that might have as its overall purpose an activity that is not

primarily research. (For example, some training programs may include research activities.)

OHRP should be consulted if there is any question concerning the classification of research as

exempt or nonexempt.
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Assurance Requirements and Institutional Review Boards

Applicant organizations proposing to involve human subjects in nonexempt research must file

(or have previously filed) a written Assurance of Compliance with the Office for Human Re-

search Protections (OHRP) setting forth the commitment of the organization to establish appro-

priate policies and procedures for the protection of human subjects. Affiliated organizations or

organizations that will serve as additional performance sites for the grant-supported research also

must file an Assurance. OHRP is responsible for negotiating and approving the Assurance. Pre-

viously OHRP (and its predecessor organization--the Office for Protection from Research Risks)

negotiated several types of assurances, e.g., a Multiple Project Assurance (MPA) or a Single Pro-

ject Assurance (SPA) as well as an Inter-Institutional Amendment if employees of an organiza-

tion with an MPA routinely conducted their grant-supported research at an affiliated institution,

thereby avoiding the need for an SPA for each separate project performed at such sites.

OHRP is now negotiating Federalwide Assurances (FWA) covering all of an organization's fed-

erally supported research activities involving human subjects. Therefore, for organizations pro-

posing research involving human subjects and not currently holding an approved assurance(s),

OHRP will negotiate an FWA. Under the new system, each legally separate entity must file its

own FWA even if the organization does not operate its own IRB and designates another IRB

(registered with OHRP and agreeing to the designation) for that purpose. Organizations currently

operating under SPAs, MPAs and/or other Assurances will continue to operate under the terms of

their current assurances, including time of submission of certification of IRB review, until con-

verted to an FWA 8. Detailed information concerning FWAs, including the OHRP Assurance

Training Module, are available on the OHRP web site.

NIH will not award a grant in which human subjects are involved for non-exempt research unless

the grantee has an OHRP-approved assurance and the grantee provides a certification to NIH that

the research has been approved by an appropriate IRB, consistent with 45 CFR Part 46, within 12

months prior to the budget period start date. IRB approval is not required prior to NIH peer re-

view of an application. Therefore, following peer review and notification of priority

score/percentile, applicant organizations should proceed with IRB review for those applications

that have not yet received IRB approval and that appear to be in a fundable range. Regardless of

when the IRB review occurs, the IRB should ensure that the research described in the application

is consistent with any corresponding protocols reviewed and approved by the IRB. It is the

grantee organization's responsibility to ensure that all sites engaged in research involving human

subjects have an appropriate OHRP-approved assurance and IRB approval of the research con-

sistent with 45 CFR Part 46, and to comply with NIH prior approval requirements related to the

addition of sites not included in the approved application (see "Administrative Requirements--

Changes in Project and Budget--Prior Approval Requirements"). The list of organizations with

s After February 28, 2001 OHRP will no longer routinely accept assurances that are limited to HHS-supported
research, to special categories of research, or to individual research projects. Current MPAs will remain in effect
until the designated expiration date or December 31, 2003, whichever comes first; however, MPA organizations
may file a new FWA at any time prior to that date and they are encouraged to do so as soon as possible. MPAs that
have been administratively extended by OHRP must be replaced with an FWA no later than March 1, 2001. OHRP
will not accept changes to existing MPAs (except for IRB membership updates). If changes are necessary, the or-
ganization should file an FWA.
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approved assurances is available at the OHRP web site (http://ohrp.osophs.dhhs.gov). Grantees

may not draw funds from the payment system or make obligations against Federal funds

for research involving human subjects at any site engaged in non-exempt research for any

period not covered by both an OHRP-approved assurance and an IRB approval consistent

with 45 CFR Part 46. As specified in 45 CFR 46.111, the IRB review must include a determina-

tion that, for research covered by the regulations:

. The procedures to be used will minimize risks to subjects;

. Risks to subjects are reasonable in relation to expected benefits, if any, to subjects and the

importance of the knowledge that may reasonably be expected to result;

Selection of subjects is equitable;

t Informed consent is sought from each prospective subject or the subject's legally author-

ized representative and is appropriately documented in accordance with, and to the extent

required by, the regulation;

Where appropriate, the research plan makes adequate provision for monitoring the data

collected to ensure the safety of subjects, the protection of privacy, and the confidentiality
of data; and

t Where some or all of the subjects are likely to be vulnerable to coercion or undue influ-

ence, such as persons with acute or severe physical or mental illness or persons who are

economically or educationally disadvantaged, appropriate additional safeguards are in-

cluded in the study to protect the rights and welfare of these subjects.

If an IRB considers the impact of potential financial (or other) conflicts of interest on the re-

search and the protection of human subjects, it should refer to the organization's policies and

procedures for identifying and monitoring conflicts of interest (see "Public Policy Requirements

and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--
Standards of Conduct--Financial Conflict of Interest").

The regulations specify additional protections for research involving fetuses, pregnant women,
and human in vitro fertilization (Subpart B); prisoners (Subpart C); and children (Subpart D).

No individual may receive NIH grant funds for covered research involving human subjects

unless the individual is affiliated with or sponsored by an organization that assumes responsibil-

ity for the research under an applicable written Assurance or the individual makes other ar-

rangements with OHRP.

Information concerning the preparation and negotiation of Assurances, as well as copies of the

regulation, may be obtained from OHRP at the address shown in Part III or from its home page at
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http://ohrp.osophs.dhhs._gov. OHRP also has produced a publication available through the Gov-

emment Printing OfficCand an instructional videotape.

Education in the Protection of Human Research Participants

Before funds are awarded for competing applications involving human subjects, investigators

must provide a description of education completed in the protection of human subjects for each

individual identified as "key personnel" in the proposed research. Key personnel include all indi-

viduals responsible for the design or conduct of the study. The description of education should be

part of a cover letter that accompanies the description of "other support," IRB approval, and

other information submitted prior to funding in accordance with "just-in-time" procedures. For

non-competing continuations, the description of education should be part of the documentation

submitted as a prerequisite to award (whether under the Streamlined Noncompeting Award Proc-

ess or submitting a full non-competing continuation application).

Data and Safety Monitoring

NIH requires oversight and monitoring of all human intervention studies to ensure the safety of

participants and the validity and integrity of the data. This policy is in addition to any monitoring

requirements imposed by 45 CFR Part 46 (see "Human Subjects" in this subsection), FDA, or

the NIH Guidelines for Research Involving Recombinant DNA Activities. The level of monitoring

should be commensurate with the risks and the size and complexity of the clinical trial. Over-

sight and monitoring under Phase III clinical trials should be in the form of Data Safety Monitor-

ing Boards (DSMBs). A DSMB also may be appropriate for Phase I and II clinical trials if the

studies have multiple clinical sites, are blinded (masked), or employ particularly high-risk or

vulnerable populations. The DSMB monitoring function is above and beyond that traditionally

provided by IRBs; however, the IRB must be cognizant of the procedures used by DSMBs, and

the DSMBs must provide periodic reports to investigators for transmittal to the local IRB.

For competing research applications involving Phase I or II clinical trials, the applicant must in-

clude a general description of the data safety monitoring for review by the Scientific Review

Group. A detailed monitoring plan must be included as part of the research protocol, be submit-

ted to the local IRB, and be reviewed and approved by the funding IC prior to initiation of the

trial. At a minimum, monitoring plans must include a description of the reporting mechanisms

for advising the IRB, FDA, and NIH of adverse events. In specific cases where the funding IC is

the sponsor of the test agent, i.e., the holder of the Investigational New Drug Application, inves-

tigators must submit individual adverse event reports to the IC in accordance with FDA regula-

tions. If a safety monitoring committee has been established for Phase I or II trial, summary re-

ports of the committee's discussions must be submitted to the IC and to the IRB. The funding IC

may specify the reporting requirements for adverse events, which are in addition to annual report
to the IRB.

Protecting Human Subjects: InstitutionM Review Board Guidebook, 1993, Stock No. 017-040-00525-3, may
be ordered from the Superintendent of Documents, Telephone: (202) 512-1800. This Guidebook is also available
from OHRP's Web site (http://ohrp.osophs.dhhs.gov/irb/irb guidebook.htm).
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For multi-site Phase I and II trials, investigators should organize a central reporting entity that

will be responsible for preparing timely summary reports of adverse events for distribution

among sites and the IRBs of participating sites. The frequency of summary reports will depend

on the nature of the trial. Organizations with a large number of clinical trials may develop stan-

dard monitoring plans for Phase I and II clinical trials. However, such plans should always be

evaluated for appropriateness for the particular investigation.

All multi-site trials with DSMBs are expected to forward summary reports of adverse events to

individual IRBs in order for them to address reports related to the site for which they have re-

sponsibility. Grantees should address questions on this subject to the NIH Program Official.

Further information concerning these requirements is contained in several NIH Guide for Grants

and Contracts notices (bttp://grants.nih.gov/grants/guide/notice-files/not98-O84.html) and

(http://grants.nih.gov/grants/gnide/notice-files/NOT-OD-OO-O38.html).

Investigational New Drug Applications/Investigational Device Exceptions

All clinical research involving investigational new drugs (IND), drugs approved for a different

indication, or experimental combinations of drugs, must meet the Food and Drug Administra-

tion's (FDA) IND regulations, FDA's human subjects protection requirements, and the HHS hu-

man subjects' requirements to be eligible for funding. As provided in the FDA regulations, an

IND or Investigational Device Exception (IDE) also may apply to biologics or devices. The FDA

regulations are published at 21 CFR Parts 50 and 312.

The official sponsor of the IND/IDE, whether NIH, a grantee, or a third party, is legally respon-

sible for meeting the FDA requirements. If a third party, such as a pharmaceutical company or

research organization under contract to a grantee or to a pharmaceutical company, is the

IND/IDE sponsor, the legal responsibility for monitoring the clinical trial and reporting to FDA

rests with the sponsor rather than the grantee. This generally will be the case for larger, multi-site

clinical trials. If the grantee is the IND/IDE holder, commonly referred to as an "investigator-

initiated IND/IDE," the grantee or the investigator serves as the sponsor and assumes the legal

responsibility. In any case, the grantee is ultimately responsible to NIH for ensuring compliance

with the requirements for protection of human subjects, including compliance with FDA's

requirements.

Following the filing of an IND, FDA has a 30-day period in which to review it. FDA may allow

the IND to proceed or may defer approval of the IND until changes it deems acceptable are

made. FDA also may order a clinical trial to be suspended or terminated, at any time, based on
information it receives about that clinical trial.

When NIH funds all, or part of, a clinical study involving an IND or an IDE, NIH must be

knowledgeable about any significant communications with FDA concerning the study. The

grantee organization must report certain types of FDA communications to the NIH IC within 72

hours of receiving a copy of or upon being informed of the FDA communication (through the PI

or another person acting on behalf of the grantee), whichever occurs rlrst. This notification re-

quirement applies to any of the following communications from FDA with the sponsor of the
1ND or/DE:
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If a foreign or international grantee is issued a Notice of Grant Award, which
signifies that the grant is funded, how do they get the grant funds?

Foreign/International grants will normally be paid by U.S. Treasury check by the
National Institutes of Health (NIH) Office of Financial Management (OFM) on a
predetermined quarterly advance basis, usually in four equal installments, The
contact person at NIH, OFM who processes these payments is Ms. Joyce Lee who
can be reached at 301-402-5798.

What assurances and certifications are required for a foreign organization?

The following assurances and certifications are required for grants to foreign
organizations:

• Human Subjects (if applicable)

• Vertebrate Animals (if applicable)
• Research Misconduct

• Lobbying & Drug-Free Workplace
• Delinquent Federal Debt
• Financial Conflict of Interest Debarment (with the exception of foreign

governments and international organizations)

You can find out more information about these assurances by referencing the NIH
Grants Policy Statement at:
http://grantsl .nih.gov/grants/policy/nihgps 2001/Dart_iia_l .htm

What is the NIH policy concerning the transfer of a grant to or between foreign
institutions?

A change of grantee that involves the transfer of a grant to or between foreign
institutions or international organizations is possible but will require a single case
deviation from policy by the appropriate NIH Institute or Center's Chief Grants
Management Officer and approval of the Institute or Center Advisory Council/Board.
Transfer of a grant from a foreign organization to a domestic organization requires the
approval of the Grants Management Officer.

Can requests for funding be made in foreign currency and then be converted to
U,S. dollars?

No. All requests for funds, including the budget contained in the application, must be
stated in U.S. dollars. Once an award is made, the NIH will not compensate foreign
grantees for currency exchange fluctuations through the issuance of supplemental



http://www.nih.gov/fic/

awards.

Do foreign grantees with grants under the Streamlined Non-competing
Application Process (SNAP) have to submit Financial Status Reports for each
budget period?

Yes, Financial Status Reports (FSRs) must be submitted for each budget period on
Standard Form SF-269. The SF-269 form can be found at:

httD://grants.nih .gov/g rants/fsr_sf269_long .pdf.

How to do I complete the budget pages for a D43 Competing Grant Application?

Please follow the instructions for the revised PHS 398. The instructions may be found
at: httD:llgrants.nih.govlgrants/fundinglDhs398/section l.html#4_detailed

DO NOT use the Modular Budget Format Page.

All budget items related to faculty and administrative participation in the program
should be itemized on PHS 398 Form Page 4. For the entire proposed project period,
use PHS 398 Form Page 5. Please note:

• The salary limit for U.S. faculty is currently $166,700. Further information can
be found at: http://grants.nih.gov/grants/guide/notice-files/NOT-OD-O2-O30.html

• List foreign site staff under the "Consultants" category. Do not include them
under the "Personnel" category, or under "Stipends" on PHS 398 National
Research Service Award (NRSA) Substitute Form Page 4.

• Please include all faculty travel (U.S. and foreign) under the "Travel" category
on PHS 398 Form Page 4, reserving all trainee travel expenses to be listed on
NRSA Substitute Form Page 4.

• A separate, detailed budget for subcontracts/consortiums should be completed
on separate PHS 398 Form Pages 4 and 5, and the total costs reflected under
"Consortium/Contractual Costs" on the parent budget page PHS 398 Form
Page 4.

The total direct costs from PHS 398 Form Page 4 should be summarized as an item
on NRSA Substitute Form Page 4 in the "Other" category, and identified as "Totals
from PHS 398 Form Page 4 and 5." This will result in NRSA Substitute Form Pages 4
and 5 reflecting the composite budget, showing all funds requested. All budget items
related to trainee participation should be itemized on PHS 398 NRSA Substitute
Form Page 4. For the entire proposed project period, use NRSA Substitute Form
Page 5.

We welcome your questions and comments about FIC and its research programs.
Please send e-mail inquiries to the Office of Communications. Telephone:
301-496-2075 Fax: 301-594-1211.

Office of Communications • Fogarty International Center • National Institutes of
Health
Building 31, Room B2C29 • 31 CENTER DR MSC 2220
Bethesda, MD 20892-2220

f2 6/11/022:54PM
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Policy'-

ssue Date:

Last Revision Date:

Purpose

Travel Policy

December 18, 1995

November 17, 1997

From time to time _ employees are required to travel on behalf of the company forlbusiness

purposes. This policy sets forth procedures and guidelines for incurring expenses and for their

reimbursement. If you are uncertain about a particular expense or policy, contact your supervisor

prior to the expenditure. Please note that SBIR related travel requires special attention in regard to
hotel per diems.

Authorization to Travel

All marketing related travel must be approved in advance Any other out: of town

trips requiring an overnight stay must be approved in advance Please complete a

Purchase Order for the necessary travel arrangements and accommodations.

Use of Personal Auto

From time to time, it may be necessary for you to utilize your vehicle for pre-authorized company
business. You may claim 31.5 cents per mile as mileage reimbursement.

Air Fare

_irline tickets should be booked in advance inorder to take advantage of any discounts. Ptease

bear in mind that discount fares do not allow changes, so you must be able to make a commitment

to the travel dates and change them only under extraordinary circumstances. Travel and

accommodations associated with marketing exhibitsJtradeshows should be coordinated through_Dl

Other travel and accommodations should be coordinated through_a_lJ_m. All air

travel mus: be coach class. Please include your airfare receipt with your expense statement.

Auto Rental

Auto rental requires the prior approval of your department manager. In genera-, auto rentals 'will be

approvecl for a group traveling together. Include your rental receipt with your e_pense statement.

Taxi and Other Transportation Costs

.z,_.

Please utilize shuttle/hotel bus service whenever possible. When traveling in groups taxis may be

economical. When traveling to and from your local airport, choose between long-term parking or a

taxi based on whichever is the most economical for the company. Obtain receipts whenever

possible and include them with your expense statement

Hotel

-Hotels accommodations for exhibit activities will be arranged for the group attending. Coordinate

your stay through _. For other business trips choose hotels convenient to your business activities.

Bear in mind that if you are on SBIR related travel, your grant will only cover lodging expenses up to
"he government approvecl lodging per diem rate for that city. See http://policyworks.gov/org/maln/

._t/homepage/mtt/perdiem/travel.shtml to find the government approved lodging per diem rate for the

city to which you are traveling. If necessary, you can still stay in a hotel that charges a higher rate
than the government lodging per diem, but _ will have to pay the difference. Hotel:rat.es in

excess of $100.00 per night must be pre-authorized by _ ora_nmmls, depending on



the type of travel. Please supply copies of all hotel receipts with your expense statement and also

remember to report phone calls and faxes separately. Movies, room service, .,;hoe shine, etc. are

considered incidental expenses and must be covered by the meal per diem.

Per Diem Meal Reimbursement

Meals will be reimbursed on a per diem basis. The per diem rate varies by travel city anti ranges

betwe_ and $42 per day. See http://po/icyworks.gov/org/main/mt/homepage/mtt/Perdiem/

trave/.shtm/to find the government approved per diem rate for the city to which you are traveling.

The per diem applies to all full travel days associated with an overnight stay. Any meal expenditures

over the per diem rate will not be reimbursed by the company. Partial travel day per diem is as

follows:

Leave by
8:00 am

11:00 am

4:00 pm

Return by

11:00am

4:00 pm
after 5:00 pm

Per c_em

Full amount

80% of full ant

50% of full ant

20% of full ant

50% of full arnt

Full Amount

Entertainment Expense

Entertainment expenses require your department manager's approval. Any request for

reimbursement of entertainment expenses must be accompanied by a d_scription of the

entertainment, a listing of the individuals entertained, the purpose of the entertainment and a detailed

receipt for the expense. Entertainment where a disproportionate number of company employees

participated will be questioned and may not be fully reimbursed. Entertainment expenses cannot be

charged to SBIR grants.

Telephone/Fax/Incidental Expenses

The cost of telephone calls from hotels is expensive. Use of telephone credit -cards is en:ouraged.

Calls should be for business purposes or to keep in touch with immediate family. Please separate

phone/fax expenses from hotel and report unt_er the Phone/Fax category on your expense

statement. Other incidental expenses must be covered by the meal per diem.

Saturday Night Stay Policy

In many instances travel over a Saturday can save on the price of the air fare. Up to one half of the

savings may be used toward week-end accommodations, meals and miscellaneous expenses if an

employee chooses to stay over the Saturday. This is not allowed if you are on SBIR rela;ed travel.

International Travel

Must be arranged by your department manager with the president of the company. International

travel will involve per diL_rfis as well. You can find those on the same Internet site as well.
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Time and Effort Reporting for Commercial

Organizations

Policy

Commercial (for-profit) organizations must document salaries and wages charged to

contracts and grants by maintaining a labor distribution system for all employees

regardless of function. The labor distribution system must account for total hours and

charge direct and indirect labor to the appropriate cost objectives in order to accurately

identify labor costs:

• Charged to direct projects

• Charged to indirect activities
• Included in the base to which indirect costs are allocated.

Internal controls

Timekeeping procedures and controls on labor charges are of utmost concern. Unlike

other costs, labor is not supported by external documentation or physical evidence which

provides independent checks and balances. It is critical that managers indoctrinate

individual employees on their independent responsibility for accurately recording their

time. Internal controls over labor charging should meet the following criteria:

• The responsibility for timekeeping and payroll accounting should be separated.

• Procedures must be clear and reasonable so there is no confusion regarding the

rationale for the controls or misunderstanding as to what is and is not permissible.

• Maintenance of controls must continually be verified, and violations must promptly

and effectively be acted upon to serve as a deterrent to prospective violations.

Individual employees must constantly be made aware of controls that act as an

effective deterrent against violations. This awareness can be accomplished by

emphasizing the importance of accurate time and effort reporting in orientation

sessions, periodic meetings and the posting of messages as reminders.

• Changes on timesheets to the number of hours recorded or the cost center identified

should be made by the employee and must be initialed by the employee.

The company policy must state that the nature of the work performed determines the

proper distribution of time, not the availability of funding, type of contr_ict/grant or
other factors.



Thecompanypolicy shouldemphasizethatcompleteandaccuratetimeandeffort
reportingis animportantpartof anemployee'sjob. Carelessor improperreporting
mayleadto disciplinaryactionsundercompanypoliciesaswell asapplicableFederal
statutes.

Time and Effort Documentation Requirements and

Responsibilities

Detailed instructions for time documentation should be established in written company

procedures. A manual system would require handwritten pen and ink entries on a paper

timesheet reflecting all the days in the pay period. An automated timekeeping system

typically would use remote data entry for recording labor charging data and sending it

directly to a central computer for processing. Supporting documentation for an

automated system would normally consist of computer printouts showing data that appear

on source documents, i.e., timesheets, in a manual system.

Employee Responsibilities

Whether a manual or automated time and effort reporting system is in place, the

employee is personally responsible for:

• After the fact recording of hours (or fractions thereof) on a daily basis.

• Recording all hours worked and all hours absent. All hours should be recorded

whether or not they are paid.

• Recording of hours on the timesheet in ink (manual system only).

Recording the correct distribution of hours by project or indirect category. The nature

of the work performed determines the proper distribution of time, not the availability

of funding, type of contract/grant or other factors. To ensure accuracy, a listing of

project numbers/indirect categories and their descriptions should be provided in

writing to each employee.

Any changes/corrections to timesheets should be made by the employee and must

show what was initially recorded, i.e., no erasures or "white out" of entries. The

employee also must initial any change(s).

• At the end of each pay period, the employee must sign the timesheet or electronically

certify the labor distribution in an automated system.



Supervisor Responsibilities

An authorized company official (e.g., supervisor) must cosign timesheets or

electronically certify individual time and effort reporting at the end of each pay

period.

The supervisor is prohibited from completing an employee's timesheet or entering

hours in an automated system unless the employee is absent for an extended period of
time on some form of authorized leave.



Time Sheet

Employee NamL_

Supervisor Name.

Employee Signature_.

Supervisor Signature

MONTH:

DAY:

PROJECT:

INDIRECT*

VACATION

HOLIDAY

SICK LEAVE

OTHER

TOTAL

yEAR: ----

1 2 3 4 5 6 7 8 9 10 11

16 17 18 19 20 21 22 23 24 25 26

12 13 14 15 TOTAL

27 28 29 30 31

EMPLOYEE INSTRUCTIONS: Time Sheet must be completed in ink and corrections should

be initialed by employee. For each day of the month (column) enter the number of hours

worked on each project (as well as IR&D) or individual indirect category. At the end of the

reporting period, sum the number of hours in the "Total" column and enter on the last line

in the column. Sign and date the time sheet, and give it to your supervisor.

*Record the number of hours by indirect category (for example;

overhead, G&A, Sales, Marketing etc.)



SAMPLE EXPENSE REPORT

Section 19
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SAMPLE EMPL 0 YEE

AGREEMENT

Section 20



Who Is an Employee?

.are vou a contingency, worker--a free-
lancer, temporary, part-timer, one-year or
contract worker or actually an employee?

"Hiring for a particular project and not
paying benefits do not necessarily make
workers into independent contractors," said
Peter DeChiara. a New York attorney, writing
in the newsletter of Working Today
(212-84(Y6066), a nonprofit membership or-
ganization for people who work independent-
IV.

DeChiara lists these guidelines to deter-
mine iI you're an employee
• "]"he compa.ny supervises you or controls
how you do your work.

• "_buwork on company premises.
• '_bu've worked for the company for several
,,'ears.

• You work only for that company.
• You use the comp_Lv's equipment, not
vour o_.

• The company sets the hours vou work.
• You have no money invested in the compa-
ny' and won't profit or lose as a result of your
work. . .

DeChiara said the IRS "'estirn_eg' t_

misclassi_fication costs the federal govern-
rnent more than S1.5 billion in lost payroll
taxes "' -- Knight-Ridder



EMPLOYMENT AGREEMENT

This Aureement dated

between

with an office and princlpal

("Employee").

plac6 of

is entered into

bus (theiness"Company"),at

and

I. Employment. The Company hereby employs Employee

and Employee hereby accepts such employment and agrees to
perform the services specified herein upon the terms and
conditions hereinafter set forth.

2. Term. The term of this Agreement shall con_nence
as of the date of this Agreement and continue until terminated
as hereinafter set forth.

3. Compensation. For all services rendered by

Employee under this Agreement _Q Company sha'l pay Employee

(i) a gross salary of $ (before standard
deductions) per year, payable bl-montnly during the term of
this Agreement, and (ii) certain commissions as described on
Annex A attached hereto and incorporated herein by reference.

The compensation of Employee shall be subject to adjustment
from time to time by the Board of Directors of the Company (the
"Board").

4. Benefits. During the term of this Agreement,

Employee shall receive the benefits provided by the Company to

all full-time employees of the Company, including participation

in the Company's 401K plan after 12 full months of employment
with the Company. The benefits provided by the Company shall
be subject to modification, adjustment or replacement, in whole

or in part, from time to time by the Board, and nothing herein

should be construed as a guarantee or entitlement as to the
level, amount or value of such benefits.

5. Duties. Employee has been hired as a

and he shall perform the duties normally incidental

to that position for as long as he shall hold that position.

Employee shall also perform such other duties and
responsibilities as may be prescribed from time to time by the
Board.

6. Limitation on Authority. Without express
authorization from the Board, Employee shall not: (a) incur

any debt on behalf of the Company; (b) bind the Company under

any contract, agreement, note, mortgage or otherwise; (c)
release or discharge any debt due the Company, unless the



Company has received the full amount thereof; or (d) sell,
mortgage, transfer or otherwise dispose of any assets of the

Company.

7. Extent of Service. Employee shall devote such

time, attention and energy to the business of the Company as
the Board shall require, and shall not during the term of this

Agreement be engaged in any other business activity if pursued
for gain, profit or other pecuniary advantage, without the

express consent of the Board. The foregoing shall not be
construed to prevent Employee from making investments in
businesses or enterprises, provided such investments do not

require any services on the part of Employee in the operation
or affairs of such business or enterprise.

8. Disclosure of Information. Employee acknowledges
that, during the course of his involvement with the Company as
an employee, he will occupy a position of trust and confidence,

and that, during such employment with the Company, he will have
access to and become familiar with confidential and proprietary
information of the Company, including, without limitation, the

types of information listed on Annex B attached hereto and
incorporated by reference (collectively, "Confidential
Information").

Employee covenants that he will keep secret all Confidential
Information and that he will not, during or after the term of

this Agreement, disclose or communicate any Confidential

Information, directly or indirectly, to any other person or

entity, nor will Employee use any Confidential Information in

any way for his own benefit, directly or indirectly, or in any

way which is inconsistent with the confidential nature of
Confidential Information. Upon termination of this Agreement,

for whatever reason, Employee shall deliver to the Company any

and all Confidential Information in his possession or control,

including all records, files, notes, notebooks, reproductions

and other documents of whatsoever nature relating to the

Company.

9. Solicitation. Employee shall not, during or

after the term of this Agreement, directly or indirectly, (a)

induce any present or future customer of the Company to do
business with any company which manufacturers or markets

products similar to those manufactured or marketed by the
Company; (b) request or advise any present or future customer
of the Company to withdraw, curtail or cancel such customer's

business with the Company; or (c) cause or induce any present

or future employee of the Company hired during the term of this

94BIB
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Agreement to leave the employ of the Company or accept

employment with the Employee or with any other person or entity.

I0. Restrictive Covenant. Employee shall not, during

the term of this Agreement and for a period of 24 months

thereafter, engage, within the United States of America, as

principal, agent, trustee or through the agency of any person
or entity, in any business conducted by the Company or in
compeultlon with the Company, and Employee shall not become an
owner of more than I% of the outstanding shares of capital

stock of any corporation, or an officer, director Or employee

of any corporation, or a member or employee of any partnership
or an owner or employee of any other business which conducts a

business in competition with the Company.

11. Proprietary Property. During the term of this

Agreement, Employee shall promptly and fully disclose to the

Company all inventions or improvements made or conceived by
him, solely or with others. Where the subject matter of such

inventions or improvements are made or conceived by Employee
during the term of this Agreement or within six months

thereafter and result from or are suggested by any work which
Employee may do for or on behalf of the Company or relates to

the Company's business, the Company shall have all rights to
such inventions or improvements, whether patentable or not. At
the request of the Company, either during or after the term of

this Agreement, Employee shall execute or join in executing all

papers or documents required for the filing of patent

applications in the United States and such foreign countries as
the Company may elect, and shall assign all such patent

applications to the Company or its nominee, and shall provide
the Company or its agents or attorneys with all reasonable
assistance in the preparation and prosecution of patent

applications, drawings, specifications, and the llke, all at
the expense of the Company, and shall do all that may be

necessary to establish, protect and maintain the rights of the
Company or its nominee in the inventions, patent applications,
and Letters Patent in accordance with the spirit of this

Agreement.

12. Involuntary Termination. This Agreement may be
terminated by the Company upon written notice to Employee at

any_cime after the occurrence of any of the following:

(a) Employee dies;

(b) Employee fails or refuses to (i) faithfully and
diligently perform his duties as set forth in
this Agreement or as may from time to time be

9481B



prescribed by the Board, (ii) comply with any of

the provisions of this Agreement, or (iii) comply
with any policies, standards or regulations of

the Company as they may from time to time be

prescribed by the Board; or

(c) Employee commits dishonest acts toward the

Company.

13. Voluntary Termination. Notwithstanding the

foregoing, Employee acknowledges that he is employed by the
Company under this Agreement as an employee "at will" for an

unspecified duration, and that either Employee or the Company
may terminate this Agreement, with or without cause, at any

time, by giving the other party hereto written notice of
termination, such termination to be effective 30 days from the

date of such notice; provided, however, the Company may, in its

discretion, pay Employee an amount equal to two months of
Employee's salary (set forth in Section 3) in lieu of said

30-day notice and, in such event, termination shall become

effective upon notice thereof by the Company to Employee.

14. Remedies. In the event of a breach or threatened

breach by Employee or any of the provisions of paragraphs 8, 9,

10 or II of this Agreement, the Company will suffer irreparable
injury not fully compensable by money damages and, therefore,
will not have an adequate remedy available at law.

Accordingly, if the Company institutes an action or proceeding
to enforce the provisions of paragraphs 8, 9, 10 or II of this

Agreement, the Company shall be entitled to obtain such

injunctive relief or other equitable remedy from a court of
competent jurisdiction as may be necessary or appropriate to

prevent or curtail any such breach, threatened or actual. The
foregoing shall be in addition to and without prejudice to such
other rights as the Company may have under this Agreement, at

law or in equity, including, without limitation, the right to
sue for damages.

15. Survival. The provisions of paragraphs 8, 9, i0,
II and 14 through 21 shall survive any termination of this

Agreement.

16. Notices. Any notice given under this Agreement

shall be sufficient, if in writing, and mailed by either

registered or certified mail, return receipt requested, postage
prepaid to the Company at its principal place of business and
to Employee at his last known residence address.

94BIB



17. Assignment. The rights and obligations of the

Company under this Agreement shall inure to the benefit of and
shall be binding upon the successors and assigns of the

Company.

18. Waivers, The waiver by any party hereto of a

breach of any provision of this Agreement shall not operate or
be construed as a waiver of any subsequent breach of any party.

19. Invalid Provisions. The invalidity or
unenforceability of a particular provision of this Agreement
shall not affect the other provisions hereof, and this

Agreement shall be construed in all respects as if such invalid

or unenforceable provisions were omitted.

20, Entire Agreement. This Agreement embodies the

entire agreement between the parties hereto relating to the

subject matter hereof, and supersedes and replaces in their
entirety all prior understandings and agreements relating to

the subject matter hereof. This Agreement may be amended or

supplemented only by an instrument in writing executed jointly

by Employee and an authorized officer of the Company,

21. Applicable Law, This Agreement shall be subject

to and governed by the laws of the State of _. Venue for

any action hereon or hereunder shall lie in _ County,
_m, and Employee hereby consents thereto.

Executed as of the date first written above.

By

President

9481B
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Sample Consultant Services Policy

Consultant Services Policy and Procedures:

The Corporation may utilize a number of consultants to help in highly specialized areas

(e.g. Intellectual Property) or where it is not economical to hire a full-time person to fill a

position for a short-term project. The use of consultants allows the Corporation to gain

access to highly skilled professionals to assist in very specialized areas

The process for determination of need and selection process is as follows:

Step Description Responsible

Consulting

Request

Approval of

Consulting

Selection of

Consultant

gates and

Contract

Payment

Identification of the need for outside

consulting services to be used. All requests

are reviewed at weekly management

meeting.

Approve request for consultant services.

Selection depends on area of specialty. For
scientific/research, the Chief Science
Officer will make the selection. The

President/CEO selects all other consultants.

All consultants are required to sign a

consultant agreement that describes the

services to be performed, the rate of

payment, and terms (e.g., confidentiality)

All rates are approved by the President/CEO

and basis determined by regional salary

scales, consultant institutional rate, or other
reasonable methods.

Consultants must submit an invoice for

services prior to payment. Rate based

consultant services (e.g. hourly or daily

charge), the invoice must include the time

report specifying date, time, and description

of work. The President/CEO, prior to

payment, must approve fixed fee consultant
services after review of consultant

report/work performed.

Anyone in the
Corporation may

submit a request

President/CEO

President/CEO

Chief Science Officer

President/CEO

President/CEO



An Example of a Typical Consulting Agreement
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CONSL'LTLNG AGREEMI_-f

This Agreement is effective as ofthe . .

between . Corporation, a
business located at

( .')and

. .dayo[" , 199.. ,byand

• corporation with ks principal place of

("Consultant").

WHEKEAS, Consultant possesses valuable information, imowledge and technical

expertise relating to .... ; and

WHEREAS,

Agreement.

desires to retain Consultant on the bails set forth in this

NOW, THEREFORE, for good and valuable consideration,

agree as follows:

. and Consu_ant

1. OBLIGATIONS OF CONSULTA_N'T

a. Consm"tant shall x'i.git

mutually a_eeable to Consultant and
S

up to two (2) days per year at times

• to prm,ide consulting se_ices for

b. Consultant shal] be available as is reasonably necessa. D" to , by

telephone, facsimile transmission and electronic mail. to provide cons-u.)ting
services for

c. Consu.ham shal/alloy,

(2) times per year so that
for "s

to visit Cons'u]tam's laboratory, up to two

ma,, obtain consulting services fi'om Constdtanl

d Con.oa.l'ta.nt shall occasional/_ review.,, and critique

literature and promotional matertals related to 's

product

e. Consmkant shall perform other consukting services for

upon bv Consu2tant and : in ,aritmg

as agreed

2. OBLIGATIONS OF

shall pay ConsuJtam

b, shaLl funush Consultant v,'ilh a Dollar

(US $ ) product credit for products at "s US

catalog list price and such credit shall be in effect during the fir_

( ) months of this Agreement on/3'. An}' credit that remains after the first

( ) months ofthts Aueement shall revert back to

Consutrazt shall not use an', of the Promega products described hereto m researc_



that is subject to consulting, licensing, or sirr_lar obligations to another commercial

entity, unless prior written permission is obtained from by Consultant.

¢. shall reimburse Consultant for all reasonable om-of-pockc_

expenses rehted to Consultant's visits to as described in Section la

herein upon submission of an itemi_ed statement for such expenses, bu! on]), if

such expenses arc authorized by prior to being incurred. Consultant shall

request written authorization for intended e_enses from

3. USE OF FACII JTIES

During the term of this Agreement, agrees to _ow Constant access to md

reasonable use of 's fac;l_es, mbject to the following qualifications.

e. Consultant e_ress_' warrants and represmts that they g_ perform their

servica:s on their own business premises and with their own equipment, except by

a_eement with Promega and in accordance with paragraphs 3,b. and 3.c.,

b. Cons_am shallbe allowedtousethefacilitiesof

benefitof , .;and

for the direct

c Any use of

o_ requJ_cmcms

's famlixiesby Consakzm shallbe subordinateto. 'S

4. PROVISION OF OTHER SERVICES

During the term ofthi¢ A m'eemen_. Cons_kam may provide services loothers, plmided such

pro_sion ofservicesv,_ notconstituteor createthepos_'bi]_." ofa conflicawith 's

interests_nd furdacrpro'tidedtha_Consuhantadvises ofthenames ofallsuchother

persons or entities and the general nature of the work to be performed by the Consultant in

each case.Notwkhszandmg m_hmg inthisAgreement to thecontrary, -,hallhave the

right to t_ate this Agreement if. in ks reasonable opinion, the Consuk_t's performance of

such services w_l conflict wit.h 's imeres_s. Con_,l)ant represents that Const&am is

not a part-)' to any e.,fisting a_'eement that would prevent Consultant fi'om entering into and

performing under this A_'eemem

5. TERYUTERMZNAT ION

a. ThisAgreement shaIJbecome effec_e upon thedate6r_ hereinabove

v_wirt_ and shall continue in effec_ through unless sooner

terminated in accordance with the provisions oftkis Section. The parties hereto

may, however, extendtheterm ofthi_Con_-ultin_Agreement foradditionalperiods

as desia-ed under mutual am'eeable terms and conditions wh.ich the parties reduc_

_o v.'mmg and Either. pan) max terminate this Consu.l'iag A_ecme'nt.upon

thirt_ (30_ days prior vcrmen notice to the other



|

b. In the event that either party hereto shall commit any breach of or default

of any of the terms or conditions ofthis Agreement, and also shall fail to remedy

such dcfauh or breach within thirty (30) days after receipt of written notice thereof

from the other par_., hereto, the party giving notice may, at its option and m

addition to any other remedies which it may have at law or in equit3, t_,-.inate thJ_

Agreement by famding notice ofterngnation in wrking to the other party purs_tant

to Section thirteen (13) herein.

c. T¢,-,;.*don ofthi¢ Conmlting Agreemem by either party for any reason

shall not affect the rights and obligations of the parties accrued prior to the

effective date oftermh_ation of this Consclring Agreement.

6. CONYID ENTL_H'I_"

Any and all knowledge, know-how, practices, process, or other informJtion relating to the

subject of this Consulting Agreement (hereinafter referred to as "Confidential

In.formation") disclosed or _bmirted to Consultant in writing or in other tangible form

which is designated as Confidemhd Information, shall be received and maintained by

C_t in strict confidence and shah not be disclosed to any third parry. Consultant

shall not use said Confidential Information for any purpose other than purposes specified

in this Consulting Agreement. Con_dtant may disclose Confidential Information to

individuals requiring access thereto for purposes of this Agreement pro,Aded, however,

that prior to makes any such disclo_xu'es each such individual shall be apprised of'the du_

and obligation to maintain the Confidential Information in strict confidence and not to use

Co/_fidential Information for any purpose other than in accordance v_jth the terms and

conditions of this Consulting Agreement. The obligations of Constdtant under rhls Section

6 shal] not *pply to information: (i) which is now, or becomes in the future, public

knowledge other than through acts or omicsions of Consultant; (ii) which is Iav, Ktll.v

obtained by Cons-u.ltant from a third part3; or (iii) which Congu]ta.m can demonstrate by

v,T'irten records was previously kno_ to Consukant or was developed by Con._..tltam

w_thout reference to Confidential Information The obligations of the parties under this

Section six (6) shall survb.'e the e.\-piration or te,-ination of this Consukiag A_eement for

a period oft_ee (3) years thereafter.

7. PUBLICATION

Notwith.gtanding the undertaking of confidenriaLiD' of Section 6 above, Consultant may

publish the results of Consukant's research arising out of knowledge gained from this

Consulting Agreement, provided however, that Consultant agrees to submit the proposed

manuscript to for its approval at least six-ry (60) days prior to submission for

publication If for good reason {such as confidential or proprietary information

of is disclosed or a possible conflict with 's development and

cornrnercistiTation program) requests a modification thereof,,_.tki_ si.'ct2.160) dav-_ of its

receipt thereof, submission for publication or disclosure wil_ thereupon be withheld b_

Consultant until and Consultant agree to a re_isioa of the proposed publication

acceptable to Approval ofa manuscripl for publication under this Section 7'

shall be made m wrhing by an o_cer of
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1 INTELLECTUAL PROPER'I3'
DRAFT

a. Conmkam shall faUy and promptly communicate to ., in writing on

a form acceptable to -. t, all inventions, i_rovements, devices, processes,

treatments, formula, and compounds, whether pazeotable or not ("Inventions"),

which are first conceived or first reduced to practice by Consultant, either

individually or jointly with others, during the consulting relationship with Promega

or within one (1) year thereafter, and which pertain to the Obligations of

Consultant set forth in Section I, above. All such Inventions shall be the sole and

exclusive property of Consultant shall and hereby does assign aU of

Cons_tant's right, role, and interes_ in and to such Inventions, to

b. The provisions of Se_on 8.a. herein shall not appb' to any Invention for

which no facilhies, products, equipment, Confidential In.formation or ¢ons_dting

time of _ was used and which was developea entirely on Consultant's own
time.

c. Consultant agrees to keep and maintain adequate and currmt records of all

Inventions, at all gages of development, in the form of notes, sketches, drawings,

and reports rehring thereto. All such records shall be and remain the property of

• at all rimes. Upon termination of the consuming relationskip

contemt_hted in this Agreement, by either part), Consultant agrees to return all

such records of all Inventions to and shall retain copies of such records

only with 's vrritteu authorization.

d. During and after the consulting relatio_ with. _ , at the requeg

and expense of , , Consultant shall assist " ---. in ever) way proper to

obtain and to vest in. title to and exchs/ve rights in hax,eurions This

prox'ision skal] include bu_ not be limited to executing and deLb,,ering all documents

necessa D' or desirable _o accomplish such objective. Specifically, this provision

shall be interpreted to me_ that Consultant shall promptly re_,_iev,', sign and deliver

to , an)' and an requeste_d documents or other in.formatlon neoessary to file

and obtain patents relating to Inventions throughom the world. This pro_4sion

also ,,hail mean that if -. becomes invol_'ed in litigation or adm/nlqratb,.e

procee_gs relating to Inventions, at the request and expense of --_:.

Consultant shall cooperate and render assistance and a_'vice thereto I.fConsuhant

renders assistance or advice to -_r, .. under this Section after the termination or

expiration of this Consulr/ng Agreement, then Cons'ahant skall be paid for services

rendered at the then prevailing rate for consultants of like e._erience and training

Expenses incurred b x Co_asLLhant m rendering ser',,ices under th.i_spro_'ision also
shall be reimbursed by

9. LNS UR._N'C E rLN"DE 5L-NTIS"

Consultant shall _/ntah_ adequate mgaxance pro_ection cox'eri.ug Cons_taut's respectix e

actix'ities, as x_'ell as adequate in_rance coxcragc for x e"i:.iclc, Con>-uJtaul shall mdem'_it_,



and hold :... _ harmless from all liability for bod_y injury, death, property damage or

other coszs and expenses (including reasonable attorney fees) resulting from Consultant's

acts or omissions (including, without limitation, negligent acts or omissions) arising out of

Consultant's activities under this Agreement.

I0. ENTIRE AGREEMI.NT

This Consulting Agreement c_nsti_tes the entire agreement between the parties with

respect to the subject matter hereof and the parties are under no obligation to one another

and make no agreement with one another with respect to the subject matter hereof except

as specified in this Consulting Agreement.

11. ASSIGNMENT

Constdtant shall not as,d_ or otherwise transfer any of Consultant's rights, duties or

obligations under this Consulting Agreement withou_ the prior written consent of

12. SEVERABrI.I'I3'

Should any provision oftkis Agreement be held invalid, illegal or unenforceable, by a

court of competent jurisdiction, such provision shay be considered void All other

prox-/sions, rights and obligations shall continue without regard to such provision

13, NOTICES

MI notices provided for in this Consulting Agree'meat shall be sent to the parties at the

addresses indicated in the initial paragraph ofthls Consulting Agreement, unless the

parties change address by written notice to the other. Any notice shall be deemed to have

been gi_'en (i) when delivered in person, (ii) one business day after deposit g-ida a

nationally recognized overnight courier sen'ice, or (iii) two business days after being

depogited in the United States mail pogage prepaid, first class, registered or certified mail

IThe following language should be used for a_eement with international

Consultant: "Any notice shall be deemed to have been given t_o business days after

deposit w_ith an internationally recognized overnight courier sets-ice."]

14. RELATIONSHIP OF THE PARTltS

Conmlr.ant shaft be an independent contractor with respect to :. Consultant shall

not be entitled to benefits or compensation from , (except as pro_-ided ka Section 2

above) and shal] ha no event be entitled to as fringe benefits payable to employees of

• No)hing in Ibis Agreement is imemded or shall be deeme_ to conclude, a lJcen_e.

partnerghrp, agency, employ'me'at, or joint venture relationship berxve,--n the parties



15. MISCEI J ANEOUS WARRA.NTIES AND REPRESENTATIONS

a. Consultant expressb' wa_x,hts and represents that for the duration ofthis

Agreement, Const_ant shall make Cons_am'$ services avai/able to the general public

and will perform such services for other businesses at the _ time _t is

under contract with Promeg& mbject to Section four (4) of this Agr_t; and

b. C.onsukant expressly warrants and represents thaz Consultant has and maintains

Co_dtant's own b-6,,ess premises.

c. Conmlzam expressty warrants and represents that, to the best ofConsu_am's

knowlutge a_Rerreasonable inquiry, C.on__ant has the legal aur_or_, to enter into this

Agreement without the need to obtain authorizations or approvals from any tl_'d par_,

or parties. However, to ",heexist and fi_'ther authoriz_ons or approvals are needed

for this Agreement to be binding and f_y enforceable, C..onsukant agrees to obtain an,,'

and all inch authorizations or approvals. If Co_t obtains approvals as set forth h

the previous smtmce, then Coma_aat agrees to provide to ,, prior to

countersignature by. , either (a) evidence of such approval(s), such as by

copies of appropriate documentation or (b) completion of the "Al:)proved" section of

the signature page of this Agreement by the approprime appro_,'i_g part), or parties."

d. Consultam represcms and wa.rrants that, to the best of Consu.h.am's

knowledge, an)' presem or future disclosure requ.kemems relating to the relatiou,,hT

between Consakaat and • described by this A_eem_t have be.e_ and will
continue to be satisfied.

16. COL.'N-I'ERPARTS

ThJ.s Agreement max be executed in _'o or more counterparts, each of,.,.kich sha_ b:

deemed an original but _ dry, kith together shall con_i_te one and the same ingrurnen_

17. GOXTtL'gTN'G LAW

This Consulting A_eement shall be governed, cons'trued and enforced in accordance w_.h

the laws of the State of , excluding an.,,,choice oflaw principles which may

direct thc appLication of the laws of any other jurisdiction



Intendingto belegallybotmd,thepartiesheretohavesignedthisAgyeement by their duly

authorized representatives. An),' facsimile transmission of this Agreement that is signed by

an authorized representative of each party shall be legally binding and enforceable and the

parties shall make every reasonable effort to execute duplicate originals of the Ag_eemenz.

By:

(signature)
Name:

Social Securi_, # Title:

CORPORATION

Approved:

By:

(si_aru.re)

.'Name

(plea._ lvnn_s

Title:

Ip}_L._ pnnl)



EQUIPMENT

(Commonly Asked Questions

About Equipment Under Grants)

Sec_on 22



)y.!_:i_:::!:;GruutsManagement Infonet

NIH GUIDE, Volume 24, Number 15, April 28, 1995
Commonly Asked Questions About Equipment Under Grants

II

P.T. 34

Keywords: Grants Administration/Policy+
INSTRUMENTS/INSTRUMENTATION/DEVICE

National Institutes of Health

The National Institutes of Health (NIH) Grants Policy Office and awarding institutes and ce',ters

frequently receive questions from research administrators and investigators regarding equipment

purchased with Public Health Service _HS) research grant funds. To assist recipients of PHS research

grants, NIH staff'have developed the following questions and answers regarding equipment. The

-information below does not represent new policy or a revision to policy. Rather, it is a summary of

current regulations and policies pertaining to grant equipment. The answers provided are based on the

assumption that there are no special requirements in the program legislation or regulations or special

terms and conditions of award that would supersede the regulations and policies cited below.

Appropriate citations to policy or re_lation appear within or following each answer. The HHS

regulations on the Administration of Grants appear in the Code of Federal Regulations (CFR) at 45 CFR

74 and 45 CFR 92. Pan 74 is applicable to all recipients except those covered by Pan 92, which governs

awards to state and local governments The regulations at Pan 74 were recently revised to implement the

re_ Jsion to O,",£B Circular A-110, and were published in the Federal Register on August 25, 1994 (Vol.

59. No 164)

The PH2 Grants Policy Statement (GPS) was revised effective April 1, 1994, and an addendum was

effective February 15, 1995. A single copy of each was mailed to all current PHS grantee organizations,

_ hich may photocopy the documents as needed. NTH grantees that did not receive a copy may contact

the .X,_H Division of Research Grants, Office of Grants Information, on 301/594-7248 to request a single

copy It, addition, the GPS is available on the Nq]-I Gopher The NTH Gopher contains information about

.x,'lH. including the NIH Guide for Grants and Contracts, and has text-searching capabilities. It is possible

to -tunnel- to the N"IH Gopher (gopher nih go,,') ifyou have access to a system with Gopher Local

computer support should be consulted for additional information or assistance

tfvou ha_e additional questions that cannot be answered by the sponsored research office at your

organization, you should contact the grants management specialist identified on your PHS Notice of
Grant Award

WHAT IS THE DEFINITION OF EQUIPMENT? The definition for equipment, as stated in 45 CFR

Parts 74 and 92, is an article of tangible nonexpendable personal property having a useful life of more

than one )'ear and an acquisition cost of $5,000 or more per unit However, consistent with recipient

or,=,an|zational policy, lower limits may be established Grantees may implement the new definition

(provided they do so consistently on an organization-wide basis) even though the definition in the cost

prlnc_ples may not yet correspond (45 CFR Pan 74 2 and 74.34)

DOES THE $5,000 THRESHOLD (UNDER THE REVISED 45 CFR PART 74) ONLY APPLY
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DOES THE S5,000 THRESHOLD (UNDER THE REVISED 45 CFR PART 74) ONLY APPLY

TO EQUIPMENT PURCHASED AZFER THE EFFECTIVE DATE OF THE REVISION? No. If

grantees elect to implement the revised definition, it should be applied to all grantee equipment. Grantees

are not required to track equipment under two different definitions.

DOES EQUIPMENT PURCHASED UNDER A GRANT BELONG TO THE PRINCIPAL

INVESTIGATOR/PROGRAM DIRECTOR? PHS research grants are made to an organization on

behalf of the Principal Investigator _I) or Program Director. Title to equipment acquired with HHS

funds vests in the organization receiving financial assistance directly from an I-H-ISawarding agency to
carry out a project or program, subject to certain restrictions described at 45 CFR Pan 74.34 (see next

question). Whereas in the past, title to equipment, property, and supplies purchased under a research

grant to a for-profit organization vested in the Federal Government, the. revised HI-IS regulations now

permit for-profit grantees to retain title. (45 CFR Part 74.34)

CAN HHS REQUIRE THE TRANSFER OF EQUIPMENT FROM THE GRANTEE TO

ANOTHER PARTY? Yes, HI-IS has the right to require equipment (including title) purchased with

grant funds to be transferred to the Federal Government or to an eligible third party named by the HHS

awarding office, under the conditions specified in 45 CFR Pan 74.34(h). Although it is seldom necessary

to do so, this fight may be invoked in cases where a grant is transferring to a new organization and the
equipment purchased with grant funds is needed to continue the research at the new grantee organization.

(45 CFR Pan 74.34; GPS, p. 8-13)

DOES THE GRANTEE ORGANIZATION HAVE AN OBLIGATION TO THE GOVERNMENT

FOR EQUIPbfENT AFTER A GRANT HAS ENDED? Non-profit institutions of higher education

and nonprofit organizations whose primary purpose is the conduct of scientific research (hereinafter

referred to as exempt grantees) hold title and are exempted from further obligation to the Federal
Government for equipment acquired under a PHS grant for support &basic or applied scientific research

(except for the I-[HS fight to require transfer as described above). Nonexempt grantees (hospitals,

for-profit organizations, and non-profit organizations whose primar 5' purpose is other than scientific
research) hold title and must follow the requirements described in 45 CFR Pan 74.34 and the PHS Grants

Policy Statement, pp 8-10 through 8-14

WHEN IS PHS PRIOR APPROVAL REQUIRED TO PURCHASE EQUIPMENT? Prior approval

for the purchase of equipment is required if it will represent a change of scope for the project Ifthe

purchase will require significant rebudgeting (see GPS p 8-1), the grantee organization is required to
consult with the grants management office for a decision as to whether the rebudgeting constitutes a

change of scope In addition, the purchase of equipment exceeding 525,000 (per unit), when not included

in the originalb approQed budget, requires prior approval from PHS, unless the grant was awarded under

the Federal Demonstration Project or Expanded Authority terms and conditions (GPS, p. 8-4) (Note

eqmpment costing in excess of $25,000 requires prior approval regardless of the amount of PHS funds to

be apphed toward the purchase, e g, even if only $5,000 of grants funds will be used toward the purchase

of equipment costing $25,001)

IS PHS PRIOR APPROVAL REQUIRED LN ORDER TO REBUDGET FUNDS FOR THE

PURCHASE OF GENERAL PURPOSE EQUIPMENT? PHS no longer differentiates between

general purpose and special purpose eqmpment. Thus, other than as described above for equipment in

excess of $25,000 or a change ofscope, PHS prior approval is not required• However, the expenditure
must be reasonable and necessary for the conduct of the grant activities, as well as allowable and

allocable as a direct cost to the grant

IS PHS PRIOR APPROVAL REQUIRED TO PURCHASE EQUIPMENT LNTHE FINAL SLX

MONTItS OF THE PROJECT PERIOD? No. PHS eliminated this prior approval requirement with
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MONTHS OF THE PROJECT PERIOD? No. PHS eliminated this prior approval requirement with

the revised PHS C.n'ants Policy Statement effective October l, 1990. Nonetheless, all charges to a grant
project, particularly in the final months of the project period, must be allowable and allocable as a direct

cost to the grant, and be reasonable and necessary for the conduct &grant activities. Equipment may not

be purchased simply to use an unobligated balance remaining at the end of the project.

WHAT HAPPENS TO EQUIPMENT WHEN THE PI MOVES TO ANOTHER

ORGANIZATION? The grantee organization is the legal entity to which a grant is awarded. When the
Pl moves to another orga_iT_tion, the following options apply in the order listed. (45 CFR Part 74.34 and

GPS, p. 8- 13)

(1) The grantee organization may request continuation of the project under the direction of an alternate

PI. If the alternate PI is approved by PHS, the grant will continue and thus title to the equipment

purchased under the grant will remain with the original grantee organization.

(2) The organization may relinquish its interests and rights in the grant to the PI's new organization. If the

new organization is approved by the PHS awarding component to continue the grant activity, then the

grant will be awarded and any equipment purchased with grant funds and still needed for the grant project

would be expected to transfer to the new grantee organization, which would assume title. If the original

grantee does not voluntarily agree to relinquish equipment with the grant, I-D-IS may require transfer of

the equipment as specified in 45 CFR Pan 74.34(h).

(3) If an alternate PI is not accepted by the PHS awarding component (or no alternate is nominated), and

the original grantee refuses to relinquish its rights in the grant to the new organization (or if the new

organization is not accepted by the PHS awarding component to continue the research), then the grant

will be terminated. Title to equipment ,,,.'ill remain with the original grantee organization, subject to
disposition or use as described below The PI's new organization may submit a new application through

the regular NIH peer review process to request support for the research

It is important to reiterate that a change of grantee may not take place where it will involve the transfer of

a grant to or between foreign institutions or international organizations (GPS, p. 8-3)

_,t,'HAT EQUIPMENT MAY BE CILA_RGED AS AN ALTEILA_TION AND RENOVATION

(A&R) EXPENSE? Fixed equipment, such as casework, a fume hood, a large autoclave, or biological

safety cabinet, is an allowable A&R charge Furnishings and movable equipment are not allowable as
A&R costs Additional information on alteration and renovation costs can be found in the PHS Grants

PolicvStatementonpp 7-2 and 7-3

UNDER CONFERENCE GRANTS (RI3 OR UI3), MAY GRANT FUNDS BE USED FOR THE

RENTAL OF EQUIPMENT? Grant funds may be used for the rental ofnecessar3' equipment under a

conference grant Funds may not be used for the purchase of equipment (GPS, p A7-2)

MAY GRANTEES USE EQUIPMENT ACQUIRED WITH HHS FUNDS TO PROVIDE

SERVICES TO NON-FEDERAL ORGANIZATIONS? Yes. However, nonexempt grantees are

specifically prohibited from doing so for a fee that is less than private companies charge for equivalent

services, unless specifically authorized bv Federal statute, for so long as the Federal Government retains

an interest in the equipment For both exempt and nonexempt grantees, user charges will accrue as

program income and must be reported on the Financial Status Report (SF 269) (45 CFR Pan

74 34(b)(1) and 74 24)
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ARE DEPRECIATION OR USE CHARGES ON EQUIPMENT AN ALLOWABLE COST ON A

GRANT?. Depreciation or use charges on equipment are an allowable cost, but not normally allocable as

a direct cost to a grant. Such charges are usually included in the organization's indirect cost base for
determination of its indirect cost rate. Depreciation or use charges on equipment acquired under a

federally supported project are unallowable. (GPS, p. 7-6)

ARE COSTS OF INSURING EQUIPMENT PURCHASED WITH PROJECT FUNDS AN

ALLOWABLE EXPENSE.'? Normally these costs are included in the organization's indirect cost base,

but may be allocable as a direct cost if this manner of charging is the normal organizational policy,

consistently applied regardless of the source of funds. (GPS, p. 7- 8)

WHAT SHOULD A GRANTEE DO IF A PIECE OF EQUIPMENT IS LOST, DAMAGED, OR

STOLEN? The grantee is responsible for maintaining an internal control system to insure adequate

safeguards to prevent loss, damage, or theft of equipment purchased with PHS grant funds. If such a

system does not exist or is lacking in any way, the grantee must implement any necessary corrective
actions.

For non-exempt grantees, if damage, loss, or theft occurs despite the fact that the recipient has the

required control system in place, there will be no obligation to PHS for the equipment, unless the

recipient receives compensation for the damage, loss, or theft from insurance or some other source. If the

grantee is compensated for the damage, loss, or theft, but does not replace the equipment for use on the

grant, the rules regarding sale of equipment apply (45 CFR Part 74.34(g)).

HOW MAY EQUIPMENT BE USED AFTER THE END OF A GRANT? Exempt grantees hold

title and are exempted from further obligation to the Federal Government for equipment acquired under a

PHS ¢,rant for support of basic or applied scientific research, except for the I-IHS right to reqaire transfer
as described above.

Nonexempt grantees hold title and shall use the equipment in the project or program for which it was

acquired as long as needed, whether or not the project or program continues to be supported by Federal

funds, and shall not encumber the property without approval ofthe HHS awarding agency When no

longer needed for the original project or program, the recipient shall use the equipment in connection

with its other federally sponsored activities, if any, in the following order of priority:

(1) Program, projects or activities sponsored by the I-IllS awarding agency; (2) Program projects or
activities sponsored by other HI-IS awarding agencies, (3) Program, projects or activities sponsored by

other Federal agencies

If the grantee no longer needs the equipment for the above purposes, the grantee may retain the

equipment for other uses, provided that compensation is made to the original HJ-tS awarding agency or its

successor If the recipient has no further need for the equipment, it shall request disposition instructions

from the HHS awarding agency See 45 CFR Part 74.34(g) for additional information

Pa_e Manager
Updated Ma._ 14. 1997 _ Webmasner
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Financial Status Report
Standard Form 269A

Blank Form with Instructions

Note: For foreign grants, this form must be

submitted for each budget periodfunded.

The Financial Status Report should be

submitted with-in 90 days after the end of

each budget period to the following address:

Government Accounting Branch

Office of Financial Management

National Institutes of Health

31 Center Drive, Room B1BO5A

Bethesda, MD 20892-2052

Section 23



FINANCIAL STATUS REPORT
(Short Form)

(Follow instructionson the back)
1. Federal Agency and Organizational Element

to Which Report is Submitted

2. Federal Grant or Other Identifying Number Assigned

By Federal Agency

OMB Approval

No.

0348-0038

3. Recipient Organization (Name and complete address, including ZIP code)

Page of

pages

4, Employer Identification Number

81 Funding/Grant Period (See instructions)

From: (Month, Day, Year)

10. Transactions:

a. Total outlays

b. Recipient share of outlays

c. Federal share of outlays

d. Total unliquidated obligations

e. Recipient share of unliquidated obligations

f. Federal share of unliquidated obligations

g. Total Federal share(Sum of lines c and f)

h, Total Federal funds authorized for this funding period

L Unobligated balance of Federal fundELine h minus line g)

I

Previously

Reported

II

This

Period

5. Recipient Account Number or Identifying Number 6. Final Report 7. Basis

[] Yes [] No [] Cash [] Accrual

9. Period Covered by this Report

To: (Month, Day, Year) From: (Month, Day, Year) To: (Month, Day, Year)

III

Cumulative

a. Type of Rate(Place "X" in appropriate box)

11, Indirect [] Provisional [] Predetermined [] Final [] Fixed

Expense b. Rate c. Base d. Teta_ Amount e. Federal Share

12. Rernarks:Attachanyexp_anati_nsdeemednecessary_rinf_rmati_nrequiredbyFedera_sp_ns_ringagencyinc_mp_iancewithg_verning

legislation.

13, Certification: I certify to the best of my knowledge and belief that this report is correct and complete and that all outlays and

unliquidated obligations are for the purposes set forth in the award documents,

Typed or Printed Name and Title iTe]ephone (Area code, number and extension)

signature of Authorized Certifying Official Date Report Submitted

NSN 7540-01-218-4387 269-202 Standard Form 269A (Rev. 7-97)

Prescribed by OMB Circulars A-102 and A-11(



FINANCIAL STATUS REPORT

(Short Form)

Public reporting burden for this collection of informationis estimated to average 90 minutes per response, includingtime for reviewing instructions,searching
existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to the Office of Managementand Budget,
Paperwork Reduction Project (0348-0038), Washington, DC 20503.

PLEASE DO NOT RETURN YOUR COMPLETED FORM TO THE OFFICE OF MANAGEMENT AND BUDGET.

SEND IT TO THE ADDRESS PROVIDED BY THE SPONSORING AGENCY.

Please type or print legibly. The following general instructions explain how to use the form itself. You may need additional information to
complete certain items correctly, or to decide whether a specific item is applicable to this award. Usually, such information will be found in

the Federal agency's grant regulations or in the terms and conditions of the award. You may also contact the Federal agency directly.

Item Entry Item Entry

1, 2 and 3. Self-explanatory.

4. Enter the Employer Identification Number (EIN)

assigned by the U.S. Internal Revenue Service.

5. Space reserved for an account number or other

identifying number assigned by the recipient.

6. Check yes only if this is the last report for the

period shown in item 8.

7. Self-explanatory.

8, Unless you have received other instructions from

the awarding agency, enter the beginning and

ending dates of the current funding period. If this is

a multi-year program, the Federal agency might

require cumulative reporting through consecutive

funding periods. In that case, enter the beginning

and ending dates of the grant period, and in the rest
of these instructions, substitute the term "grant

period" for "funding period."

9. Self-explanatory.

10. The purpose of columns I, II, and III is to show the

effect of this reporting period's transactions on
cumulative financial status. The amounts entered in

column I will normally be the same as those in

column III of the previous report in the same

funding period. If this is the first or only report of the

funding period, leave columns I and II blank. If you

need to adjust amounts entered on previous reports,

footnote the column I entry on this report and attach

an explanation.

10a. Enter total program outlays less any rebates,
refunds, or other credits. For reports prepared on a

cash basis, outlays are the sum of actual cash

disbursements for direct costs for goods and

services, the amount of indirect expense charged,

the value of in-kind contributions applied, and the
amount of cash advances and payments made to

subrecipients. For reports prepared on an accrual

basis, outlays are the sum of actual cash
disbursements for direct charges for goods and

services, the amount of indirect expense incurred,

*u s. GovernmentPrintingOffice:1993- 342-197t81289

10b.

10c.

10d.

10e.

11a.

11b.

11c.

11d.

11e.

Note:

the value of in-kind contributions applied, and the net

increase or decrease in the amounts owed by the recipient

for goods and other property received, for services

performed by employees, contractors, subgrantees and
other payees, and other amounts becoming owed under

programs for which no current services or performances are

required, such as annuities, insurance claims, and other

benefit payments.

Self-explanatory.

Self-explanatory.

Enter the total amount of unliquidated obligations,

including unliquidated obligations to subgrantees and
contractors.

Unliquidated obligations on a cash basis are obligations

incurred, but not yet paid. On an accrual basis, they are

obligations incurred, but for which an outlay has not yet
been recorded.

Do not include any amounts on line 10d that have been

included on lines 10a, b, orc.

On the final report, line 10d must be zero.

f, g, h, h and i. Self-explanatory.

Self-explanatory.

Enter the indirect cost rate in effect during the reporting

period.

Enter the amount of the base against which the rate was

applied.

Enter the total amount of indirect costs charged during the

report period.

Enter the Federat share of the amount in tld.

If more than one rate was in effect during the period shown

in item 8, attach a schedule showing the bases against
which the different rates were applied, the respective rates,

the calendar periods they were in effect, amounts of indirect

expense charged to the project, and the Federal share of
indirect expense charged to the project to date.

SF-269A(Rev 7-97)Back



SAMPLE CHAR T OF A CCO UNTS

FOR AN A CCO UNTING S YS TEM

TO HELP CA TE GORIZE

CHARGES TO A GRANT

Section 24



Samp|e Chart of Accounts

Account Categol_,
Current Assets

Account

Code

1000

1020

1040

1060

Property, Plant &Equipment
1100

1101

1110

1111

1200

1201

Other Assets

Current Liabilities

Long Term Liabilities

Equity

Revenue

Direct Program Costs

Fringe Benefit Costs

1800

2000

2010

2030

2100

3000

3001

4000

4010

4020

5000

5100

5200

5300

5400

5500

5600

6010

6015

6020

6025

6030

6035

Account Title

Cash
Accounts Receivable

Inventory - Work in Progress

Prepayments

Equipment - Lab
Accumulated Depreciation - Lab Equipment

Equipment - Office
Accumulated Depreciation - Office Equipment

Leasehold Improvements
Accumulated Amortization - Leasehold Improvements

Deposits

Current Notes Payable

Accounts Payable

Accrued Wages and Payroll Taxes Withheld

Notes Payable

Common Stock

Retained Earnings

Commercial Sales

Grant Revenue

Interest Income

Direct Labor

Consultants

Equipment
Materials and Supplies
Travel

Other/Miscellaneous

Consortium/Contractual

Vacation

Holidays
Sick Leave

Payroll Taxes

401 (k) Plan

Group Insurance



Overhead Costs

7000

7110
7120

7130

7140

7150

7160

7170

7180

7190

7200

7210

7220

7230

7240

Overhead Labor

Amortization - Leasehold Improvements

Depreciation - Lab Equipment

Depreciation - Office Equipment
Rent

Utilities

Telephone

Equipment Rental

Expendable Equipment

Repairs & Maintenance

General Lab Supplies
Travel

Consultants

Waste Disposal

Training

General & Administrative (G&A) Costs
8000

8010

8015

8020

8030

8040

8050

8060

8070

8080

8090
8100

8110
8120

8130

8140

8150

8160

G&A Labor

Amortization - Leasehold Improvements

Depreciation - Office Equipment
Rent

Utilities

Telephone

Equipment Rental

Expendable Equipment

Repairs & Maintenance

Office Supplies
Travel

Consultants

Legal & Accounting

Liability Insurance
Licenses

Dues & Subscriptions

Postage
Recruitrnent_elocation

Unallowable Costs

8800

9000

9010

9015

IR&D Labor

Interest Expense
Contributions

Exhibits



SAMPLE A CCO UNTS PAYABLE

FL 0 WCHA R T

FOR

A CCO UNTING PURPOSES
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ACCOUNTS PAYABLE FLOW

CHECK PROCESSING CIRCLE

PAYING THE INVOICE S

RECEIVING THE ORDER

I REQUISITION FOR MATERIALS

2 ORDER APPROVAL BY SENIOR

RESEARCH CHEMIST

E THE ORDER

° Requisition for order

(Order is placed using prenumbered purchase order (P.O.))
* Identify the following on each P.O.

A Vendor

B Ship to (receiver)
C To be billed (if different from ship to)
D Date ordered

E Project code
F Items ordered

G Description

H Price (if available)

2. Order approval by senior research chemist

" Key items to look for on approval

Items A-H (From #1)

3. Place the order

A Mail

Send the approved original (white copy) to the Vendor

FAX
I.
2.

Separate the approved original (white copy) from the P.O.

Stamp w_th faxed stamp and/or attach the fax conformation to the P.O.

Phone

1. Separate the approved original (white copy) from the P.O.

2. Stamp with phone order stamp (the individual placing the order must initial
the P.O.)

" It is important to obtain the name of the individual who is taking the order over the
phone.



4. Receiving the order

A The receiving person must verify:

°

2.

.

The quantity received with the packing slip
The packing slip must be initialed by the individual who verifies the

quantity received
Attach the packing slip to the receiving copy (pink copy) and forward to

accounting for payment

5. Paying to invoice

A The packing slip must be verified with the receiving copy and the invoice:

.

L

All items listed on the invoice are received

1.a Approve for payment and process check

1.b Attach receivimg report to the invoice and check

° Items not included/backorder

2.a Contact Vendor for explanation regarding incomplete order
2.b Note items received on receiving copy

2.c Copy noted receiving copy and approve for payment items received
only

2.d Attach the copy/original receiving report to the invoice and check

6. How is this filed

Original (white copy)
Sent to Vendor or attached to the back of the receiving report

Office copy (yellow copy)
Given to office for maintenance

*input

Receiving copy (pink copy)
Pending file for delivery
*Upon delivery and venfication attach receiving documentation and forward to

accounting
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NIH Grants Policy Statement

INTRODUCTION

The National Institutes of Health Grants Policy Statement (NIHGPS) is intended to make avail-

able 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 on-line from the NIH Home Page at http://www.nih.gov (ac-

cess the link to "Grants and Funding Oppommities," click on the "Grants Page," and then click

on "Grants Policy").

To accomplish these objectives, the document is set up in three parts: the first part includes gen-

eral information about NIH and its grant application and review processes; the second part pro-
vides the standard terms and conditions of N]I-I grant awards as well as terms and conditions that

apply to particular types of grants/grantees/activities that differ from or supplement the standard
terms and conditions; and the third part includes a listing of pertinent offices and officials with

their addresses and telephone numbers. This format allows general information, application in-

formation, and other types of reference material to be separated from legally binding terms and
conditions.

Part I

Part I provides a glossary of commonly used terms; describes NIH and its relationship to other
organizations within the Department of Health and Human Services (HI-IS); specifies grantee,

NIH, and other HHS staff responsibilities; outlines the application and review processes; and ex-

plains the various resources available to those interested in the NIH grants process.

Part II

Part II serves as the terms and conditions that are incorporated by reference in all NIH grant

awards. This Part includes generally applicable requirements, which may be in the form of full

text or reference to or highlighting of statutory, regulatory, or Office of Management and Budget
(OMB) requirements. It also specifies, in separate sections, requirements that pertain to construc-

tion grants; training grants and fellowships; conference grants; consortium agreements; grants to

foreign and international organizations (and domestic grants with substantial foreign compo-

nents); grants to Federal institutions and payments to (or on behalf of) Federal employees; grants
to for-profit organizations; modular grants; and research patient care activities.

Part III

Part 11Icontains general contact information to aid the reader.

Certain conventions are followed throughout this document. The term "grant" is used to mean

both "grants and cooperative agreements." The term "grantee" is used to refer to recipients of



grantsandawardeesof cooperativeagreements,unlessthecontextrequiresuseof agenericor
alternateterm,suchas"recipient"or"awardee,"for clarity.'2qlt-I"maybeusedin thisdocument
to referto theentireorganizationor to itscomponentorganizations,orelseto contrastanaction
byN/H,includingactionsby itsInstitutesor Centers,withanactionbyagranteeor otheror-

ganization. A reference to "'Part IF' or "Part 11I" without further elaboration means the corre-

sponding part of this policy statement

SUPERSESSION

The NIHGPS was originally published with an effective date of October 1, 1998 for all NIH

grants and cooperative agreements (hereafter, "grants") for budget periods beginning on or after
that date. This version of the NIHGPS is an update of the 1998 publication.

This revision of the NIttGPS .is effective for all NIH grants and cooperative agreements for

budget periods beginning on or after March 1, 2001, and supersedes the October 1998 NIHGPS
in its entirety. It remains largely unchanged; however, it incorporates several new and modified

requirements, clarifies certain policies, and emphasizes policies that require increased attention

by grantees on the basis of recent developments. Among the changes are those that have been
published since October 1998 as notices in the NIH Guide for Grants and Contracts (NIH

Guide). An explanation of the major changes from the NIHGPS that has been in effect since Oc-
tober 1, 1998 is included in the NIH Guide notice announcing the re-issuance of the NIHGPS.

The NIH Guide is published on the NIH Home Page at http://www.nih.gov (access the link to

"Grants and Funding Opportunities," then click, on the "NIH Guide for Grants and Contracts").

MAINTENANCE

The Office of Policy for Extramural Research Administration (OPERA) is responsible for devel-

oping and maintaining this document. Interim changes will be published in the NIH Guide. Each

change will be described, including its applicability and effective date; the affected section(s) of
the NIHGPS specified; and the necessary language to implement it as a term or condition of

award provided. Concurrently, conforming changes will be made in the electronic version of the

NIHGPS (see access information above) with a date indicator showing the change's effective
date. Grantees will be responsible for reviewing the NIH Guide for changes and for implement-

ing them, as appropriate.
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Part I: NIH Grants--General Information

GLOSSARY

This glossary defines terms commonly used throughout this policy statement. These definitions

may be amplified and additional definitions may be found in other sections of this document and
in source documents such as applicable statutes, grants administration regulations, and OMB
Circulars.

This glossary also includes a list of Commonly used acronyms and other abbreviations.

Definitions

Application: A request for fmancial support of a project/activity submitted to NIH on specified

forms and in accordance with NIH instructions. (See "Application and Review Processes" for
detailed information about the application process, including an explanation of the types of ap-

plications.)

Approved Budget: The financial expenditure plan for the grant-supported project or activity,

including revisions approved by NIH as well as 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 Notice of Grant Award may be shown in detailed budget categories or as
total costs without a categorical breakout. Expenditures charged to an approved budget that con-

sists 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.

Authorized Organizational Official: 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.

Award: The provision of funds by NIH, based on an approved application and budget, to an or-

ganizational entity or an individual to carry out an activity or project.

Awarding Office: The NIH Institute or Center responsible for the award, administration, and

monitoring of grant-supported activities.

Budget Period: The intervals of time (usually 12 months each) into which a project period is

divided for budgetary and funding purposes.

Competitive Segment: The initial project period recommended for support (up to 5 years) or
each extension of a project period resulting from a competing continuation award that establishes

a new competitive segment for the project.
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ConsortiumAgreement:A collaborativearrangementinsupportof aresearchprojectinwhich
someportionof the programmatic activity is carried out through a formalized agreement be-
tween the grantee and one or more other organizations that are separate legal entities administra-

tively independent of the grantee.

Contract Under a Grant: A written agreement between a grantee and a third party to acquire

routine goods or services.

Consultant: An individual that provides professional advice or services on the basis of a written

agreement for a fee. These individuals are not normally employees of the organization receiving
the services. Consultants also include firms that provide professional advice or services.

Cooperative Agreement: A financial assistance mechanism used when substantial Federal pro-
grammatic involvement with the recipient during performance is anticipated by the NIH Institute
or Center.

Co-Investigator: An individual involved with the principal investigator in the scientific devel-

opment or execution of a project. The co-investigator 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 "key personnel." The designation of a co-investigator, if applicable,

does not affect the principal investigator's roles and responsibilities as specified in this policy
statement.

Cost Sharing: See "Matching or Cost Sharing."

Direct Costs: Costs that can be specifically identified with a particular project(s) or activity.

Domestic Organization: A public or private non-profit institution (including Federal, State, and

other agencies) 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.

Equipment: 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 the lesser of. the capitali-

zation threshold established by the organization or $5,000.

Expanded Authorities: The operating authorities provided to grantees under certain research
grant mechanisms that waive the requirement for NIH prior approval for specified actions.

Expiration Date: The date signifying the end of the current budget period, after which the

grantee is not authorized to obligate grant funds regardless of the ending date of the project pe-
riod or "completion date."

Facilities and Administrative Costs: Costs that are incurred by a grantee for common or joint

objectives and that, therefore, cannot be identified specifically with a particular project or pro-

gram. These costs were previously known as "indirect costs," and, in most instances, will be re-
ferred to in this document as "F&A costs."
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Federal Demonstration Partnership: A cooperative initiative among some Federal agencies,

including NIH, select organizations that receive Federal funding for research, and certain profes-
sional associations. Its efforts include a variety of demonstration projects intended to simplify

and standardize Federal requirements in order to increase research productivity and reduce ad-
ministrative costs.

Federal Institution: 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.

Fee: An amount in addition to actual, allowable costs incurred that is normally paid to a for-

profit organization under a contractual arrangement. This increment above cost also is referred to

as "profit." (Also see "Grants to For-Profit Organizations--Small Business Innovation Research
and Small Business Technology Transfer Programs--Allowability of Costs and Fee--Profit or

Fee.")

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

Foreign Component: Under a grant to a domestic organization, the performance of any signifi-
cant element or segment of the project outside of the United States, either by the grantee or by a

researcher employed by a foreign organization, with or without grant funds.

Foreign Organization: An organization located in a country other than the United States and its
territories that is subject to the taws of that country, regardless of the citizenship of the proposed

principal investigator.

For-Profit Organization: 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. Such

organizations also are referred to as "commercial organizations."

Full-Time Appointment: 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.

Grant: A fmancial assistance mechanism providing money, property, or both to an eligible en-

tity to carry out an approved project or activity. A grant is used whenever the NIH Institute or
Center anticipates no substantial programmatic involvement with the recipient during perform-

ance of the financially assisted activities.

Grant-Supported Project/Activities: Those programmatic activities specified or described in a

grant application or in a subsequent submission(s) that are approved by an NIH Institute or Cen-
ter for funding, regardless of whether Federal funding constitutes all or only a portion of the fi-

nancial support necessary to carry them out.

Grantee: 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 activities. The grantee is the entire legal entity even if a particular
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component is designated in the award document. The grantee is legally responsible and account-
able to NIH for the performance and financial aspects of the grant-supported project or activity.

Grants Management Officer (GMO): An NIH official responsible for the business manage-

ment aspects of grants and cooperative agreements, including review, negotiation, award, and
administration, and for the interpretation of grants administration policies and provisions. Only

GMOs are authorized to obligate NIH to the expenditure of funds and permit changes to ap-

proved projects on behalf of N-ffI. Each NIH Institute and Center that awards grants has one or

more GMOs with responsibility for particular programs or awards.

Hospital: A non-profit or for-profit hospital or 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.

Indirect Costs: See "Facilities and Administrative Costs."

Institute/Center (IC): The NIH organizational component responsible for a particular grant

program(s) or set of activities. The terms "NIH IC" or "awarding office" are used through-
out this document to designate a point of contact for advice and interpretation of grant re-

quirements and to establish the focal point for requesting necessary prior approvals or

changes in the terms and conditions of award. In the latter case, the terms refer specifically

to the designated Grants Management Officer.

Institutional Base Salary: The annual compensation paid by an applicant/grantee organization
for an employee's appointment, whether that individual's time is spent on research, teaching, pa-

tient care, or other activities. The base salary excludes any income that an individual is 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.

International Organization: An organization that identifies itself as international or intergov-

emmental, 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.

Key Personnel: Individuals who contribute in a substantive way to the scientific development or

execution of a project, whether or not they receive compensation from the grant supporting that

project. The principal investigator and collaborators are included in this category.

Matching or Cost Sharing: 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 law, regulation, or administrative decision of an NIH Institute
or Center. Costs used to satisfy matching or cost sharing requirements are subject to the same

policies governing allowability as other costs under the approved budget.

Modular Application: A type of grant application in which support is requested in specified in-
crements without the need for detailed supporting information related to separate budget catego-

ries. When modular procedures apply, they affect not only application preparation but also re-

view, award, and administration of the application/award.
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Monitoring: A processwherebytheprogrammaticandbusinessmanagementperformanceas-
pectsof agrantarereviewedbyassessinginformationgatheredfromvariousrequiredreports,
audits,sitevisits,andothersources2

NewInvestigator:Anindividualthathasnotpreviouslyservedasaprincipalinvestigatoron
anyPublicHealthService-supportedresearchprojectotherthanasmallgrant(R03),anAca-
demicResearchEnhancementAward(R15),anexploratorydevelopmentgrant(R21),orcertain
researchcareerawardsdirectedprincipallyto physicians,dentists,orveterinariansatthebegin-
ningof theirresearchcareers((K01,K08, and K12). Current or past recipients of Independent
Scientist and other non-mentored career awards (K02 and K04) are not considered "new investi-

gators."

Notice of Grant Award: The legally binding document that notifies the grantee and others that

an award has been made, contains or references all terms and conditions of the award, and

documents the obligation of Federal funds. The award notice may be in letter format and may be
issued electronically.

Organization: A generic term used to refer to an educational institution or other entity, includ-

ing an individual, which receives and/or applies for an NIH grant or cooperative agreement.

Principal Investigator/Program Director/Project Director: An individual designated by the
grantee to direct the project or activity being supported by the grant. He or she is responsible and

accountable to the grantee for the proper conduct of the project or activity.

Prior Approval: Written approval from the designated Grants Management Officer required for

specified postaward changes in the approved project or budget. Such approval must be obtained

prior to undertaking the proposed activity or spending N/H funds.

Program: 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 mis-

sion or some specific program-related aspect of that mission. For purposes of this policy state-

ment, "program" refers to those NIH programs that carry out their mission through the award of

grants or cooperative agreements to other organizations.

Program Income: Gross income earned by a grantee that is directly generated by the grant-

supported project or activity or earned as a result of the award.

Program Official: The NIH official responsible for the programmatic, scientific and/or technical

aspects of a grant.

Project Period: The total time for which support of a project has been programmatically ap-

proved. The total project period is comprised of the initial competitive segment, any subsequent

competitive segment(s) resulting from a competing continuation award(s), and noncompeting
extensions.

Real Property: Land, including land improvements, structures, and appurtenances, but not mov-

able machinery and equipment.
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Recipient:Theorganizationalentityor individualreceivingagrantorcooperativeagreement.
See"Grantee."

Research Misconduct: Fabrication, falsification, or plagiarism in proposing, performing, or re-

porting research, or in reporting research results. Fabrication is making up data or results and re-
cording or reporting them. Falsification is manipulating research materials, equipment, or proc-

esses, or changing or omitting data or results such that research is not accurately represented in
the research record. Plagiarism is the appropriation of another person's ideas, processes, results,

or words without giving appropriate credit. The term does not include honest error or honest dif-

ferences of opinion.

Significant Rebudgeting: A threshold that is reached when expenditures in a single direct cost

budget category deviate (increase or decrease) from the categorical commitment level estab-
lished for the budget period by more than 25 percent of the total costs awarded. Significant re-

budgeting is one indicator of change in scope.

Small Business Concern: A business that is independently owned and operated and not domi-

nant in its field of operation; has its principal place of business in the United States and is organ-

ized 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 re-

quirements established by the Small Business Administration at 13 Code of Federal Regulations

(CFR) Part 121.

State Government: 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 instrumen-

tality 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 purposes of the

Department of Health and Human Services' general administrative requirements for grants and

this policy statement.

Stipend: 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.

Suspension: Temporary withdrawal of a grantee's authority to obligate grant funds, pending ei-
ther corrective action by the grantee, as specified by NIH, or a decision by NIH to terminate the
award.

Termination: Permanent withdrawal by NIH of a grantee's authority to obligate previously

awarded grant funds before that authority would otherwise expire, including the voluntary relin-

quishment of that authority by the grantee.

Terms and Conditions of Award: 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 Notice of Grant Award may include both standard and
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specialconditionsthatareconsiderednecessaryto attainthegrant'sobjectives,facilitateposta-
wardadministrationof thegrant,conservegrantfunds,orotherwiseprotecttheFederal
Government'sinterests.

TotalProject Costs: The total allowable costs (both direct costs and facilities and administrative

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.

Withholding of Support: A decision by NIH not to make a noncompeting continuation award

within the current competitive segment.
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CFR

CSR

DCA

EA

F&A

FCTR

FDP

FSR

GMO

H-HS

IC

NGA

NIH

NIHGPS

NRSA

OER

OFM

OHRP

OIG

OLAW

OMB

OPERA

ORI

PA

Acronyms and Abbreviations

Code of Federal Regulations

Center for Scientific Review

_Division of Cost Allocation

Expanded Authorities

Facilities and Administrative (costs)

Federal Cash Transactions Report (SF-272)

Federal Demonstration Partnership

Financial Status Report (SF-269 or 269A)

Grants Management Officer

Depattinent of Health and Human Services

Institute or Center

Notice of Grant Award

National Institutes of Health

National Institutes of Health Grants Policy Statement

National Research Service Award

Office of Extramural Research

Office of Financial Management

Office for Human Research Protections

Office of the Inspector General

Office of Laboratory Animal Welfare

Office of Management and Budget

Office of Policy for Extramural Research Administration

Office of Research Integrity

Program Announcement
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PI

PMS

PO

RFA

SBm

SNAP

STTR

PrincipalInvestigator/ProgramDirector/ProjectDirector

PaymentManagementSystem

ProgramOfficial

Request for Applications

Small Business Innovation Research Program

Streamlined Noncompeting Award Process

Small Business Technology Transfer Program
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THE NATIONAL INSTITUTES OF HEALTH

AS A GRANT-MAKING ORGANIZATION

This section provides information about how N-IH is organized to award and administer grants
and describes its relationship to other organizations both within the Department of Health and

Human Services (hereafter referred to as "HI-IS" or the "Department") and external to HHS.

NIH is an organizational component of HHS, the mission of which is to improve human health

by increasing scientific knowledge related to disease and health. 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 infra-
structure, and communications. These efforts take place intramurally (primarily at NIH) and ex-

tramurally (through grants, cooperative agreements, and contracts awarded to institutions of

higher education, governmental organizations, non-profit research organizations, for-profit or-
ganizations, and individuals). NIH also works closely with other HI-IS components I and other

Federal departments and agencies.

NIH is organized into Institutes and Centers (ICs), each with its own mission and functions,

separate appropriations, and statutory authorities. The ICs that award grants are listed in Part ]]I.
Although these ICs operate under the same general grant process and requirements, there may be

differences of which applicants and grantees need to be aware. This information may be obtained
from NIH staff. The policies and procedures generally applicable to NIH grants are set forth in

this NIH-wide policy statement.

At the Departmental level, HHS develops, issues, and maintains regulations that govern the HHS

grants process. Among these are the regulations that implement the OMB Circular A-102 com-
mon rule (applicable to grants to State, local, and Indian tribal governments) and OMB Circular

A-110 (applicable to grants to institutions of higher education, hospitals, and other non-profit

organizations). These regulations are codified at 45 Code of Federal Regulations (CFR) Part 92

(Uniform Administrative Requirements for Grants and Cooperative Agreements to State and Lo-
cal Governments) and 45 CFR Part 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) 2. They provide the standard framework for the terms and condi-

tions of NIH awards as specified in Part II.

1These include the Substance Abuse and Mental Health Services Administration (SAMHSA), the Food and
Drug Administration (FDA), the Centers for Disease Control and Prevention (CDC), the Indian Health Service
(IHS), the Agency for Healthcare Research and Quality (AHRQ), the Health Resources and Services Administration
(HRSA), the Administration for Children and Families (ACF), the Administration on Aging (AoA), and the Health
Care Financing Administration (HCFA).

2Although the government-wide requirements do not cover grants to for-profit organizations, HHS has included
them in the coverage of 45 CFR Part 74.
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Roles and Responsibilities

The relationship between NIH and its grantees involves those engaged in the scientific or techni-

cal aspects of the work as well as those responsible for a variety of support functions. NIH, as a
Federal grantor agency, is responsible to Congress and the U.S. taxpayer for carrying out its mis-

sion in a manner that not only facilitates research but also does so cost-effectively and in compli-

ance 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 grantee's roles and responsibilities assume increasing importance

as NIH shifts to a greater reliance on systems compliance and provides greater decision-making

authority to grantees.

The following subsections highlight the major functions and areas of responsibility of Federal

and grantee staff. NIH recognizes that additional staff members in a number of different organi-

zations may be involved in grant-related activities; however, this section details only the major
participants representing the Government and the grantee. The responsibilities of those NIH staff

members in the Center for Scientific Review (CSR) involved only in the initial peer review proc-

ess are described in the "Application and Review Processes" section. The responsibilities of
other offices, such as the Office for Human Research Protections (OHRP), are described in Part
11.

NIH and HHS Staff

Grants Management Officer: The Grants Management Officer (GMO) whose name appears on

the Notice of Grant Award 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, evaluat-

flag 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 adminis-
tering and closing out grants. The GMO works closely with his or her counterparts in other NIH

ICs and with the designated Program Official. The GMO is the focal point for receiving and act-

ing on requests for NIH prior approval or for changes in the terms and conditions of award and is

the only N11-I official authorized to obligate NIH to the expenditure of funds or to change the
funding, duration, or other terms and conditions of award.

Grants Management Speciafist: The Grants Management Specialist is an agent of the GMO

and is assigned responsibility for the day-to-day management of a portfolio of grants.

Program Official: The Program Official is responsible for the programmatic, scientific, and/or

technical aspects of assigned applications and grants. The Program Official's responsibilities in-
clude, but are not limited to, development of research and research training programs to meet the

IC's mission; coordination with CSR/IC Scientific Review Administrators; and postaward ad-
ministration, including review of progress reports, participating in site visits, and other activities

complementary to those of the GMO. The Program Official and the GMO work as a team in

many of these activities.
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ScientificReviewAdministrator: TheScientificReviewAdministrator(SPA)isahealth sci-

ence administrator who manages the activities of a scientific review group, including CSR study

sections. The SPA performs an initial review of applications for completeness and conformity to
requirements, ensures that adequate numbers of reviewers with appropriate expertise are avail-

able 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 dur-

ing the initial phase of the peer review process, i.e., until the conclusion of the scientific review
group meeting.

Other NIH and HI-IS Staff: The grantee may be required to interact with other NIH or HHS
staff/offices, in addition to the GMO and Program Official, with respect to its organization-wide

systems and/or individual transaction(s). These include the office responsible for negotiation of

F&A costs and research patient care rates, typica_y the cognizant (based on geographical loca-
tion) HI-IS Division of Cost Allocation office or the Office of Acquisition Management and Pol-
icy, NIH3; the Division of Payment Management; the Office of the Inspector General; OHRP;

the Office of Laboratory Animal Welfare, (OLAW); and the Office of Research Integrity. Staff

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 11I includes a list of these organizations and their addresses and telephone numbers.

Grantee Staff

Authorized Organizational Official: This official is the designated representative of the

grantee organization in matters related to the award and administration of its NIH grants, includ-

ing those that require NIH approval. In signing a grant application, this individual certifies that

the applicant organization will comply with all applicable assurances and certifications refer-
enced 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 Implication of Application.") This individual also is responsible to NIH for en-

suring that the organization complies with applicable Federal laws and regulations, its applica-
tion, and the terms and conditions of individual awards. NIH does not specify the organizational

location or full set of responsibilities for such an official; however, it requires the designation of

such an official as the focal point for the organization's responsibilities as the grantee.

Principal Investigator: The principal investigator (PI) (also may be known as "program direc-
tor' or "project director") is the individual, designated by the grantee, responsible for the scien-

tific or technical aspects of the grant and for day-to-day management of the project or program.

The PI is not required to be an employee of the grantee. However, since the grant, if awarded, is
made to the organization, the applicant organization must have a formal written agreement with

the PI that specifies an official relationship between the parties, but need not involve a salary or

other form of remuneration. If the 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.

3 The Office of Naval Research is the cognizant agency for negotiation of F&A costs for some NIH grantees.

26



ThePI isamemberof thegranteeteamresponsiblefor ensuringcompliancewith thefinancial
andadministrativeaspectsof theaward.Heorsheworkscloselywithdesignatedofficialswithin
thegranteeorganizationtocreateandmaintainnecessarydocumentation,includingbothtectmi-
ca/andadministrativereports;preparejustifications;ensurethat Federal support of research

f'mdings is appropriately acknowledged in publications, announcements, news programs, etc.

(see "Administrative Requirements--Availability of Research Results: Publications, Intellectual
Property Rights, and Sharing Biomedical Research Resources"); and comply with organizational

as well as Federal requirements. NIH encourages the PI to maintain contact with the NIH Pro-

gram Official with respect to the scientific aspects of the project and the designated GMO con-

ceming the business and administrative aspects of the award.

NOTE: NIH staff conduct official business only with the designated PI and authorized or-

ganizational officials.

Application and Review Processes

This subsection provides an overview of the types of grants NIH funds; the ways in which poten-

tial applicants can learn about funding opportunities; distinctions among types of applications;

application requirements, restrictions, and deadlines; how applications are reviewed and by
whom; how results are communicated; and applicant fights. It also lists publications and NIH

Web sites that can be accessed for additional information concerning the NII-I grants process and

programs.

Support Mechanisms

NIH ICs make grant awards under multiple programs and subprogram initiatives and use a vari-

ety 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). The applicability of requirements may vary for different activity codes. Therefore, appli-
cants should consult one or more of the information sources described at the end of this section

to become knowledgeable about the variety of NIH grant support available and specific applica-

tion requirements. Some of these distinctions also significant for purposes of applying Part II of

this policy statement.

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, institutions of

higher education, hospitals, individuals and Federal institutions. Any special criteria for applicant

eligibility or requirements concerning the qualifications of the principal investigator or other
staff will be specified in the program solicitation, program guidelines, or other publicly available

documents. Part II includes information on trainee and fellow eligibility.

Types of Applications

The following describes the most frequently used types of applications in the NIH grants process

and the prefixes NIH uses to distinguish them. With the exception of the "noncompeting con-
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tinuationapplication,"all of theapplicationtypeslistedhereareconsidered"competing"since
theymustcompetethroughthepeerreviewprocessfor availablefundingwithotherapplications
submitted.TheprocessandrequirementsfornoncompetingapplicationsarespecifiedinPartII.

* New Application (Type 1): A request for fmancial assistance for a project or activity
that is not currently receiving NIH support and must compete for support.

• Competing Continuation Application (Type 2): A request for funding to renew, by one

or more additional budget periods, a project period that would otherwise expire.

Competing Supplemental Application (Type 3): A request for an increase in support in

a current budget period for expansion of the project's approved scope or research proto-
col. The request may specify budgetary changes required for the remainder of the project

period as well as for the current budget period.

Revised (Amended) Application: An unfunded application that the applicant has modi-
fied following initial review and resubmitted for consideration. NIH allows a maximum

of two revised applications in the 2-year period dating from submission of the original,

unamended application.

• Noncompeting Continuation Application (Type 5): A request for funding for the sec-

ond or subsequent budget period within an approved project period.

Funding Opportunities

The preponderance of applications submitted to NIH under the categories of research and re-

search training (including fellowships) are for investigator-initiated research and are considered
"unsolicited" applications. NIH reviews such applications in three review cycles per year. 4 The

schedules for submission, review, and award of competing unsolicited applications are included

in the application kit and on the NIH Home Page. Applicants are encouraged to contact the IC

from which they plan to seek funding. See Part l]I for a list of the IC contact points.

Preliminary contact with the IC is required if an applicant anticipates submitting a single

unsolicited (investigator-initiated) application, whether a new, competing continuation,

competing supplemental, or revised (amended) grant application, under any NIH support

mechanism with a proposed direct cost budget of $500,000 or more for any one year. This

requirement also applies to a group of applications, such as those for clinical trial net- =
works, meeting that threshold in the aggregate even if no single application in the group

requests that much. This contact should occur as early in the application development process
as possible. Applicants that are uncertain about which IC to contact should contact the Division

of Receipt and Referral, CSR (see Part ]I1). CSR will accept such applications for review only if

an IC has agreed to accept the application for consideration and the applicant submits with its

application a letter to that effect with the name of the authorizing IC official (see "The Peer Re-
view Process"). An application subject to this policy that does not include the required in-

4 Some ICs review applications for Institutional National Research Service Awards (T32s) only once per year.
See Appendix II-1 in Part 17of thispolicy statement.
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formation in the cover letter accompanying the application will be returned to the appli-
cant without review. This policy does not apply to applications submitted in response to Re-

quests for Applications (RFAs) but such applications must be responsive to any budgetary limits

stated in the relevant RFA or NIH will return them to applicants without review.

NIH may develop areas of high priority or special research interest and use a special solicitation
to stimulate submission of applications in those areas. These solicitations are published in the

NIH Guide for Grants and Contracts and take one of two forms. NIH uses "program announce-
ments" (PAs) to describe new, continuing, or expanded program interests of an IC or to an-

notmce the availability of a new mechanism of support. PAs may be used for any support

mechanism described above other than construction awards. Unless otherwise specified in the

PA, new applications (and associated competing continuation and competing supplemental ap-

plications) submitted in response to PAs are treated as "unsolicited," are subject to the common
receipt date(s), compete for funding with all other unsolicited applications, and are subject to the

standard peer review process. PAs also are used for soliciting applications for programs such as
the Small Business Innovation Research (SBIR) and Small Business Technology Transfer

(STTR) programs, which issue announcements annually. Those applications must be received by

the date(s) specified in the PAs.

A more targeted solicitation is the Request for Applications (RFA), which may be used to solicit:

• Grant applications in a well-defined scientific area;

• Research grant applications for a one-time competition;

• Construction grant applications; or

• Applications for cooperative agreements.

tLFAs are stand-alone solicitations, and each will provide sufficient information to allow pro-

spective applicants to determine whether to apply, including the amount of funding available, the
number of awards anticipated, the deadline date for receipt of applications, and other information

describing the nature of the effort desired and the obligations of recipients. For cooperative

agreements, the RFA will describe the responsibilities and obligations of N-IH and awardees as

well as joint responsibilities and obligations.

Application Submission

To be considered for support, an applicant must be an eligible entity and must submit a complete

application in accordance with established receipt (deadline) dates. Information to be submitted
typically includes a project description, budget and budget justification, biographical sketches of

key personnel, and other information specified in the application kit, in the solicitation, and/or in

program guidelines, if any. Applicants should consult the cost principles and general administra-
tive requirements for grants pertaining to their organizational type in order to prepare the budget

and complete other parts of the application. Applicants may be required to provide proof of or-

ganizational eligibility (such as proof of non-profit status), trainee or fellow eligibility and citi-
zenship, or other eligibility information. Applications also must demonstrate compliance (or in-

tent to comply), through certification or other means, with a number of public policy require-
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merits.Themoresignificantof thepublicpolicyrequirementsfor thepurposeof peerrevieware
thoseconcerningresearchinvolvinghumansubjects;inclusionofbothgenders,membersof mi-
noritygroups,andchildreninclinicalresearch;andresearchinvolvinglivevertebrateanimals.
Publicpolicyrequirementsandcostandadministrativepoliciesaredetailedin PartII.

Application Forms

The required application forms vary by support mechanism and by the type of funding requested.

The forms for competing applications are specified in Table I-1. The application requirements
for noncompeting awards are discussed in Part I/.

These forms, other than those for the SBIR/STTR programs, are included in application kits

maintained by an organization's office of sponsored research or business office. Application kits
also are available from Division of Extramural Outreach and Information Resources, Off'me of

Extramural Research, NIH by telephone at (301) 435-0714, by e-mail at GrantsInfo_nth.gov, or

by mail at the address listed in Part IlL Certain forms (rather than a complete application kit) are

available electronically on the NIH Home Page (http://grants.nih.gov/grants/forms.htm).

The SBIR/STTR applications are included in the SBIR and STTR Phase I grant solicitations,

which are available electronically on NIH's "Small Business Funding Opportunities" site on the

NIH Home Page at http://www.nih.gov/grants/funding/sbir.htm. A limited number of hard copies
of the SBIR/STTR solicitations is produced. Subject to availability, they may be obtained from
the PHS SBIR/STTR Solicitation Office, 13687 Baltimore Avenue, Laurel, MD 20707-5096,

telephone: (301) 206-9385, fax: (301) 206-9722, or e-mail: a2y@cu.nih.gov. Each SBIR and

STTR Phase I grantee (small business concern) is automatically sent a Phase II application pack-

age.
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TABLE I-1 REQUIRED FORMS FOR COMPLETING APPLICATIONS

APPLICATION TITLE FORM NUMBER USE

PHS-398Application for a Public Health
Service Grant

Application for Public Health
Service Individual National Re-
search Service Award

Public Health Service Grant

Application for Use by: State
and Local Government Appli-
cants and Nongovernmental
Applicants for Health Services
Projects

Small Business Innovation Re-

search (SBIR) Program Grant
Applications

Small Business Technology
Transfer (STTR) Program Grant
Applications

PHS-416-1

PHS-5161-1, including
Standard Form (SF) 424,
with budget and assur-
ances applicable to non-
construction (424-A and
424-B) or construction
(424-C and 424-D)

PHS-6246-1

PHS 6246-2

PHS-6246-3

PHS 6246-4

New, revised, competing con-
tinuation, and competing supple-
mental research project grants
and cooperative agreements
(other than those under the SBIR
and STTR programs), program
projects, centers, career devel-
opment awards, Institutional Na-
tional Research Service Awards

(training grants), and conference
grants

Competing applications for fellow-
ships

State, local, and Indian tribal gov-
ernment applicants for all types of
grants, and nongovernmental ap-
plicants for construction grants

Competing applications--Phase I

Competing applications--Phase II

Competing applications--Phase I

Competing applications--Phase II
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Application Receipt Points and Deadlines

All competing applications, whether solicited or unsolicited, are required to be sent or delivered,
in the number of copies specified in the application kit or solicitation, to the central NIH receipt

point. 5 The address for that office is:

Center for Scientific Review

National Institutes of Health

6701 Rockledge Drive, MSC-7710
Bethesda, MD 20892-7710

Preaddressed mailing labels are included in application kits.

If express mail or courier service is used, the zip code should be changed to 20817.

Applicants responding to RFAs should submit copies of their application concurrently to CSR

and the soliciting IC.

An unsolicited application will be considered to be on time for a particular review cycle if it is

received by or mailed on or before the published receipt date for that cycle and a proof of mail-

ing is provided. If the receipt date falls on a weekend or a holiday, the date for receipt/mailing is
extended to the next business day.

Under an RFA or a PA, if a solicitation-specific deadline date is included, an application re-
ceived after the deadline date may be accepted only if it carries a legible proof-of-mailing date

assigned by the carrier and that date is no later than 1 week prior to the deadline date.

The established receipt or deadline date will be waived only in extenuating circumstances. A re-

quest for a waiver must accompany the application and must explain the basis for requesting a
waiver. A waiver will not be considered prior to receipt of the application. Only CSR has the au-

thority to waive an established receipt date.

Legal Implication of Application

The signature of an authorized organizational official on the application certifies that the organi-
zation will comply with all applicable assurances and certifications referenced in the application.

The applicant organization is responsible for verifying the accuracy, validity, and conformity
with the most current organizational guidelines of all the administrative, fiscal, and scientific in-

formation in the application, including the facilities and administrative cost (indirect cost) rate.

The authorized organizational official's signature further certifies that the applicant organization
will be accountable for the appropriate use of any funds awarded and for the performance of the

grant-supported project or activities resulting from the application.

Applicants for and recipients of NIH grant funds, whether such funds are received directly from
NIH, indirectly under a contract or consortium agreement, or as student assistance under a train-

5 At the present time, NIH is developing and piloting alternative means of electronic submission of applications.
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inggrant,areresponsibleforandmustadhereto allapplicableFederalstatutes,regulations,and
policies,includingincometaxregulations.Questionsconcerningtheapplicabilityof incometax
regulationstograntfundsshouldbedirectedtotheInternalRevenueService(IRS).Theappli-
cantalsoisexpectedtobeincompliancewithapplicableStateandlocallawsandordinances.

TheI-IHSOIGmaintainsapostofficeboxandatoll-freehotlineforreceivinginformationfrom
individualsconcerningfraud,waste,or abuseunderHHSgrantsandcooperativeagreements.
Thisinformationiskeptconfidential,andcallersarenotrequiredto givetheirnames.The ad-

dress and telephone number of the OIG and the OIG Hot Line are included in Part 11I. Anyone
who becomes aware of the existence (or apparent existence) of fraud, waste, or abuse related to

NIH grants or grant funds is encouraged to report this information to the OIG in writing or to the

OIG Hot Line. Examples of fraud, waste, and abuse that should be reported include, but are not
limited to, embezzlement, misuse, or theft of grant funds or property, or making false statements,

whether by organizations or individuals. This includes theft of grant funds for personal use; use

of funds for non-grant-related purposes; theft of Government-owned property or property ac-

quired or leased under a grant; charging the Government for the services of"ghost" individuals;

charging of inflated building rental fees for a building owned by the grantee; submission of false
fmancial reports; and submission of false fmancial data in bids submitted to the grantee (for

eventual payment under the grant).

Part II of this policy statement includes administrative and other remedies the Government may
use in the event that a grantee deliberately withholds information or submits fraudulent informa-

tion or does not comply with applicable requirements. Even if a grant is not awarded, the appli-

cant may be subject to penalties if the information contained in or submitted as part of an appli-
cation, including its assurances, is found to be false, fictitious, or fraudulent. The Government

may pursue civil or criminal action under a variety of statutes and regulations.

The Program Fraud and Civil Remedies Act of 1986, 31 United States Code (U.S.C.) 3801, pro-
vides for the administrative imposition by HHS of civil penalties and assessments against per-

sons who knowingly make false, fictitious, or misleading claims to the Federal Government for

money, including money representing grants, loans, or benefits. A civil penalty of not more than

$5,000 may be assessed for each such claim. Ifa grant is awarded and payment is made on a
false or fraudulent claim, an assessment of not more than twice the amount of the claim may be

made in lieu of damages, up to $150,000. Regulations at 45 CFR Part 79 specify the process for

imposing civil penalties and assessments, including heating and appeal rights.

The Criminal False Claims Act, 18 U.S.C. 287 and 1001, provides for criminal prosecution of a

person who knowingly makes or presents any false, fictitious, or fraudulent statements or repre-

sentations or claims against the United States. Such person may be subject to imprisonment of

not more than 5 years and a fine.

The Civil False Claims Act, 31 U.S.C. 2739, provides for imposition of penalties and damages

by the United States, through civil litigation, against any person who knowingly makes a false or

fraudulent claim for payment, makes or uses a false record or false statement to get a false claim

paid or approved, or conspires to defraud the Government to get a false claim paid. A "false
claim" is any request or demand for money or property made to the United States or to a contrac-

tor, grantee, or other recipient, if the Government provides or will reimburse any portion of the
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fundsclaimed.Civilpenaltiesof $5,000to $10,000maybeimposedforeachfalseclaim,plus
damagesofuptothreetimestheamountof thefalseclaim.

NIH alsomayadministrativelyrecovermisspentgrantfundspursuanttotheauthoritiescontained
in45CFRParts74and92.

Confidentiality of Information (Proprietary Information)

Applicants are discouraged from submitting information considered proprietary unless it is
deemed essential for proper evaluation of the application. However, if the application contains

information that the applicant organization considers to be trade secrets or information that is

commercial or financial, or information that is privileged or confidential, the pages containing
that information should be identified as specified in the instructions provided in the PHS-398 ap-

plication kit.

When such information is included in the application, it is furnished to the Government in confi-

dence, with the understanding that the information will be used or disclosed only for evaluation

of the application. The information contained in an application will be protected by N/H from
unauthorized disclosure, consistent with the need for peer review of the application and the re-

quirements of the Freedom of Information and Privacy Acts, which are discussed in "Public Pol-

icy Requirements and Objectives" in Part 1I. However, if a grant is awarded as a result of or in
connection with an application, the Government shall have the right to use or disclose the infor-
mation to the extent authorized by law. This restriction does not limit the Government's right to
use the information if it is obtained without restriction from another source.

The Peer Review Process

Competing applications for NIH grants and cooperative agreements, including those for compet-

ing continuations and competing supplements, are subject to peer review as required by sections
406 and 492 of the PHS Act or by NIH policy. The peer review system used by NIH, often re-

ferred to as the "dual review system," is based on two sequential levels of review for each appli-
cation, initial review and National Advisory Council/Board review. The NIH peer review process

has evolved over the years to accommodate changes in worldoad, resource constraints, and rec-

ommendations of various groups that have studied it. However, the underlying basis for the sys-

tem-to provide a fair and objective review process in the overall interest of science--has not

changed. Information concerning NIH's peer review process may be found at the following Web
sites: http://www.csr.nih.gov and http://www.nih.gov/ffrants/peer/peer.htm. Information also is

available by e-mail at DDER@nih.gov or GrantsInfo@nih.gov, or by calling, writing, or faxing a

request to CSR (see Part 11I).

Initial Review

The Center for Scientific Review is the receipt point for all competing grant applications submit-

ted to NIH, whether the peer review will be conducted by CSR or by an IC. The primary deter-

mining factors in whether CSR or an IC will be responsible for the peer review are the solicita-
tion type, the support mechanism, and/or the program. In general, CSR is responsible for the ini-

tial review of research project grant applications (including Academic Research and Enhance-
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meritAward(AREA)applications),NationalResearchServiceAward(NRSA)fellowshipappli-
cations,andSBIR/STTRapplications,whiletheICshandletheinitial reviewof conferencegrant
applications,applicationsresultingfromRFAs,andprogramprojectgrantapplications.

CSRalsomayreviewothertypesof applicationsatICrequest.WhentheICis responsiblefor
theinitial review,CSRreviewstheapplicationforcompleteness,andthescientificreviewoffice
of thesolicitingIC reviewsthe application for responsiveness to the RFA, coordinates the initial

technical review, and prepares the summary statements.

CSR Referral Officers, who are senior health science administrators with both research and sci-

entific review experience, assign each application to an IC(s) for potential funding and to a scien-

tific review group for initial review of the scientific merit oft.he application. These determina-
tions are made on the basis of the application's contents, the Referral Guidelines, and any written

request by the applicant organization (accompanying the application) for a specific study sec-

tion/IC assignment.

Scientific review groups, including CSR study sections, are organized by scientific discipline or
current research areas and are managed by health scientist administrators functioning as Scien-

tific Review Administrators. Generally, study sections are chartered groups composed of for-

mally appointed members serving multi-year terms, to which the SRA often adds temporary
members or other additional reviewers. Special Emphasis Panels (SEPs) are formed on an ad hoc

basis to review applications that cannot be reviewed by a standing review group or study section

because they require special expertise or involve other special circumstances.

The individuals serving on a scientific review group, whether a study section or SEP, are primar-

ily scientists actively engaged in research. NIH's conflict-of-interest and confidentiality of in-

formation policies for reviewers are intended to ensure an unbiased review process by minimiz-

ing even the appearance of a conflict of interest and by restricting the use &privileged applica-
tion information.

Within 6 to 8 weeks following the established application receipt date, applicants are notified

that the application has been received and are advised of the SRA, scientific review group, and

IC assignments. At this time, applicants may request reconsideration of the review group and IC
assignment. Once the assignment process is completed, the SRA is the contact for all communi-

cation with the applicant until the conclusion of the review group meeting. An applicant may

withdraw an application from consideration at any time during the review process. A request to

withdraw an application must be signed by the PI and an authorized organizational official. If an

application is withdrawn before it enters the review process, CSR will return the application to
the applicant. Applications withdrawn by the applicant after the beginning of the formal review

may be destroyed by NIH or returned to the applicant at NIH's discretion.

In preparation for the initial review, SRAs review applications to determine whether they are
complete, conform to administrative requirements, and contain the information necessary for a

detailed review. For each application, they then assign (from among the standing and temporary
members) reviewers to write a critique of the application and readers to be prepared to discuss

the application in detail.
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N-IHuses"just-in-time"proceduresfor certainprogramsandawardmechanisms.Theseproce-
durescallfor limitedbudgetinformationtobesubmittedwith theapplication(e.g.,abudgetjus-
tificationandamodifiedbiographicalsketch)andallowforapossibleNIHrequestfor additional
information,includinginformationconcerningothersupport,whenthe application is under con-
sideration for funding. "Just-in-time" procedures also allow an applicant to defer certification of

Institutional Review Board (IRB) approval of the project's proposed use of human subjects until

after completion of the peer review and just prior to funding. (Applications in response to RFAs
also may be subject to these procedures. The RFA will specify the timing and nature of required

submissions.)

For modular applications, the applicant is not required to submit detailed budget information
with the application. In lieu of the standard budget forms, the applicant requests total direct costs

for each year of support requested. The request must be accompanied by budget narrative for all

personnel (by position, title, and level of effort), including consultants and "to be appointed" po-
sitions, and, when applicable, for consortium/contractual costs. NIH will request additional

budget information in exceptional circumstances only. "Other support" information will be re-

quested only for modular applications likely to result in an award. (See Part II for more detailed
coverage of modular applications and awards.)

The goals of NlH-supported research are to advance the understanding of biological systems,

improve the control of disease, and enhance health. Reviewers are asked to address, in their writ-
ten comments, the following aspects of the application in order to judge the likelihood that the

proposed research will have a substantial impact on the pursuit of these goals. Each of these cri-

teria will be addressed and considered in assim_ing the overall score, weighting them, as appro-

priate, for each application. An application does not need to be strong in all categories to be
judged likely to have a major scientific impact and thus deserve a high priority score. For exam-

ple, an investigator may propose to carry out work that, by its nature, is not innovative but is es-
sential to move a field forward.

Significance: Does this study address an important problem? If the aims of the applica-

tion are achieved, how will scientific knowledge be advanced? What will be the effect of

these studies on the concepts or methods that drive this field?

Approach: Are the conceptual framework, design, methods, and analyses adequately de-
veloped, well integrated, and appropriate to the aims of the project? Does the applicant

acknowledge potential problem areas and consider alternative tactics?

Innovation: Does the project employ novel concepts, approaches or method? Are the

aims original and innovative? Does the project challenge existing paradigms or develop

new methodologies or technologies?

Investigator: Is the investigator appropriately trained and well suited to carry out this
work? Is the work proposed appropriate to the experience level of the PI and other re-

searchers (if any)?

Environment: Does the scientific environment in which the work will be done contribute

to the probability of success? Do the proposed experiments take advantage of unique lea-
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turesof thescientificenvironmentoremployusefulcollaborativearrangements?Isthere
evidenceof organizationalsupport?

Whilethereviewcriteriaareintendedforuseprimarilywithunsolicitedresearchprojectgrant
applications(e.g.,R01sandP01s),includingthosein responsetoPAs,to theextentreasonable,
theyalsowill formthebasisof thereviewof solicitedapplicationsandnon-researchactivities.
However,for someactivities(e.g.,constructiongrants),theuseof thesecriteria,asstated,may
notbefeasible.Applications also may be reviewed against specific criteria as stated in RFAs or
PAs.

In addition to the above criteria, in accordance with NIH policy, all applications will be reviewed

with respect to the following:

The adequacy of plans to include both genders, members of minority groups, children,
and their subgroups, as appropriate for the scientific goals of the research. Plans for the

recruitment and retention of subjects also will be evaluated.

• The reasonableness of the proposed budget and duration in relation to the proposed re-
search.

• The adequacy of the proposed protection for humans, animals, or the environment to the

extent they may be adversely affected by the project proposed in the application.

Following the initial review, the SRA prepares a summary statement for each application re-
viewed. The summary statement includes the reviewers' written comments, and, for scored ap-

plications, a summary of strengths and weaknesses, other summary highlights of the discussion,

and a priority score. Summary statements are then provided to the IC's program staff and the PI.

National Advisory Council or Board Review

For those applications recommended for further consideration, the summary statements are pre-

sented to the assigned IC National Advisory Council or Board (hereafter "Council") for use in
the second level of review. Council members include both senior scientists with broad experi-

ence and members of the public with general knowledge of, and interest in, the IC's mission. The

Council reviews applications not only for scientific and technical merit but also for relevance to

the IC's programs and priorities. The Council may concur with the initial review group's rec-

ommendation, may decide not to recommend an application on the basis of program or policy
considerations, or may recommend deferral of an application and refer it back to the initial re-

view group for re-review. With very limited exception, an application may not be considered for

funding unless it has received a favorable recommendation by both the initial review group and
the Council.

Appeals of Initial Scientific Review

To preserve and underscore the fairness of the NIH peer review process, NIH has established a

peer review appeal system to provide applicants the opportunity to seek reconsideration of the
initial review results if, after review of the summary statement, they believe the review process

was procedurally flawed (NIH Guide for Grants and Contracts, Vol. 26, No. 38, November 21,
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1997).Thisappealprocessisnotintendedtodealwithdifferencesof scientificopinionbetween
oramonginvestigatorsandreviewers.

If theapplicant has concerns about the conduct of the review, whether the initial review was
conducted by CSR or by the IC, the applicant should discuss them with the program official re-

sponsible for the application, who will attempt to resolve the applicant's concerns. If, after dis-

cussion with the program administrator, the investigator still has concerns, he or she may submit
a formal letter of appeal to the program official, who will handle it in accordance with specific

appeal procedures.

The program official will consult with the SRA or staffof the IC scientific review office. This

consultation may result in a decision to re-review the application. A re-review consists of a re-
view of the same application, not a revised version, by the same or another review group without

access to the summary statement of the disputed review. If NIH staff and the investigator cannot
agree on a course of action, the appeal will be reviewed by the designated IC Appeals Officer.

That official will make the appeal letter available to the Council along with the IC recommenda-

tion on the appeal and any written comments from the SRA or review group. The Council may
either reject the appeal and let the initial review stand or recommend that the application be re-

reviewed. The Council's decision may not be further appealed.

Disposition of Applications

All incomplete applications, non-compliant modular applications, and those applications deter-
mined to be non-responsive to solicitation requirements will be returned to the applicant by CSR

or by the IC referral office without further action. For unsolicited applications that are returned,

the applicant may resubmit a changed or complete version of the application for consideration in

the next review cycle.

Following the initial review, the PI will receive a copy of the summary statement and will be ad-

vised by letter from the responsible IC whether the application has been recommended for fur-
ther consideration by the Council.

The IC Director or designee is the official that has the authority to make final award decisions

from among those applications receiving a favorable initial review and Council recommendation.

If an application has been recommended for further consideration but is not expected to be
funded in the current cycle, the application may be held by N/H for an additional cycle(s) and

will compete with other applications submitted for that cycle. If an application is unsuccessful,

the applicant may subsequently submit up to two revised versions of the application for review in
a future cycle(s), but NIH will not accept a revised application submitted more than 2 years from

the receipt of the original application.

Successful applicants will be notified of additional information that may be required or other ac-

tions leading to an award. The process leading to an award, including the business management
review performed by the GMO, is described in Part II. The decision not to award a grant, or to

award a grant at a particular funding level, is discretionary and is not subject to appeals to any
NIH or ttHS official or board.
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Sources of Information about NIH's Grants Process and Programs

As described below, NIH maintains a number of information resources about its grant programs
and activities that can be accessed through the Home Page maintained by the Office of Extramu-

ral Research. Some are descriptive materials that allow interested parties to learn about NIH

grant initiatives, funding opportunities, and proposed and actual policy changes. Others provide

historical data. These documents are updated annually or as needed. The NIH Web site address
for these materials and other grant-related materials is http://www.nih.gov/grants/oer.htm (a

more specific address may be provided below). In addition, these materials may be requested us-

ing e-mail through GrantsInfo@nih.gov, by telephone at (301) 435-0714, or by Writing to the
Division of Extrarnural Outreach and Information Resources (at the address shown in Part HI).

These information resources include:

NIHExtramural Programs: a compendium of the scientific programs of the N]H components

that award grants, cooperative agreements, and contracts. It indicates current areas of research

emphasis, highlights special interests of each IC, and identifies specific NIH offices to be con-

tacted for further information about particular programs, policies, and procedures. The Web site

address is http://www.nih.gov/grants/fimding/funding.htm.

NIH Guide for Grants and Contracts: announces new programs and policies, including program
announcements, Requests for Applications, and Requests for Proposals. The Web site address for

the N/H Guide is http://www.nih.gov/grants/oer.htm. The NIH Guide also is available on a sub-

scription basis. For subscription instructions, see http ://www.nih.gov/grants/guide/listserv.htm.

Research Grants and Contracts: annual listing of extramural awards, previously known as "the

brown book." The Web site address is http ://www.nih. gov/grants/award/award.htm.

Computer Retrieval of Information on Scientific Projects (CRISP): an on-line system

(http://www-commons.dcrt.nih.gov), updated quarterly, that provides a brief description of and
administrative data on each NiH-fhnded research project.

Program Guidelines: detailed policy and procedural information applicable to specific pro-

grams/activities. NIH-wide program guidelines are published initially in the NIH Guide for
Grants and Contracts (see above) and also are accessible by title at

http://www.nih.gov/grants/documentindex.htm. IC Home Pages also should be consulted for IC-

specific guidelines (see Part m).

Other documents providing information about or general descriptions of NIH programs also may

be requested. These include Helpful Hints on Preparing a Research Grant Application to the
NIH, Helpful Hints on Preparing a Fellowship AppBcation to the NIH, Research Training and

Career Development Programs, and NIH Minority Programs. These documents contain useful
information but are not currently available on-line and may not provide as up-to-date or complete

information as those documents linked to the NIH OER Home Page.

Each IC also maintains its own Home Page accessible through the NIH Home Page submenu en-
titled "Institutes and Offices" (see Part KI for current Web site addresses).
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Part II: Terms and Conditions of NIH Grant Awards

Subpart A: General

COMPLETING THE PREAWARD PROCESS

Following the peer review process, applications that an IC may fund are reviewed for a number
of other considerations. These include, as applicable, alignment with NIH's funding principles,

review of the project budget, assessment of the applicant's management systems, and determina-

tion of applicant eligibility and compliance with public policy requirements. The applicant may
be asked to submit additional information or to undertake certain activities (such as negotiation

of a facilities and administrative (F&A) cost rate) in anticipation of an award. However, such
requests by NIH do not guarantee that an award will be made. FoUowing review of all applicable

information, the IC will determine whether an award can be made, if special conditions are re-

quired, and the appropriate level of funding.

Although these reviews and determinations are initially made prior to the issuance of a new
award, grantees must continue to comply with eligibility and public policy requirements and

maintain adequate management systems throughout the period of support. The preaward process

for noncompeting continuation applications is a streamlined version of this process, including an
assessment of progress (see "Administrative Requirements--Noncompeting Continuation

Awards").

Funding Principles

NIH awards grants on the basis of reasonable and allowable costs consistent with the principles

of sound cost management and in consideration of IC priorities (e.g., program relevance), con-

straints on the growth of average grant costs, and available funds.

N]I-I also has adopted the following core funding principles specifically for research project

grants:

NIH will award noncompeting research project grants at committed levels.

Determination of commitments for future years must take into consideration stability of

support for investigators, optimum portfolio balance, and opportunities to address emerg-
ing problems.

Eligibility

NIH awards may be made only to eligible applicants. Continued funding is dependent on the
grantee's maintaining eligibility. In general, domestic or foreign, public or private, non-profit or

for-profit organizations are eligible to receive NIH grants. However, on the basis of statutory,

regulatory, or published policy limitations, under certain programs or types of awards, NIH may
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limit eligibilityto, orexcludefromeligibility,classesor typesof entities.Exampleswouldbe
limitationsontheparticipationof foreignentities,andprogramsunderwhichonlysmallbusi-
nessesareeligibleapplicants.Thedeterminationof eligibilityincludesverificationoftheappli-
cant'sstatus.The applicant may be required to provide proof of its status by submitting docu-

mentation or by a certification accomplished by the authorized organizational official's signature

on the application (e.g., a small business applying under the SBIR or STTR programs).

In addition to reviewing applicants' organizational eligibility, NIH may consider other eligibility

factors relating to the applicant's ability to responsibly handle and account for Federal funds and

to carry out the project. These factors include the applicant's intended role in the project, where

the project will be performed, the role of the PI in the project, and his/her employment and citi-
zenship status. Although some of these same considerations are reviewed as part of the peer re-

view, at this stage in the process NIH's concern is making an award to a legal entity that will be
accountable both for the performance of the approved project or activity and the appropriate ex-

penditure of funds. NIH will not make an award to an applicant that does not have a substantive

role in the project and would simply serve as a conduit for another entity.

The GMO also will verify whether the applicant, proposed PI, or other key personnel are de-

barred or suspended from participation in Federal assistance programs (see "Public Policy Re-

quirements and Objectives--Ethical and Safe Conduct in Science and Organizational Opera-

tions" for certification requirements).

Although PIs and other personnel under research projects are not required to be U.S. citizens,
NIH will not intercede on behalf of non-citizens whose stay in the United States may be limited

by their visa status. As a result, NIH requires the applicant to determine and indicate, in its appli-
cation, that such individuals' visas will allow them to remain in this cotmtry long enough for

them to be productive on the project. If a grant is awarded on the basis of this information and

the individual's visa does not allow for such a stay, NIH may terminate the grant (see "Adminis-

trative Requirements--Changes in Project and Budget" and "Administrative Requirementsm

Enforcement Actions--Suspension, Termination, and Withholding of Support").

The eligibility requirements for trainees and fellows are addressed in "National Research Service
Awards."

NIH continues its oversight of eligibility considerations, from both a legal and programmatic

perspective, in the postaward phase by monitoring changes in grantee and project status and tak-
hag actions necessary to protect the Federal Government's interests.

Cost Analysis and Assessment of Management Systems

The GMO will ensure that a cost analysis is performed on any application that requires a detailed
budget. Cost analysis involves obtaining cost breakdowns, validating cost data, evaluating spe-

cific elements of cost, and examining data to determine the necessity for, and the reasonableness

and allowability of, the costs included in the application budget. The extent of cost analysis will

depend on the type of funding instrument, the complexity of the project, prior experience with
the applicant, and other factors. Information on the applicable cost principles and on allowable
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andunallowablecostsunderNIHgrantsisprovidedin "CostConsiderations."

In additionto consideringthespecificinformationprovidedin theapplication,theGMOdeter-
minestheadequacyof theapplicant'sfinancialandbusinessmanagementsystemsthatwill sup-
porttheexpenditureof andaccountabilityforNIH funds.Whenanapplicanthashadnoprior
Federalgrantsorcost-reimbursementcontracts,theGMOmayreviewtheapplicant'sfinancial
managementandothermanagementsystemsbeforeaward,orwithinareasonabletimeafter
award,todeterminetheiradequacyandacceptability.ForanapplicantwithpriorN]H orother
Federalcost-reimbursementawards,theGMOmayreviewrecentauditreportsandotheravail-
ableinformationto determinewhethertheapplicant'smanagementsystemsmeetthestandards
establishedin45CFRPart74or92,asappropriate.TheGMOwill advisetheapplicantif addi-
tionalinformationisrequired.Onthebasisof thereviewresults,theGMOwill determinethe
needfor anycorrectiveactionandmayimposespecialconditionsontheaward.
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OVERVIEW OF TERMS AND CONDITIONS

The remainder of Part II serves as the terms and conditions of NIH grants and cooperative

agreements and is incorporated by reference in all NIH awards. Subpart A includes those terms

and conditions that apply, in general, to N/H awards, and Subpart B includes additional or alter-

nate terms and conditions for particular types of awards, recipients, or activities.

These terms and conditions are not intended to be all-inclusive. In addition to the requirements

included in this policy statement, NIH grants are subject to the requirements of:

II, The authorizing program legislation;

Program regulations, including those at 42 CFR Part 52;

_, Other statutory requirements, such as those included in appropriations acts; and

HItS requirements in 45 CFR Part 74 or 92, as appropriate for the type of recipient or-

ganization and the type of activity (e.g., research).

Notice of these latter requirements will generally be provided in the Notice of Grant Award

(NGA), but such notice is not required in order for the award to be subject to the requirements of

pertinent statutes and regulations. An individual award also may contain award-specific terms
and conditions. For example, the GMO may include terms or conditions necessary to address

concerns about an applicant's management systems.

Program and administrative policies and the terms and conditions of individual awards are in-

tended to supplement, rather than substitute for, governing statutory and regulatory requirements.
Thus, the requirements of this policy statement apply in addition to governing statutory and regu-

latory requirements, and award-specific terms apply in addition to the requirements of this policy
statement.

These terms and conditions are intended to be compliant with governing statutes and the re-

quirements of 45 CFR Parts 74 and 92, as modified by previously approved waivers and devia-

tions. However, if there is a perceived conflict between or among these three categories of re-

quirements, i.e., statutory and regulatory requirements, the terms and conditions in this policy
statement, and award-specific terms and conditions, or if the grantee has other questions

concerning award terms and conditions, the grantee should request written clarification from the

designated GMO. This may be done at any time; however, if the inclusion of the term or condi-
tion would cause the grantee not to accept the award or to be unable to comply, the question

should be raised before funds are requested from the HHS payment system. By drawing funds

from the HHS payment system, the grantee agrees to the terms and conditions of the award as

specified in the NGA.
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PUBLIC POLICY REQUIREMENTS AND OBJECTIVES

The following subsections deal with public policy requirements and objectives applicable to NIH

awards. The term "public policy" indicates that the requirement is based on social, economic, or

other objectives or considerations that may be attached to the expenditure of Federal funds by
grantees, consortium participants, and contractors, in general, or may relate to the expenditure of

Federal funds for research or other specified activities. In addition to cross-cutting requirements

that apply to Federal agencies and their grant programs, NIH grantees are subject to requirements
contained in NlI-I's annual appropriations acts that apply to the use of NIH grant funds. Some of

those requirements are included here since they have been included in the appropriations acts for

several years without change, but those requirements may be changed or other requirements may
be added in the future.

NIH intends to uphold high ethical, health, and safety standards in both the conduct of the re-
search it funds and the expenditure of public funds by its grantees. The public policy require-

ments specified in this section set many of those standards. The signature of the authorized or-

ganizational official on the application certifies that the organization is in compliance with, or

intends to comply with, all applicable certifications and assurances referenced (and, in some
cases, included) in the application package. These include the following as discussed in this sec-
tion:

• Debarment and Suspension (specific certification language included in application

package)

• Drug-Free Workplace

• Lobbying (specific certification language included in application package)

• Financial Conflict of Interest

• Research Misconduct and Instruction in the Responsible Conduct of Research

• Delinquent Federal Debt

• Human Pluripotent Stem Cell Research

• Human Subjects

• Research on Transplantation of Fetal Tissue

• Vertebrate Animals

• Inclusion of Women, Children, and Minorities in Clinical Research

• Age Discrimination
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• Civil Rights

• SexDiscrimination

• HandicappedIndividuals

As notedin thissection,somecertificationsandassurancesmayrequiresubmissionof aseparate
document(e.g.,humansubjectsassurance,InstitutionalReviewBoardcertification,andcivil
rightsassurance).Applicantsandgranteesshouldtakeparticularnoteof theserequirements(for
example,see"HumanSubjects"and"Civil Rights"),theabsenceor inadequacyof whichmay
delayanawardormakeanapplicantineligibleforaward.

Thegranteeisresponsiblefor establishingandmaintaining the necessary processes to monitor its
compliance and that of its employees, consortium participants, and contractors with these re-

quirements, taking appropriate action to meet the stated objectives, and informing NIH of any

problems or concerns.

If a grant is awarded on the basis of false or misrepresented information, or if a grantee does not

comply with these public policy requirements, NIH may take any necessary and appropriate ac-
tion, including using any of the remedies described in "Administrative Requirements--

Enforcement Actions" or other available legal remedies.

Table II-1 is provided to assist the grantee in determining the applicability of particular public

policy requirements and objectives to its own activities as well as in determining whether to in-

clude a requirement in a consortium agreement or a contract for routine goods or services under
the grant (see "Glossary" for definitions). The table distinguishes between these types of transac-

tions under a grant and indicates whether a given public policy requirement would normally ap-

ply. However, even if the table indicates a requirement is "Not Applicable," that public policy
requirement could potentially be applicable in a specific situation, e.g., if a contract under a grant

involves research activity. Therefore, this table should be used as general guidance only. The

grantee should consult the terms and conditions of its award and contact the designated GMO if

there is any question concerning the applicability of a particular public policy requirement or ob-

jective.

The listing in Table II-1 indicates where, in this policy statement, the individual public policy

requirements and objectives are covered in more detail. However, the governing statute, regula-

tions, or other cited policies or documents should be consulted for complete information.
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TABLE I1-1

PUBLIC POLICY REQUIREMENTS AND OBJECTIVES

Requirement
or

Objective

Contractor under

Grant (Routine
Goods/Services)*

Grantee Consortium GPS Section for

Participant Additional Information

Acknowledgment of X X N/A Availability of Information

Federal Funding National Research Service Awards

Age Discrimination Act
of 1975

Animal Welfare

Ban on Human
Embryo Research and
Cloning

X

N/A to foreign
and

international
organizations

X

X

X

(N/A to foreign
and interna-

tional organiza-
tions)

X

N/A to foreign
and international

organizations

X

X

X

(N/A to foreign
and international

organizations)

Civil Rights Act of
1964 (Title VI)

X

N/A to foreign and
international

organizations

X

X

X

(N/A to foreign and
international

organizations)

Civil Rights

National Research Service Awards

Awards to Foreign Institutions, Inter-
national Organizations and Domestic
Grants with Foreign Components
(hereafter, Awards to Foreign Institu-
tions)

Animal Welfare

National Research Service Awards

Awards to Foreign Institutions

Requirements Affecting the Rights
and Welfare of Individuals as Re-

search Subjects, Patients or Recipi-
ents of Services (hereafter, Re-
quirements Affecting the Rights and
Welfare of Individuals)

Civil Rights

National Research Service Awards

Awards to Foreign Institutions

Confidentiality of X X X Requirements Affecting the Rights
Patient Records and Welfare of Individuals

Controlled Substances X X X Requirements Affecting the Rights
and Welfare of Individuals

Data and Safety Moni- X X X Requirements Affecting the Rights
toring and Welfare of Individuals

X

(N/A to certain
foreign

organizations)

X

(N/A to certain
foreign

organizations)

If contract equals
or exceeds

$100,000
(N/A to certain

foreign
organizations)

N/AN/A

Debarment and

Suspension

Drug-Free Workplace X

Ethical and Safe Conduct in Science
and Organizational Operations

Awards to Foreign Institutions

Ethical and Safe Conduct in Science

and Organizational Operations

Awards to Foreign Institutions
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Requirement
or

Objective

Education
Amendments of 1972

(Title IX)

Elimination of
Architectural Barriers

to the Handicapped

Financial Conflict of
Interest

Grantee

X

(N/A to foreign
and

international

organizations

X

X

(N/A to Phase I
of the

SBIR/STTR

programs and
to Federal

institutions)

Consortium

Participant

X

(N/A to foreign
and international

organizations)

N/A

X

Contractor under

Grant (Routine
Goods/Services)*

X

(N/A to foreign and
international or-

ganizations)

X

N/A

GPS Section for
Additional Information

Civil Rights

National Research Service Awards

Awards to Foreign Institutions

Construction Grants

Ethical and Safe Conduct in Science

and Organizational Operations

Grants to Federal Institutions and

Payments to (or on behalf of) Fed-
eral Employees under Grants

Flood Insurance X N/A NA Construction Grants

X

(Applies to cer-
tain research

data produced
by specified

types of
grantees; N/A to
commercial or-

ganizations)

X

(Applies to cer-
tain research

data produced
by specified

types of
grantees; N/A
to commercial

organizations)

The Freedom of
Information Act

X

Applies to certain
research data

produced by speci-
fied types of enti-
ties; N/A to com-
mercial organiza-

tions)

Availability of Information

Health and Safety X X Applies as required Ethical and Safe Conduct in Science
Guidelines by Federal, State and Organizational Operations

or local regulations

Historic Properties/ X N/A X Construction Grants
Archeological Sites

Human Pluripotent X X X Ethical and Safe Conduct in Science
Stem Cell Research and Organizational Operations

Human Subjects X X X

XInclusion of Children

as Subjects in Clinical
Research

N/AX

Requirements Affecting the Rights
and Welfare of Individuals

National Research Service Awards

Awards to Foreign Institutions

Requirements for Inclusiveness in
Research Design

National Research Service Awards

Awards to Foreign Institutions
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Requirement
or

Objective

Inclusion of
Women/Minorities as

Subjects in Clinical
Research

Intergovernmental
Review under EO
12372

Investigational New
Drug Applications/
Investigational Device
Exceptions

Labor Standards

under Federally
Assisted Construction

Limitation on Use of
Funds for Promotion
or Legalization of Con-
trolled Substances

Lobbying

Metric System

Military Recruiting and
ROTC Program Ac-
cess to Institutions of

Higher Education

National

Environmental Policy
Act of 1969

Nondelinquency on
Federal Debt

The Privacy Act

Grantee

X

X

X

X

X

X
Certification

required if to_l
cos_ expe_ed

exceed
$100,000

X

X

X

Applies to
covered

material in
NIH's

possession

Consortium

Participant

X

N/A

X

N/A

X

X
Certification

required if
greater than

$100,000 only

X

N/A

X

X

Applies to
covered

material in NIH's

possession

Contractor under

Grant (Routine
Goods/Services)*

N/A

N/A

X

X

X

X
Certification

required on
contracts greater

than $100,000 only

X

X

N/A

N/A

X

Applies to covered
material in NIH's

possession

GPS Section for
Additional Information

Requirements for Inclusiveness in
Research Design

National Research Service Awards

Awards to Foreign Institutions

Construction Grants

Requirements Affecting the Rights
and Welfare of Individuals

Construction Grants

Ethical and Safe Conduct in Science

and Organizational Operations

Ethical and Safe Conduct in Science

and Organizational Operations

Other Public Policy Requirements
and Objectives

Construction Grants

Other Public Policy Requirements
and Objectives

Construction Grants

Ethical and Safe Conduct in Science

and Organizational Operations

Awards to Foreign Institutions

Availability of Information
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Requirement
or

Objective

Grantee

Program Fraud and
Civil Remedies and
False Claims Acts

Consortium

Participant

Pro-Children Act of X X
1994

X X

XProtection of

Research Subjects'
Identity

X

Public Disclosure X N/A

Recombinant DNA X X
Molecules

Rehabilitation Act of

1973 (section 504)

X

(N/A to foreign
and

international

organizations)

Relocation Assistance

and Real Property
Acquisition

X

XResearch Miscondu_

Smoke-Free

Workplace

X

(N/A to foreign
and intemational

organizations)

N/A

X

Contractor under
Grant (Routine

Goods/Services)*

GPS Section for
Additional Information

X Requirements Affecting the Rights
and Welfare of Individuals

N/A Application and Review Processes--
Legal implication of Application

X Requirements Affecting the Rights
and Welfare of Individuals

N/A Construction Grants

X Ethical and Safe Conduct in Science

and Organizational Operations

National Research Service Awards

X

(N/A to foreign and
international

organizations)

Civil Rights

National Research Service Awards

Awards to Foreign institutions

Construction Grants

Ethical and Safe Conduct in Science

and Organizational Operations

Awards to Foreign Institutions

N/A

N/A

Research on X X X Requirements Affecting the Rights
Transplantation of and Welfare of Individuals
Fetal Tissue

Restriction on X X X Ethical and Safe Conduct in Science

Distribution of Sterile and Organizational Operations
Needles

Seat Belt Use X N/A N/A Ethical and Safe Conduct in Science

and Organizational Operations

X N/A N/A Ethical and Safe Conduct in Science
and Organizational Operations

N/A Ethical and Safe Conduct in Science

and Organizational Operations
Standards of Conduct X N/A

*A designation of N/A in this table indicates that a particular requirement does not apply to an otherwise eligible grantee, consortium
participant, or contractor or may not apply because the type of activity covered is one not normally performed by such an entity.
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* This Page Revised 3/20/2001

Ethical and Safe Conduct in Science and Organizational Operations

NIH grants are subject to requirements intended to ensure that recipient organizations are re-

sponsible in their handling of Federal awards. Grantees are required to adopt and enforce policies
that minimize the oppommity for improper financial gain on the part of the organization, their

employees, and organizations and individuals with whom they may collaborate, and that limit the

potential for research results to be tainted by possible personal financial or other gain.

In addition, N-It-I grantees are expected to provide safe and healthful working conditions for their

employees and foster work environments conducive to high-quality research.

Standards of Conduct

Grantees must establish safeguards to prevent employees, consultants, members of governing

bodies, and others who may be involved in grant-supported activities from using their positions

for purposes that are, or give the appearance of being, motivated by a desire for private fmancial
gain for themselves or others, such as those with whom they have family, business, or other ties.

These safeguards must be reflected in written standards of conduct. Except as provided below,

N/H does not require a grantee to establish separate standards of conduct if it maintains such
standards for its non-grant-supported activities, as long as those standards are consistent with

State and local laws and cover, at a minimum, expected conduct in regard to financial interests,
gifts, gratuities, and favors, nepotism, and such other areas as political participation and bribery.
The standards also must:

• Address the conditions under which outside activities, relationships, or financial interests

are proper or improper;

• Provide for advance notification of outside activities, relationships, or financial interests

to a responsible organizational official;

• Include a process for notification and review by the responsible official of potential or ac-
tual violations of the standards; and

Specify the nature of penalties that the grantee may impose. These penalties would be in

addition to any penalties that may be imposed by NIH or a cognizant Federal agency for
infractions that also violate the terms or conditions of award.

The grantee is not required to submit its general standards of conduct to NIH for review or ap-
proval; however, a copy must be made available to each officer of the grantee, each employee

and consultant working on the grant-supported project or activity, each member of the governing

board, if applicable, and, upon request, to N]H. The grantee is responsible for enforcing its stan-
dards of conduct, taking appropriate action on individual infractions, and informing the IC Chief

Grants Management Officer (CGMO) if the infraction is related to an NIH award. If a suspension

or separation action is taken by a grantee against a PI or other key personnel under an N]H grant,
the designated GMO must be notified as specified in "Administrative Requirements-Changes

in Project and Budget."
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Financial Conflict of Interest

NIH also requires grantees and investigators to comply with the requirements of 42 CFR Part 50,
Subpart F, "Responsibility of Applicants for Promoting Objectivity in Research for which PHS

Funding is Sought." That subpart promotes objectivity in research by establishing standards to
ensure there is no reasonable expectation that the design, conduct, or reporting of research

funded under PHS grants or cooperative agreements will be biased by any conflicting fmancial

interest of an investigator. These requirements do not apply to Phase I of the SBIR/STTR pro-

grams.

The signature of the authorized organizational official on the face page of the application serves
as certification of compliance with the requirements of 42 CFR Part 50, Subpart F, including
that:

• There is in effect, at that organization, a written and enforced administrative process to

identify and manage, reduce, or eliminate conflicting financial interests with respect to

research projects for which N1H funding is sought;

• Prior to the expenditure of any NIH funds awarded under a new award, the organization

will inform the CGMO the existence of any conflicting financial interests of the type

covered by 42 CFR 50.605 identified by the organization;

• When informing the CGMO that a financial conflict of interest has been identified, the

organization will assure that the interest has been addressed in accordance with the regu-

lations by indicating whether the conflict has either been managed, reduced, or elimi-
nated;

• The organization will continue to make similar reports on subsequently identified con-
flicts; and

• The organization will make additional information available to NIH, upon request, as to

how identified conflicting interests have been handled in accordance with the regulations.

As described in the regulations, examples of how financial conflicts of interest might be ad-
dressed include the following:

• Public disclosure of significant financial interests;

• Monitoring of research by independent reviewers;

• Modification of the research plan;

• Disqualification from participation in all or a portion of the research funded by PHS;

• Divestiture of significant financial interests; or

• Severance of relationships that create actual or potential conflicts.
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Grantees also must ensure that consortium agreements address whether the consortium partici-

pant's employees will be subject to the fmancial conflict of interest requirements of the collabo-
rating organization or to those of the grantee (see "Consortium Agreements").

The protection of human subjects requires objectivity in communicating risks, selecting subjects,

promoting informed consent, and gathering, analyzing, and reporting data. Although there is no
regulatory requirement for Institutional Review Boards (IRBs) to consider investigator financial

conflict of interest, in some cases IRBs are incorporating conflict of interest issues in their delib-

erations (see "Public Policy Requirements and Objectives--Requirements Affecting the Rights
and Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--Human

Subjects.")

Some strategies used by IRBs to consider investigator conflict of interest include the following:

Make IRBs aware of the organization's conflict of interest policies and procedures and

elect to include a statement in the informed consent form that all clinical investigators
comply with the organizational guidelines.

Ask investigators to complete a short questionnaire in which they are asked whether they

or any person responsible for the design, conduct, or reporting of research have an eco-
nomic interest in, or acts as an officer or a director of any outside entity whose financial

interest could reasonably appear to be affected by, the research.

Provide instruction to IRB members during their orientation on how to identify and re-

spond to a perceived financial, academic, or other conflict of interest.

Debarment and Suspension

HHS regulations published at 45 CFR Part 76 implement the government-wide debarment and
suspension system for HHS' non-procurement transactions. "Nonprocurement transactions" in-

clude grants, cooperative agreements, scholarships, fellowships, and loans. Accordingly, appli-

cants for NIH grants ("primary covered transactions"), including applicants for individual Na-
tional Research Service Awards (fellowships), are required to certify that, to the best of their

knowledge and belief, they and their principals (including PIs and other key personnel):

• Are not presently debarred, suspended, proposed for debarment, declared ineligible, or

voluntarily excluded from covered transactions by any Federal department or agency;

Have not, within the 3-year period preceding the application, been convicted of, or had a

civil judgment rendered against them for, commission of fraud or a criminal offense in

connection with obtaining, attempting to obtain, or performing a public (Federal, State, or
local) transaction or contract under a public transaction; for violation of a Federal or State

antitrust statute; for commission of embezzlement, theft, forgery, bribery, falsification or

destruction of records; or for making false statements or receiving stolen property;

6This certification is accomplished by the signature of the authorized organizational official on the application.
States need only certify as to their principals.
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Are not presently indicted or otherwise criminally or civilly charged by a governmental

entity (Federal, State, or local) with commission of any of the offenses enumerated
above; and

• Have not, within a 3-year period preceding the application, had any public transaction

(Federal, State, or local) terminated for cause or default.

If the applicant is unable to certify to these statements, it must, nonetheless, submit the certifica-

tion and attach an explanation. The inability to certify does not automatically disqualify an or-

ganization from receiving an NIH award; however, failure to submit the required certification or

the necessary explanation will cause NIH not to make an award. The full text of the instructions
and the certification are included in Appendix A to 45 CFR Part 76.

A variety of"Iower-tier" transactions also are subject to the certification requirement. Contrac-

tors under grants (where the contract requires the provision of goods or services that will equal or
exceed $100,000) and all consortium participants must certify that they are not presently de-

barred, suspended, proposed for debarment, declared ineligible, or voluntarily excluded from
participation in this transaction by any Federal agency. Grantees also are required to obtain a cer-

tification from each trainee under an institutional National Research Service Award prior to ap-

pointment. If an entity or individual is unable to certify to this effect, an explanation should be

attached to its proposal or to the document that defines the legal relationship between the parties
(for example, the consortium agreement).

Regardless of whether a certification is required or made, organizations or individuals that are

suspended, debarred, or voluntarily excluded from eligibility cannot receive NIH grants or be
paid from N-H-Igrant funds, whether under a primary or lower-tier transaction, during the period

of suspension, debarment, or exclusion.

Drug-Free Workplace

The Drug-Free Workplace Act of 1988 (Public Law 100-690, Title V, Subtitle D, as amended)

requires that all organizations receiving grants from any Federal agency agree to maintain a

drug-free workplace. By signing the application, the authorized organizational official agrees that

the grantee will provide a drug-free workplace and will comply with requirements to notify NII-t

in the event that an employee is convicted of violating a criminal drug statute. Failure to comply
with these requirements may be cause for debarment. HI-IS implementing regulations are set

forth in 45 CFR Part 76, "Government-wide Debarment and Suspension (Nonprocurement) and

Government-wide Requirements for Drug-Free Workplace (Grants)."

Health and Safety Guidelines

Grantees are responsible for meeting Federal, State, and local health and safety standards and for

establishing and implementing necessary measures to minimize their employees' risk of injury or

illness in activities related to NIH grants. The following standards and guidelines are recom-
mended for use in developing and implementing health and safety operating procedures and

practices for both personnel and facilities, and they serve to supplement prevailing Federal, State,

and local laws and regulations:
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Biosafety in Microbiological and Biomedical Laboratories, U.S. Department of Health

and Human Services, Centers for Disease Control and Prevention, and the National Insti-

tutes of Health. HI-IS Publication No. (CDC) 93-8395. This publication is available at

http://www.orcbs.msu.edu/biological/BIVIBL/BMBL- 1.htm.

29 CFR 1910.1030, Bloodborne Pathogens; 29 CFR 1910.1450, Occupational Exposure
to Hazardous Chemicals in Laboratories; and other applicable occupational health and

safety standards issued by the Occupational Health and Safety Administration (OSHA)

and included in 29 CFR Part 1910. These regulations are available at

http ://www. osha. gov/comp-links.html.

Prudent Practices for Safety in Laboratories (1995), National Research Council. National

Academy Press, 2101 Constitution Avenue, NW, Lockbox 285, Washington, DC 20418;

telephone: 1-800-624-6242; or on-line at http ://books.nap.edu/catalog/4911 .html (ISBN)-

309-05229-7).

42 CFR Part 72, Interstate Shipment of EtiologicalAgents, and, in particular, 42 CFR

72.2, Additional Requirements for Facilities Transferring or Receiving Select Agents.
Copies of these regulations are available from the Office of Health and Safety, Centers

for Disease Control and Prevention, 1600 Clifton Road, Atlanta, GA 30333; telephone:

(404) 639-2453.

Procedures for Domestic Handling and Transport of Diagnostic Specimens and Etiologic

Agents, 1994 (3rd ed.), H5a3doc.75, National Committee for Clinical Laboratory Stan-

dards. Copies may be obtained from NCCLS Ordering Department, 940 West Valley
Road, Suite 1400, Wayne, PA 19087-1898; telephone: (610) 688-6400.

Nuclear Regulatory Commission Standards and Regulations, pursuant to the Energy Re-

organization Act of 1974 (42 U.S.C. 5801 et seq.) Copies may be obtained from the U.S.

Nuclear Regulatory Commission, Washington, DC 20555-0001.

Grantee organizations are not required to submit documented assurance of their compliance with

or implementation of the above standards. However, if so requested by the IC, grantees should be

able to provide evidence that applicable Federal, State, and local health and safety standards have
been considered and have been put into practice, as appropriate.

Limitation on Use of Funds for Promotion or Legalization of Controlled Substances

Grantees are prohibited from knowingly using appropriated funds to support activities that pro-

mote the legalization of any drug or other substance included in schedule I of the schedule of
controlled substances established by section 202 of the Controlled Substances Act, 21 U.S.C.

812. This limitation does not apply if it is made known to the Federal official having authority to

obligate funds, in this case the GMO, that there is significant medical evidence of a therapeutic

advantage to the use of such drug or other substance or that federally sponsored clinical trials are
being conducted to determine therapeutic advantage (see "Requirements Affecting the Rights and
Welfare of Individuals as Research Subjects, Patients, or Recipients of Services---Controlled

Substances").
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Lobbying

Recipients of Federal grants, cooperative agreements, contracts, and loans are prohibited by 31

U.S.C. 1352, "Limitation on Use of Appropriated Funds to Influence Certain Federal Contracting
and Financial Transactions," from using Federal (appropriated) funds to pay any person for in-

fluencing or attempting to influence any officer or employee of an agency, a Member of Con-

gress, an officer or employee of Congress, or an employee of a Member of Congress with respect
to the award, continuation, renewal, amendment, or modification of any of these instruments.

These requirements are implemented for HI-IS in 45 CFR Part 93, which also describes types of

activities, such as legislative liaison activities and professional and technical services, which are

not subject to this prohibition.

Applicants for NIH awards with total costs expected to exceed $100,000 are required to certify

that (1) they have not made, and will not make, such a prohibited payment, (2) they will be re-

sponsible for reporting the use of non-appropriated funds for such purposes, and (3) they will
include these requirements in consortium agreements and contracts under grants that will exceed

$100,000 and obtain necessary certifications from those consortium participants and contractors.

The signature of the authorized organizational official on the application serves as the required
certification of compliance for the applicant organization. Disclosure reporting is addressed in

"Administrative Requirements--Monitoring--Reporting."

NIH appropriated funds may not be used to pay the salary or expenses of an employee of a

grantee, consortium participant, or contractor or those of an agent related to any activity designed
to influence legislation or appropriations pending before Congress or any State legislature. This

prohibition extends to the use of funds for publicity or propaganda purposes, including the prepa-

ration, distribution, or use of any kit, pamphlet, booklet, publication, radio, television, or video
presentation designed to support or defeat legislation pending before Congress or a State legisla-

ture except in presentation to the Congress or State legislature itself or as part of normal, recog-

nized legislative-executive relationships. Also see "Cost Considerations--Allowability of
Costs/Activities--Selected Items of Cost."

Research Misconduct

The grantee will inquire into and, if necessary, investigate and resolve promptly and fairly all

instances of alleged or apparent research misconduct. Regulations at 42 CFR Part 50, Subpart A,
"Responsibilities for PHS Awardee and Applicant Institutions for Dealing with and Reporting

Possible Misconduct in Science," specify grantee responsibilities in dealing with and reporting

possible research misconduct. The signature of the authorized organizational official on the ap-

plication certifies that the organization has established administrative policies as required by 42
CFR 50, Subpart A, and will comply with those policies and the requirements of the regulations.

The regulations are available from the Office of Research Integrity (ORI) on its home page

(http://www.ori.dhhs.gov) and, in hard copy, at the address shown in Part lIl.

As stated throughout this NIH GPS, the primary responsibility for ensuring that an NIH-funded

project is being conducted in accordance with the approved application and budget and the terms
and conditions of the award rests with the grantee. These responsibilities must be carried out
with extra care where research misconduct has been found or where a research misconduct inves-
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tigationhasbeeninitiated,asspecifiedin42CFR50.103and50.104.The grantee shah report

promptly to ORI any incident of alleged or apparent research misconduct that it judges as war-

ranting investigation and must advise ORI of any decision to initiate an investigation. The regu-
lations also require that the grantee submit an annual report (see "Administrative Require-

merits--Monitoring--Reporting").

If a misconduct investigation has been initiated, the grantee must take any necessary steps, in

addition to its normal and ongoing responsibilities under the grant, to protect the scientific integ-

rity of the project(s), protect human subjects and animals, provide reports to ORI, and ensure the
proper expenditure of funds and continuation of the project during the conduct of the investiga-

tion, if appropriate. ORI staff are available to assist grantees with respect to research misconduct

investigations and reporting, and IC staff are available to provide technical assistance and to

work jointly with grantees to protect funded projects from the adverse effects of research mis-
conduct.

The grantee is responsible for the actions of its employees and other research collaborators, in-

cluding third parties, involved in the project. When a fmding of research misconduct has been
made regarding conduct by an individual(s) working on an NIH grant-supported project, whether

at the grantee organization or at a third-party organization, the grantee must assess the effect of

that fmding on the ability to continue that project, as originally approved by N-IH, and must
promptly obtain NIH approval of any intended change of PI or other key personnel. A fmding of

research misconduct may result in a range of possible sanctions by NIH, including, but not lim-
ited to, withdrawal of approval of the PI or other key personnel, debarment, disallowance of
costs associated with the invalid or unreliable research, withholding of all or part of a continua-

tion award, and/or suspension or termination, in whole or in part, of the current award. These ac-
tions are described in "Administrative Requirements--Enforcement Actions."

Where the validity or reliability of data has been affected by research misconduct, the grantee

and its employee/collaborator authors are responsible for submitting a correction or retraction of
the data to a journal, as appropriate, and/or publishing the corrected data, if required. ORI or NIH

may require corrections or retractions. If the grantee does not comply with this requirement, NIH
may invoke its rights, under 45 CFR Part 74 or 92, to access the data, including copyrightable

material developed under the award, have the data reviewed, and submit the correction.

Issues involving potential criminal violations, such as misappropriation of Federal funds, must be

promptly reported to the HHS Office of the Inspector General (see Part 11I).

Nondelinquency on Federal Debt

The Federal Debt Collection Procedure Act, 28 U.S.C. 3201 (e), provides that an organization or

individual that is indebted to the United States, and has a judgrnent lien filed against it, is ineligi-

ble to receive a Federal grant. NIH cannot award a grant unless the authorized organizational of-

ficial of the applicant organization (or individual in the case of an Individual National Research

Service Award) certifies, by means of his/her signature on the application, that the organization is

not delinquent in repaying any Federal debt. If the applicant discloses delinquency on a debt
owed to the Federal Government, NIH may not award the grant until the debt is satisfied or satis-

factory arrangements are made with the agency to which the debt is owed. In addition, once the
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debtisrepaidor satisfactoryarrangementsmade,NIHwill still takethatdelinquencyintoac-
countwhendeterminingwhethertheapplicantwouldberesponsiblewith respectto anNIH
grant,if awarded.

Anyonewhohasbeenjudgedtobein defaultonaFederaldebtandwhohashadajudgmentlien
filedagainsthim or her should not be listed as a participant in an application for NIH support

until the judgment is paid in full or is otherwise satisfied. No funds may be rebudgeted following

an award to pay such an individual. NIH will disallow costs charged to awards that provide funds
to individuals in violation of this Act.

These requirements apply to all types of organizations and awards, including foreign grants.

Recombinant DNA Molecules

Scope and Applicability

The NIH Guidelines for Research Involving Recombinant DNA Molecules (the NIH Guidelines)

(65 FR 60328, October 10, 2000 or latest revision) apply to all NIH-funded and non-NIH funded

gene transfer projects that are conducted at or sponsored by an organization that receives NIH
support for recombinant DNA research. A copy of the NIH Guidelines is available at

http ://www4.od.nih. gov/oba/rac/_uidelines/guidelines.html. As defined by the NIH Guidelines, recombinant
DNA molecules are either (i) molecules that are constructed outside of living cells by joining

natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (2)

DNA molecules that result from the replication of those described in (1). The NIH Guidelines

apply to both basic and clinical research studies. Specific guidance for the conduct of human

gene transfer studiesappears in Appendix M of the NIH Guidelines. Failure to comply with these
requirements may result in suspension, limitation, or termination of NIH funds for recombinant

DNA research at the organization or a requirement for NIH prior approval of any or all recombi-
nant DNA projects at the organization. Two specific requirements of the NIH Guidelines are dis-

cussed below, but the NIH Guidelines should be carefully reviewed, in their entirety, to ensure

compliance with all of the requirements for the conduct of projects involving recombinant DNA

techniques.

Institutional Biosafety Committee

Each organization that conducts research involving recombinant DNA, including contractors un-

der grants, must have policies and procedures to ensure compliance with the NIH Guidelines and
must establish a standing Institutional Biosafety Committee (IBC). The IBC is required to review

each proposed project for recombinant DNA experiments and certify that the procedures, project,
personnel, and facilities are adequate and in compliance with the NIH Guidelines. The composi-

tion requirements of IBCs are specified in section IV of the Guidelines. A roster of the members
of the IBC must be submitted to the Office Biotectmology Activities (OBA), NIH (see Part lIl

for address). At a minimum, the roster should include the names, addresses, occupations, and

qualifications of the chairperson and members of the committee. Section IV of the NIH Guide-

lines specifies the roles and responsibilities of PIs and grantees in relation to IBCs and in other
areas.
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Serious Adverse Event Reporting

The NIH Guidelines currently require the immediate reporting of serious adverse events that oc-

cur in human gene transfer clinical studies. As specified in Appendix M-I-C-4, investigators that

have received authorization from the Food and Drug Administration (FDA) to initiate a human
gene transfer research protocol must report any serious adverse event immediately to the local

IRB (see "Public Policy Requirements and Objectives--Requirements Affecting the Rights and

Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--Human Sub-
jects--Assurance Requirements and Institutional Review Boards"), the IBC, the Office for Hu-

man Research Protections (OHRP) (if applicable), and OBA (at the address specified in Part HI
of this policy statement), followed by the filing of a written report with each office/group 7. The

Guidelines, available from OBA, should be consulted for complete requirements for the conduct

of projects involving recombinant DNA techniques.

Human Pluripotent Stem Cell Research

NIH will fund research using human pluripotent stem cells derived from human embryos (tech-

nically known as human embryonic stem cells) or human fetal tissue (technically known as hu-

man embryonic germ cells). NKI punished final NIH Guidelines for Research Using Human
Pluripotent Stem Cells (Guidelines) that were effective on August 25, 2000. Because the Guide-

lines contained a few incorrect citations and other minor errors, they were corrected on Novem-

ber 21, 2000 (http://www.nih.gov/news/stemce11/stemcellguidelines.htm). The Guidelines estab-
lish procedures to help ensure that NIH-fimded research in this area is conducted in an ethical

and legal manner. Such research also is subject to the informed consent requirements of section
498A of the PHS Act.

NIH Guidelines for Research Using Human Pluripotent Stem Cells

For purposes of the Guidelines, human pluripotent stem cells are cells that are self-replicating,

are derived from human embryos or human fetal tissue, and are known to develop into cells and
tissues of the three primary germ layers. Although human pluripotent stem cells may be derived

from embryos or fetal tissue, such stem cells are not in themselves embryos. NIH research

funded under these Guidelines will involve human pluripotent stem cells derived: (1) from hu-
man fetal tissue, or (2) from human embryos that are the result of in vitro fertilization, are in ex-

cess of clinical need, and have not reached the stage at which the mesoderm is formed. NIH

funds may not be used to derive human pluripotent stem ceils from human embryos. The Guide-
lines designate certain areas of human pluripotent stem cell research as ineligible for NIH fund-

ing.

7 The scope and timing of this and other safety reporting requirements is under review. The OBA Home Page

(http ://www4.od.nib. gov/oba/) should be consulted for developments that may affect the timing of submission of

safety reports.
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Human Pluripotent Stem Cell Review Group

The approval process for NIH research proposed for support under grants and cooperative

agreements is described at http://www.nih.gov/news/stemcell/NOT-OD-00-050.html. In addition

to the peer review process described in Part I of this policy statement, research that proposes to
use human pluripotent stem cells will undergo a formal review of documentation of compliance

with the Guidelines. This latter review will be conducted by the Human Pluripotent Stem Cell

Review Group (HPSCRG), which is a working group of the Center for Scientific Review Advi-
sory Council (CSRAC). The process for documenting compliance with the Guidelines is separate

from the grant and cooperative agreement scientific review process. The two processes will take

place in parallel in order to ensure that all aspects of scientific review and review of compliance
are considered in a timely manner. Organizations and investigators proposing research using hu-

man pluripotent stem cells must be mindful of the requirements and deadlines for both processes

in order to avoid delays in the potential funding of proposed research. NIH will not provide

funds or allow existing funds to be used for research involving human pluripotent stem cells de-
rived from human embryos or human fetal tissue until appropriate approvals have been obtained.

Evidence of compliance with the Guidelines does not affect the peer review of the application

nor does it ensure a favorable funding decision by NIH. The documentation requirements and

approval process also apply to requests to conduct research using human pluripotent stem cells
that are not part of a competitive process, i.e., that are part of an administrative supplemental re-

quest or a prior approval request for a change in scope.

When the HPSCRG receives compliance documentation in support of a request that proposes use

of a the line of human pluripotent stem cells that has not been previously reviewed by the

HPSCRG and recommended to, and approved by, the CSRAC, the HPSCRG review will take

place in a public meeting. Thus, although the HPSCRG will review all requests for funds, the
review of compliance documentation for the use of a cell line previously approved by NIH will

not take place in a public meeting of the HPSCRG. The final approval of documentation of com-

pliance always will take place in a public meeting of the CSRAC. Meetings of the CSRAC are

open to the public. Following meetings of the CSRAC, the NIH Office of Science Policy will
convey the results of the human pluripotent stem cell compliance review to the principal investi-

gator, the organization, and the potential funding IC.

Restriction on Distrib(Jtion of Sterile Needles

NIH appropriated funds may not be used to carry out any program involving distribution of ster-

ile needles or syringes for the hypodermic injection of any illegal drug unless the Secretary,

HHS, determines that (1) exchange projects are effective in preventing the spread of HIV and do

not encourage the use of illegal drugs, and (2) the project is operated in accordance with criteria
established by the Secretary for preventing the spread of I-IIV and ensuring that the project does

not encourage the use of illegal drugs.

Seat Belt Use

Pursuant to Executive Order 13043 (April 16, 1997), Increasing the Use of Seat Belts in the U.S.,
NIH encourages grantees to adopt and enforce on-the-job seat belt policies and programs for

their employees when operating organizationally owned or rented, or personally owned vehicles.
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Smoke-Free Workplace

NII-I strongly encourages all recipients of its grants to provide smoke-free workplaces and pro-
mote the nonuse of tobacco products. NIH defines the term "workplace" to mean office space

(including private offices and other work space), conference or meeting rooms, corridors, stair-

ways, lobbies, rest rooms, cafeterias, and other public spaces.

Requirements Affecting the Rights and Welfare of Individuals as
Research Subjects, Patients, or Recipients of Services

Ban on Human Embryo Research and Cloning

N]H appropriated funds may not be used to support human embryo research under any extramu-
ral award instrument. N]It funds may not be used for the creation of a human embryo(s) for re-

search purposes or for research in which a human embryo(s) is destroyed, discarded, or know-

ingly subjected to risk of injury or death greater than that allowed for research on fetuses in utero
under 45 CFR 46.208(a)(2) and subsection 498 (a) and (b) of the PHS Act. The term "human

embryo(s)" includes any organism not protected as a human subject under 45 CFR 46, as of the

date of enactment of the governing appropriations act, that is derived by fertilization, partheno-
genesis, cloning, or any other means from one or more human gametes or human diploid cells.

In addition to the statutory restrictions on human fetal research under subsections 498 (a) and (b)

of the PHS Act, by Presidential memorandum of March 4, 1997, N-ff-I is prohibited from using
Federal funds for cloning of human beings.

Research on Human Fetal Tissue

Human fetal tissue is defined as tissue or cells obtained from a dead human embryo or fetus after

a spontaneous or induced abortion or stillbirth. This definitions does not include established
human fetal cell lines.

NIH Guidance for Research on Human Fetal Tissue

NTH has issued guidance for grantees conducting research on human fetal tissue. The guidance

and other information on the governing federal statute, Sections 498A and 498B of the Public
Health Service Act, 42 USC 289g-1 and 298g-2, are available on the NII-I web site at

http://grants.nih.gov/grants/guide/notice-files/not93-235.html
The scientific and ethical challenges associated with research utilizing human fetal tissues make

it imperative that researchers and their institutions be clearly aware of and in compliance with

the federal requirements particularly section 498B. Violation of this statute carries criminal pen-
alties that are applicable to both the suppliers and the acquirers of human fetal tissue for valuable
consideration.

When an application involving human fetal tissue research is submitted to the N]H, the author-

ized institutional official certifies (by signing the face page) that researchers using these tissues

are in compliance with Sec 498B of the Public Health Service Act, 42 U.S.C. 289g-2. This stat-

ute specifically prohibits any person from knowingly acquiring, receiving, or transferring any
human fetal tissue for valuable consideration. "Valuable consideration" is a concept similar to
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profit, and does not include reasonable payment for costs associated with the collection, process-

ing, preservation, storage, quality control or transportation of these tissues.

There are additional legal requirements for research on the transplantation of human fetal tissue

for therapeutic purposes that is conducted or supported by the NIH. (See See 498A and Sec
498B(b) of the Public Health Service Act.) Under section 498A the institutional official who

signs the application must certify that the research on transplantation of human fetal tissue will

adhere to the following provisions:

The woman who donates the fetal tissue must sign a statement declaring that the tissue is be-
ing donated for therapeutic transplantation research, that the donation is being made without

any restriction regarding the identity of individuals who may receive the transplantation, and

that the donation is being made without the donor knowing the identity of the recipient.

The attending physician must sign a statement that the tissue has been obtained in accordance

with the donor's signed statement and that full disclosure has been provided to the donor

with regard to the physician's intent, if any, in the research to be conducted with the tissue,
and any known medical risks to the donor or risks to her privacy associated with the donation

that are in addition to risks of the type that are associated with the woman's medical care. In
the case of tissue obtained pursuant to an induced abortion, the physician's statement must

also state that the woman' s consent for the abortion was obtained prior to requesting or ob-

taining consent for the tissue to be used; no alterations of the timing, method, or procedures

used to terminate the pregnancy was made solely for the purposes of obtaining the tissue for
research; and the abortion was performed in accordance with applicable State and local law.

The principal investigator must sign a statement certifying that he or she is aware that the tis-

sue is human fetal tissue obtained pursuant to a spontaneous or induced abortion, or pursuant

to a stillbirth, that is being donated for research purposes. The principal investigator must
also certify that: this information has been shared with others who have responsibilities re-

garding the research; and prior to eliciting informed consent from the transplantation recipi-

ent, the researcher will obtain written acknowledgement that the patient is aware of the afore-
mentioned information. Moreover, the principal investigator will certify in writing that he or

she has had no part in any decisions as to the timing, method, or procedures used to terminate

the pregnancy that were made solely for the purposes of the research.

• Research involving the transplantation of human fetal tissue must be conducted in accord

with applicable State and local law.

The institutional official must certify that the physician's statement, statement of the researcher,

and the acknowledgement of the transplantation recipient will be available for audit by the Secre-

tary, DHHS, or designee.
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Confidentiality

NIH expects grantees and others involved in NIH-supported research to take appropriate actions
to protect the privacy and confidentiality of individuals participating in those projects. Investiga-

tors, Data Safety Monitoring Boards, IRBs and other appropriate entities should ensure that poli-

cies and procedures are in place that protect identifying information and that they oversee com-

pliance with those policies and procedures.

Protection of Research Subjects' Identity

Section 301 (d) of the PHS Act provides that the Secretary may authorize persons engaged in
biomedical, behavioral, clinical, or other research activities to protect the privacy of research

subjects by withholding the names and other identifying characteristics of those subjects from

individuals not engaged in the research. Authorized persons may not be compelled to disclose
subjects' identities in any Federal, State, or local civil, criminal, administrative, legislative or

other proceeding. An applicant may request a certificate of confidentiality to protect research

subjects' identities under a specific research project. The request should be submitted to the IC

GMO, and, subject to IC review and approval, a certificate may be issued pursuant to 42 CFR 2a.
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Confidentiality of Patient Records

Section 543 of the PHS Act requires that records of substance abuse patients be kept confidential

except under specified circumstances and purposes. The covered records are those that include

the identity, diagnosis, prognosis, or treatment of any patient maintained in connection with any
program or activity relating to substance abuse education, prevention, training, treatment, reha-

bilitation, or research that is conducted, regulated, or directly or indirectly assisted by any de-

partment or agency of the United States. This requirement is implemented at 42 CFR Parts 2 and
2a.

Controlled Substances

If controlled substances are proposed to be administered as part of a research protocol or if re-
search is to be conducted on the drugs themselves, applicants/grantees must ensure that the re-

quirements of the Drug Enforcement Administration (DEA), including registration, inspection,

and certification, as applicable, are met. Regional DEA offices can supply forms and information

concerning the type of registration required for a particular substance for research use. The main

registration office in Washington, DC may be reached at (202) 254-8255. Information also is
available from the National Institute on Drug Abuse at (301) 443-6300.

Human Subjects

HI-IS regulations for the protection of human subjects, at 45 CFR Part 46, implement section
491 (a) of the PHS Act and provide a systematic means, based on established, internationally rec-

ognized ethical principles, to safeguard the rights and welfare of individuals who participate as

subjects in research activities supported or conducted by NIH or other HHS components. Under

the governing regulations, a grantee may not conduct research involving human subjects or ex-
pend Federal funds for research involving human subjects at any site, domestic or foreign, unless
it has an Office for Human Research Protections (OHRP)-approved assurance of compliance

with the requirements of 45 CFR Part 46 and the research has been approved by an Institutional
Review Board (IRB) in accordance with the requirements of 45 CFR Part 46. For purposes of

this public policy requirement, the definitions at 45 CFR 46.102 apply. A "human subject" is de-
fmed as a living individual about whom an investigator (whether professional or student) con-

ducting research obtains (1) data through intervention or interaction with the individual or (2)

identifiable private information. The regulations extend to the use of human organs, tissues, and

body fluids from individually identifiable human subjects as well as to graphic, written, or re-
corded information derived from individually identifiable human subjects. The use of autopsy

materials is governed by applicable State and local law and is not directly regulated by 45 CFR
46.

"Research" is defined as "systematic investigation designed to develop or contribute to gener-
alizable knowledge." Unless an activity is "exempt" (see 45 CFR 46.101), any activity meeting

the regulatory definition of"research" constitutes research for purposes of applying the regula-

tions, even if supported by a grant that might have as its overall purpose an activity that is not
primarily research. (For example, some training programs may include research activities.)

OHRP should be consulted if there is any question concerning the classification of research as

exempt or nonexempt.
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Assurance Requirements and Institutional Review Boards

Applicant organizations proposing to involve human subjects in nonexempt research must file

(or have previously filed) a written Assurance of Compliance with the Office for Human Re-
search Protections (OHRP) setting forth the commitment of the organization to establish appro-

priate policies and procedures for the protection of human subjects. Affiliated organizations or

organizations that will serve as additional performance sites for the grant-supported research also
must file an Assurance. OHRP is responsible for negotiating and approving the Assurance. Pre-

viously OHRP (and its predecessor organization--the Office for Protection from Research Risks)

negotiated several types of assurances, e.g., a Multiple Project Assurance (MPA) or a Single Pro-

ject Assurance (SPA) as well as an Inter-Institutional Amendment if employees of an organiza-
tion with an MPA routinely conducted their grant-supported research at an affiliated institution,

thereby avoiding the need for an SPA for each separate project performed at such sites.

OHRP is now negotiating Federalwide Assurances (FWA) covering all of an organization's fed-
erally supported research activities involving human subjects. Therefore, for organizations pro-

posing research involving human subjects and not currently holding an approved assurance(s),

OHRP will negotiate an FWA. Under the new system, each legally separate entity must file its
own FWA even if the organization does not operate its own IR and designates another IRB

(registered with OHRP and agreeing to the designation) for that purpose. Organizations currently

operating under SPAs, MPAs and/or other Assurances will continue to operate under the terms of
their current assurances, including time of submission of certification of IRB review, until con-
verted to an FWA 8. Detailed information concerning FWAs, including the OHRP Assurance

Training Module, are available on the OHRP web site.

NIH will not award a grant in which human subjects are involved for non-exempt research unless

the grantee has an OHRP-approved assurance and the grantee provides a certification to NIH that

the research has been approved by an appropriate IRB, consistent with 45 CFR Part 46, within 12

months prior to the budget period start date. IRB approval is not required prior to NIH peer re-
view of an application. Therefore, following peer review and notification of priority

score/percentile, applicant organizations should proceed with IRB review for those applications
that have not yet received IRB approval and that appear to be in a fundable range. Regardless of

when the IRB review occurs, the IRB should ensure that the research described in the application

is consistent with any corresponding protocols reviewed and approved by the IR. It is the

grantee organization's responsibility to ensure that all sites engaged in research involving human

subjects have an appropriate OHRP-approved assurance and IRB approval of the research con-
sistent with 45 CFR Part 46, and to comply with NIH prior approval requirements related to the

addition of sites not included in the approved application (see "Administrative Requirements--

Changes in Project and Budget--Prior Approval Requirements"). The list of organizations with

s After February 28, 2001 OHRP will no longer routinely accept assurances that are limited to HHS-supported

research, to special categories of research, or to individual research projects. Current MPAs will remain in effect

until the designated expiration date or December 31, 2003, whichever comes first; however, MPA organizations

may file a new FWA at any time prior to that date and they are encouraged to do so as soon as possible. MPAs that

have been administratively extended by OHRP must be replaced with an FWA no later than March 1, 2001. OHRP

will not accept changes to existing MPAs (except for IRB membership updates). If changes are necessary, the or-

ganization should file an FWA.
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approvedassurancesisavailableattheOHRPwebsite(http://ohrp.osophs.dhhs.go.y). Grantees

may not draw funds from the payment system or make obligations against Federal funds
for research involving human subjects at any site engaged in non-exempt research for any

period not covered by both an OHRP-approved assurance and an IRB approval consistent
with 45 CFR Part 46. As specified in 45 CFR 46.111, the IRB review must include a determina-

tion that, for research covered by the regulations:

• The procedures to be used will minimize risks to subjects;

• Risks to subjects are reasonable in relation to expected benefits, if any, to subjects and the

importance of the knowledge that may reasonably be expected to result;

• Selection of subjects is equitable;

Informed consent is sought from each prospective subject or the subject's legally author-
ized representative and is appropriately documented in accordance with, and to the extent

required by, the regulation;

Where appropriate, the research plan makes adequate provision for monitoring the data
collected to ensure the safety of subjects, the protection of privacy, and the confidentiality

of data; and

Where some or ai1 of the subjects are likely to be vulnerable to coercion or undue influ-

ence, such as persons with acute or severe physical or mental illness or persons who are
economically or educationally disadvantaged, appropriate additional safeguards are in-

cluded in the study to protect the rights and welfare of these subjects.

If an IRB considers the impact of potential financial (or other) conflicts of interest on the re-

search and the protection of human subjects, it should refer to the organization's policies and

procedures for identifying and monitoring conflicts of interest (see "Public Policy Requirements
and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--
Standards of Conduct--Financial Conflict of Interest").

The regulations specify additional protections for research involving fetuses, pregnant women,

and human in vitro fertilization (Subpart B); prisoners (Subpart C); and children (Subpart D).

No individual may receive NIH grant funds for covered research involving human subjects
unless the individual is affiliated with or sponsored by an organization that assumes responsibil-

ity for the research under an applicable written Assurance or the individual makes other ar-
rangements with OHRP.

Information concerning the preparation and negotiation of Assurances, as well as copies of the

regulation, may be obtained from OHRP at the address shown in Part ]II or from its home page at
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http://ohrp.osophs.dhhs?gov.OHRPalsohasproducedapublicationavailablethroughtheGov-
ernmentPrintingOffice andaninstructionalvideotape.

Education in the Protection of Human Research Participants

Before fimds are awarded for competing applications involving human subjects, investigators

must provide a description of education completed in the protection of human subjects for each

individual identified as "key personnel" in the proposed research. Key personnel include all indi-

viduals responsible for the design or conduct of the study. The description of education should be
part of a cover letter that accompanies the description of"other support," IRB approval, and

other information submitted prior to fimding in accordance with "just-in-time" procedures. For

non-competing continuations, the description of education should be part of the documentation

submitted as a prerequisite to award (whether under the Streamlined Noncompeting Award Proc-
ess or submitting a full non-competing continuation application).

Data and Safety Monitoring

NIH requires oversight and monitoring of all human intervention studies to ensure the safety of
participants and the validity and integrity of the data. This policy is in addition to any monitoring

requirements imposed by 45 CFR Part 46 (see "Human Subjects" in this subsection), FDA, or
the NIH Guidelines for Research Involving Recombinant DNA Activities. The level of monitoring

should be commensurate with the risks and the size and complexity of the clinical trial. Over-

sight and monitoring under Phase lII clinical trials should be in the form of Data Safety Monitor-

ing Boards (DSMBs). A DSMB also may be appropriate for Phase I and II clinical trials if the
studies have multiple clinical sites, are blinded (masked), or employ particularly high-risk or

vulnerable populations. The DSMB monitoring function is above and beyond that traditionally

provided by IRBs; however, the IRB must be cognizant of the procedures used by DSMBs, and
the DSMBs must provide periodic reports to investigators for transmittal to the local IRB.

For competing research applications involving Phase I or II clinical trials, the applicant must in-

clude a general description of the data safety monitoring for review by the Scientific Review

Group. A detailed monitoring plan must be included as part of the research protocol, be submit-
ted to the local IRB, and be reviewed and approved by the funding IC prior to initiation of the

trial. At a minimum, monitoring plans must include a description of the reporting mechanisms

for advising the IRB, FDA, and NIH of adverse events. In specific cases where the funding IC is
the sponsor of the test agent, i.e., the holder of the Investigational New Drug Application, inves-

tigators must submit individual adverse event reports to the IC in accordance with FDA regula-

tions. If a safety monitoring committee has been established for Phase I or II trial, summary re-
ports of the committee's discussions must be submitted to the IC and to the IRB. The funding IC

may specify the reporting requirements for adverse events, which are in addition to annual report
to the IRB,

9 Protecting Human Subjects: Institutional Review Board Guidebook, 1993, Stock No. 017-040-00525-3, may

be ordered from the Superintendent of Documents, Telephone: (202) 512-1800. This Guidebook is also available

from OHRP's Web site (http://ohrp.osophs.dhhs.gov/irb/irb. guidebook.htm ).
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Formulti-sitePhaseI and1Itrials,investigatorsshouldorganizeacentralreportingentitythat
will beresponsibleforpreparingtimelysummaryreportsof adverseeventsfor distribution
amongsitesandtheIRBsofparticipatingsites.Thefrequencyof summaryreportswill depend
onthenatureof thetrial.Organizationswitha largenumberof clinicaltrialsmaydevelopstan-
dardmonitoringplansfor PhaseI and1Iclinicaltrials.However,suchplansshouldalwaysbe
evaluatedforappropriatenessfortheparticularinvestigation.

All multi-sitetrialswithDSMBsareexpectedtoforwardsummaryreportsof adverseeventsto
individualIRBsin order for them to address reports related to the site for which they have re-

sponsibility. Grantees should address questions on this subject to the NIH Program Official.

Further information concerning these requirements is contained in several NIH Guide for Grants

and Contracts notices (http://grants.nLh.gov/grants/guide/notice-files/not98-O84.html) and

(http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html).

Investigational New Drug Applications/Investigational Device Exceptions

All clinical research involving investigational new drugs (IND), drugs approved for a different

indication, or experimental combinations of drugs, must meet the Food and Drug Administra-

tion's (FDA) IND regulations, FDA's human subjects protection requirements, and the HHS hu-

man subjects' requirements to be eligible for funding. As provided in the FDA regulations, an

IND or Investigational Device Exception (/DE) also may apply to biologics or devices. The FDA

regulations are published at 21 CFR Parts 50 and 312.

The official sponsor of the IND//DE, whether NIH, a grantee, or a third party, is legally respon-

sible for meeting the FDA requirements. If a third party, such as a pharmaceutical company or

research organization under contract to a grantee or to a pharmaceutical company, is the
IND//DE sponsor, the legal responsibility for monitoring the clinical trial and reporting to FDA

rests with the sponsor rather than the grantee. This generally will be the case for larger, multi-site

clinical trials. If the grantee is the IND//DE holder, commonly referred to as an "investigator-
initiated IND/IDE," the grantee or the investigator serves as the sponsor and assumes the legal

responsibility. In any case, the grantee is ultimately responsible to NIH for ensuring compliance

with the requirements for protection of human subjects, including compliance with FDA's

requirements.

Following the filing of an IND, FDA has a 30-day period in which to review it. FDA may allow

the IND to proceed or may defer approval of the IND until changes it deems acceptable are
made. FDA also may order a clinical trial to be suspended or terminated, at any time, based on
information it receives about that clinical trial.

When NIH funds all, or part of, a clinical study involving an IND or an/DE, NIH must be

knowledgeable about any significant communications with FDA concerning the study. The

grantee organization must report certain types of FDA communications to the NIH IC within 72
hours of receiving a copy of or upon being informed of the FDA communication (through the PI

or another person acting on behalf of the grantee), whichever occurs first. This notification re-

quirement applies to any of the following communications from FDA with the sponsor of the
IND or/DE:
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• Warningletters(whethersenttothegranteeand/ortothecommercialsponsor(s)).

• Noticeof Initiationof DisqualificationProceedingsandOppommitytoExplain
(NIDPOEletters).

• Noticeof Opportunityfor Hearing(NOOH).

• Noticeof Disqualification.

• Consent Agreements.

• Clinical hold letters that pertain to breaches of either good manufacturing practices, good

clinical practices, or other major issue requiring significant changes in the protocol

The notification should be made in writing, but may be done by telephone ifa written notice

would delay the notification. It should include a statement of the action taken or contemplated

and the assistance needed to resolve the situation. These requirements apply to the grantee even

if the grantee or the NIH-ftmded PI is the sponsor. Failure to comply with this requirement may
result in NIH imposing a corrective and/or enforcement action (see "Administrative Require-

ments--Enforcement Actions"). FDA communications are considered grant-related records for

purposes of retention and access (see "Administrative Requirements--Monitoring--Record Re-
tention and Access").

Pro-Children Act of 1994

Public Law 103-227, Title X, Part C--Environmental Tobacco Smoke, also known as the Pro-

Children Act of 1994 (Act), imposes restrictions on smoking in facilities where federally funded

children's services are provided. NIH grants are subject to these requirements only if they meet

the Act's specified coverage. The Act specifies that smoking is prohibited in any indoor facility

owned, leased, or contracted for and used for the routine or regular provision of kindergarten,
elementary, or secondary education or library services to children under the age of 18. In addi-

tion, smoking is prohibited in any indoor facility or portion of a facility owned, leased, or con-
tracted for and used for the routine or regular provision of federally funded health care, day care,

or early childhood development (Head Start) services to children under the age of 18. The statu-

tory prohibition also applies if such facilities are constructed, operated, or maintained with Fed-

eral funds. The statute does not apply to children's services provided in private residences, facili-
ties funded solely by Medicare or Medicaid funds, portions of facilities used for inpatient drug or

alcohol treatment, or facilities where Women, Infants and Children (WIC) coupons are re-

deemed. Failure to comply with the provisions of the law may result in the imposition of a civil
monetary penalty of up to $1,000 per violation and/or the imposition of an administrative com-

pliance order on the responsible entity.

Because of the nature of NIH programs and funding, individual transactions, rather than entire

programs, may be subject to these requirements. The signature of the applicant's authorized offi-
cial will indicate the intent to comply. Any questions concerning the applicability of these provi-

sions to an NIH grant should be directed to the IC GMO.
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Research on Transplantation of Fetal Tissue

In submitting an application to NIH, the authorized organizational official that signs the applica-
tion is certifying that, if research on the transplantation of human fetal tissue is conducted under

the grant-supported project, the organization will make available for audit by the Secretary, HHS,

or designee, the physician statements and informed consents required by subsections 498A(b)(2)
and (c) of the PHS Act or will ensure HHS access to those records, if maintained by an entity

other than the grantee. This requirement is in addition to the human subjects in research require-
ments.

Animal Welfare

The PHS Policy on Humane Care and Use of Laboratory Animals (the Policy) requires that ap-
plicant organizations proposing to use vertebrate animals in NIH-supported activities file a writ-
ten Animal Welfare Assurance with the Office of Laboratory Animal Welfare, N/H. The Policy,

which defines "animal" as "any live, vertebrate animal used or intended for use in research, re-

search training, experimentation, or biological testing or for related purposes," stipulates that the

applicant/grantee bears responsibility for the humane care and use of animals in NIH-supported
research activities. The Policy implements and supplements the U.S. Government Principles for

the Utilization and Care of Vertebrate Animals Used in Testing, Research, and Training. It re-

quires the applicant to establish appropriate policies and procedures for humane care and use of
animals, based on the Guide for the Care and Use of Laboratory Animals, and to comply with

the Animal Welfare Act and its implementing regulations. This includes appointment of an Insti-

tutional Animal Care and Use Committee (IACUC) with specified responsibilities.

No NIH award for research involving live vertebrate animals will be made unless the applicant

organization and all performance sites are operating in accordance with an approved Animal

Welfare Assurance and provide verification that the IACUC has reviewed and approved those

sections of the application that involve use of vertebrate animals, in accordance with the re-

quirements of the Policy. Applications from organizations with approved Assurances will be con-
sidered incomplete if they do not include verification of IACUC review or do not contain the in-

formation concerning the use of vertebrate animals required as part of the application's research

plan (see instructions for completion of the PHS-398 for the five specific points that need to be
addressed). In the case of apparent or potential violations of the Policy, NIH may refer applica-

tions back to the applicant for further IACUC review.

Foreign organizations proposing activities involving vertebrate animals are required to comply

with the Policy or provide evidence that acceptable standards for the humane care and use of
animals will be met. NIH will not make an award for research involving live vertebrate animals

to an individual unless that individual is affiliated with an organization that accepts responsibility

for compliance with the Policy and has filed the necessary assurance with OLAW.

The Policy does not affect applicable State or local laws or regulations that impose more strin-

gent standards for the care and use of laboratory animals. In addition, all organizations are re-

quired to comply, as applicable, with the Animal Welfare Act, as amended, 7 U.S.C. 2131 et seq.,
and other Federal statutes and regulations relating to animals.
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InformationconcerningthepreparationandsubmissionofAnimalWelfareAssurancesaswellas
copiesofthePolicyandotherrelevantmaterialsareavailablefromOLAW(seePart11Iforcon-
tactinformation).Informationconcerningwaysin whichtoreducetheadministrativeburdenas-
sociatedwith theserequirementsalsoisavailableatOLAWwebsite
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-007.html.

Requirements for Inclusiveness in Research Design

NIH requires grant-supported research projects to be as inclusive in design as possible in order to

extend the validity of research findings and allow for enhancement of the health status of all

population groups.

Inclusion of Women and Minorities as Subjects in Clinical Research

Research involving human subjects of any age must comply with the NIH Guidelines on the In-
clusion of Women and Minorities as Subjects in Clinical Research (NIH Guide for Grants and

Contracts, Vol. 23, No. 11, March 18, 1994, and Federal Register, 59 FR 14508-14513, March

28, 1994), implementing section 492B of the PHS Act. These guidelines require that women and
members of minority groups and their subpopulations be included in any NlH-supported research

project involving human subjects, unless a clear and compelling rationale and justification estab-
lishes, to the satisfaction of the IC Director, that inclusion is inappropriate with respect to the

health of the subjects, the purpose of the research, or other circumstances. Cost is not an accept-

able reason for exclusion, except when the research would duplicate data already available from

other sources. Women of childbearing potential should not be routinely excluded from participa-
tion in clinical research, i.e., any biomedical or behavioral research involving human subjects.

The guidelines should be reviewed for policy concerning inclusion of these groups in Phase III
clinical trials.

Peer reviewers will evaluate proposed plans for inclusion of members of minority groups and

both genders, the design of clinical trials, and recruitment and outreach as part of the scientific
assessment. Failure to comply with this policy may result in NII-I not making an award. Grantees

are required to report annually on the enrollment of individuals by gender and racial or ethnic
minority group as part of the noncompeting continuation request or other annual progress report-

ing (see "Administrative Requirements--Monitoring--Reporting").

Inclusion of Children as Subjects in Clinical Research

NIH has a separate policy on inclusion of children as subjects in clinical research that is similar

to the policy regarding inclusion of women and minorities. All new applications involving hu-
man subjects research must include children (i.e., individuals under the age of 21) in the research
design unless there are scientific or ethical reasons not to include them 1°. If children will be ex-

cluded from the research, the application must present an acceptable justification for the exclu-

10This policy has been in effect since October 1, 1998 for new applications submitted for a receipt date after that
date. k isnot mandatory for applications submitted for receipt dates prior to that date, competing awards made prior
to that date,or non-competing awards resulting from competing awards made prior to that date.
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sion.Thispolicyappliesto bothexemptandnonexemptresearchactivities(see"HumanSub-
jects"in thissection).Theinclusionof childrenassubjectsin researchmustcomplywithall ap-
plicableprovisionsof 45CFRPart46andotherpertinentFederallawsandregulations.Thispol-
icy isnotmandatoryfor awardsmadepriorto October1,1998andfor newapplicationssubmit-
tedfor earlierreceiptdates.

Civil Rights

Before an NIH IC may make an award to any domestic applicant organization, the organization

must certify (by means of the authorized organizational official's signature on the application)

that it has an Assurance of Compliance with the statutes described in this subsection on file with
the Office for Civil Rights (OCR), Office of the Secretary, HHS. The Assurance, Form HHS-

690, is filed on an organizational basis and is not required for each application; however, the cer-

tification is required with each application. If the application has been recommended for funding
and the applicant organization does not have an Assurance on file, it will receive, from the re-

sponsible IC, the required form and instructions for completion and submission. The Form HHS-

690 also is available from GrantsInfo_nih.gov or by telephone at (301) 435-0714.

Domestic organizations that receive funding from grantees rather than directly from NIH, includ-

ing contractors under grants, are required to file this Assurance, and the applicant/grantee is re-

sponsible for determining whether those organizations have the required Assurance on file and, if

not, ensuring that it is filed with OCR.

Age Discrimination Act of 1975

The Age Discrimination Act of 1975 prohibits discrimination on the basis of age in any program

or activity receiving Federal financial assistance. The HI-IS implementing regulations are codi-
fied at 45 CFR Part 91.

Civil Rights Act of 1964

Title VI of the Civil Rights Act of 1964 provides that no person in the U.S. shall, on the grounds

of race, color, or national origin, be excluded from participation in, be denied the benefits of, or
be subjected to discrimination under any program or activity receiving Federal financial assis-

tance. The HHS implementing regulations are codified at 45 CFR Part 80.

Education Amendments of 1972

Title IX of the Education Amendments of 1972 provides that no person in the U.S. shall, on the
basis of sex, be excluded from participation in, be denied the benefits of, or be subjected to dis-

crimination under any educational program or activity receiving Federal fmancial assistance. The

HHS implementing regulations are codified at 45 CFR Part 86.

Rehabilitation Act of 1973

Section 504 of the Rehabilitation Act of 1973, as amended, provides that no otherwise qualified

handicapped individual in the United States shall, solely by reason of the handicap, be excluded

from participation in, be denied the benefits of, or be subjected to discrimination under any pro-
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gramoractivityreceivingFederalfinancialassistance.Theserequirementspertaintotheprovi-
sionofbenefitsorservicesaswell asto employment.The HHS implementing regulations are
codified at 45 CFR Parts 84 and 85.

Environmental Impact and Other Requirements Related to Acquisition, Alteration
and Renovation, and Construction of Facilities

Public policy requirements that apply to construction activities are described in "Construction

Grants--Public Policy Requirements and Objectives." However, they also may apply to altera-

tion and renovation (A&R) activities. A grantee undertaking an A&R project under a non-

construction award should consult the GMO concerning potential applicability of these require-
ments.

Availability of Information

With the exception of certain types of information that may be considered proprietary or private
information that cannot be released, after the grant is funded, most grant-related information

submitted to NIH by the applicant or grantee in the application or in the postaward phase is con-
sidered public information and is subject to possible release to individuals or organizations out-

side NIH. The statutes and policies that require this information to be made public are intended

to foster an open system of Government and accountability for governmental programs and ex-
penditures, and, in the case of research, to provide information about federally funded activities.

NIH routinely makes information about awarded grants, including project title, the name of the

PI, and the amount of the award, available to the public through the NIH Computer Retrieval of
Information on Scientific Projects (CRISP) system, available from the Office of Extramural Re-

search Home Page. The project description provided by an applicant for a funded research grant

application is sent to the National Technical Information Service (NTIS), U.S. Department of
Commerce, where the information is used for dissemination of scientific information and scien-

tific classification and program analysis purposes. The public may request these descriptions

from NTIS. Other information may be released on a case-by-case basis as described in this sub-
section.

Several policies require acknowledgment of support and a disclaimer for publications, inven-

tions, and other research products, as provided in "Administrative Requirements--Availability of

Research Results: Publications, Intellectual Property Rights, and Sharing Biomedical Research

Resources" and elsewhere in this policy statement. The following disclosure requirement ("Ac-
knowledgment of Federal Funding") is included in HHS appropriations statutes.

Acknowledgment of Federal Funding

All HHS grantees must acknowledge Federal funding when issuing statements, press releases,

requests for proposals, bid invitations, and other documents describing projects or programs
funded in whole or in part with Federal money. Grantees are required to state (1) the percentage

and dollar amounts of the total program or project costs financed with Federal money, and (2)

the percentage and dollar amount of the total costs financed by nongovernmental sources.
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The Freedom of Information Act

The Freedom of Information Act (FOIA), 5 U.S.C. 552, and implementing HI-IS regulations (45

CFR Part 5) require N1H to release certain grant documents and records requested by members
of the public, regardless of the intended use of the information. These policies and regulations

apply to information in the possession of NIH and generally do not require grantees or contrac-

tors under grants to permit public access to their records. An exception related to certain research
data is described in this subsection.

NIH will generally release the following types of records pursuant to an FOIA request:

• Funded applications;

• Pending and funded noncompeting continuations;

• Grant progress reports; and

• Final reports of any audit, survey, review, or evaluation of grantee performance that have

been transmitted to the grantee.

This includes information of this type maintained in electromc format.

N1H will generally withhold the following types of records or information in response to an

FOIA request:

• Pending competing grant applications;

• Unfunded new and competing continuations and competing supplemental applications;

• Financial information regarding a person, such as salary information pertaining to project

personnel;

• Information pertaining to an individual, the disclosure of which would constitute a clearly
unwarranted invasion of personal privacy;

• Predecisional opinions in interagency or intra-agency memoranda or letters expressed by

Government officers, employees, or consultants;

• Evaluative portions of site visit reports and peer review summary statements, including

priority scores;

• Trade secrets and commercial, financial, and otherwise intrinsically valuable items of in-

formation that are obtained from a person or organization and are privileged or confiden-
tial;

• Information which, if released, would adversely affect the competitive position of the

person or organization; and

• Patent or other valuable commercial rights of the person or organization.
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If NIHhassubstantialreasontobelievethatinformationin itsrecordscouldreasonablybecon-
sideredexempt,beforetheinformationisreleasedin responsetoanFOIA request, the applicant

or grantee will be notified of the request by the appropriate NIH FOIA office, through the PI, and

will be given an opportunity to identify potentially patentable or commercially valuable informa-
tion that should not be disclosed. After NIH consideration of the grantee's response, if any, the

grantee will be informed of the agency's decision as to what documents will be released and to
whom. If a document contains both disclosable and nondisclosable information, a designated

NIH or HI-IS FOIA Officer will delete the nondisclosable information, and the balance of the
document will be disclosed.

Access to Research Data

By regulation (45 CFR 74.36), grantees that are institutions of higher education, hospitals, or
non-profit organizations are required to release research data first produced in a project sup-

ported in whole or in part with Federal funds that are cited publicly and officially by a Federal

agency in support of an action that has the force and effect of law (e.g., regulations and adminis-
trative orders) 1. "Research data" is defined as the recorded factual material commonly accepted
in the scientific community as necessary to validate research fmdings. It does not include pre-

liminary analyses; drafts of scientific papers; plans for future research; peer reviews; communi-

cations with colleagues; physical objects (e.g., laboratory samples, audio or video tapes); trade
secrets; commercial information; materials necessary to be held confidential by a researcher until

publication in a peer-reviewed journal; information that is protected under the law (e.g., intellec-
tual property); personnel and medical files and similar files, the disclosure of which would con-
stitute an unwarranted invasion of personal privacy; or information that could be used to identify

a particular person in a research study.

These requirements do not apply to commercial organizations or to research data produced by
State or local governments. However, if a State or local governmental grantee contracts with an

educational institution, hospital, or non-profit organization, and the contract results in covered

research data, those data are subject to these disclosure requirements.

Requests for the release of research data subject to this policy are required to be made to NIH,
which will handle them as FOIA requests. If the data are publicly available, the requestor will be

directed to the public source. Otherwise, the IC FOIA coordinator, in consultation with the af-
fected grantee and the PI, will handle the request. This policy also provides for assessment of a

reasonable fee to cover grantee costs as well as (separately) the NIH costs of responding.

The Privacy Act

The PrivacyAct of 1974, 5 U.S.C. 552a, and its implementing regulations (45 CFR Part 5b) pro-

vide certain safeguards for information about individuals maintained in a system of records, as
identified by the Act (i.e., information may be retrieved by the individual's name or other identi-

fying information). These safeguards include the rights of individuals to determine what informa-

11These requirements apply to data first produced under a competing award (new, competing continuation, or
competing supplement) made after April 17,2000, and any subsequent non-competing award pursuant to those
competing awards.
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tionaboutthemismaintainedinFederalagencies'files(hardcopyor electronic)andhowit is
used,to haveaccessto suchrecords,andto correct,amend,orrequestdeletionof informationin
theirrecordsthatis inaccurate,irrelevant,oroutdated.

RecordsmaintainedbyNIH withrespectto grantapplications,grantawards,andtheadministra-
tionof grantsaresubjectto theprovisionsof thePrivacyAct.NIH hastwoPrivacyAct systems
ofrecordsthatcoverNIH grantrecords:

09-25-0036,ExtramuralAwardsandCharteredAdvisoryCommittees:IMPAC
(Grant/Contract/CooperativeAgreementInformation/CharteredAdvisoryCommitteeIn-
formation),HHS/NIH/OERandHHS/NIH/CMO.

• 09-25-0112,GrantsandCooperativeAgreements:Research,ResearchTraining,Fellow-
shipandConstructionApplicationsandRelatedAwards,HHS/NIH/OD.

Thesetwosystemsprovideguidanceonrequirementsfor the management of grant records in the
possession of NIH and include appropriate routine uses of such information. They also include

requirements for safeguarding the records and for record retention and disposal.

In considering a request for information concerning an individual made by a party other than that
individual, _ must take into account both the requester's right to know under FOIA and the

individual's right to privacy under the Privacy Act.

Records maintained by grantees ordinarily are not subject to the requirements of 45 CFR Part 5b.

Other Public Policy Requirements and Objectives

Metric System

Consistent with Executive Order 12770 (July 25, 1991), Metric Usage in Federal Government

Programs, measurement values in applications and grantee-prepared reports, publications, and
other grant-related documents should be in metric. See "Construction Grants" for requirements

for metric usage in construction activities.

Military Recruiting and Reserve Officer Training Corps Program Access to
Institutions of Higher Education

NIH is subject to section 588 of the National Defense Authorization Act of 1995, as imple-
mented in 32 CFR Parts 23 and 216, that precludes grant awards to schools that the Department

of Defense (DoD) determines have an anti-ROTC (Reserve Officer Training Corps) policy or

practice (regardless of when implemented) that either prohibits or, in effect, prevents, the Secre-

tary of Defense from gaining entry to campuses or access to students or information for military
recruiting purposes. DoD publishes each determination of ineligibility in the Federal Register as

well as publishing, once every 6 months, a list of all currently ineligible schools. If DoD makes

its determination of ineligibility during an ongoing project period, N/H may either continue the
award or take an action to end the award as provided in "Administrative Requirements--

Enforcement ActionswSuspension, Termination, and Withholding of Support." Funding eligibil-

ity may be restored on the basis of new information provided to DoD.
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THE NOTICE OF GRANT AWARD

The NGA is the legal document issued to notify the grantee that an award has been made and

that funds may be requested from the I-IHS payment system. An NGA is issued for the initial

budget period and reflects future-year commitments, if applicable. A revised NGA may be issued
to effect an action resulting in a change in the period or amount of support or other change(s) in

the terms and conditions of award. NIH will not issue a revised NGA to reflect a grantee's

postaward rebudgeting. Until an IC has issued an NGA for the initial award, any costs incurred

by the applicant for the project are incurred at its own risk (see "Allowability of Costs/Activities-
-Selected Items of Cost--Preaward (Preagreement) Costs" for NIH policy on the allowability of

preaward costs).

The NGA sets forth pertinent information regarding the grant, including, but not limited to, the

following:

• Application/grant identification number ("grant number"),

• Name of grantee institution,

• Name of the PI,

• The approved project period and budget period start and end dates,

• The amount of funds authorized for obligation by the grantee,

• The amount of anticipated future-year commitments (if applicable),

• The names of the cognizant IC Program Official and GMO, and

• Applicable terms and conditions of award, either by reference or inclusion.

A grantee indicates acceptance of an NIH award and its associated terms and conditions by

drawing funds from the designated payment system. If the grantee cannot accept the award, in-

cluding the legal obligation to perform in accordance with its provisions, it should notify the
GMO immediately upon receipt of the NGA. If resolution cannot be reached, the GMO will void

the grant or take other appropriate action to terminate the award. NIH' s determination of appli-
cable terms and conditions of award or a GMO's denial of a request to change the terms and

conditions is discretionary and not subject to appeal (postaward appeal rights are discussed in

"Administrative Requirements---Grant Appeals Procedures"). Once the award is accepted by the

grantee, the contents of the NGA are binding on the grantee unless and until modified by a re-

vised NGA signed by the GMO.

Funding

For most grants, NIH uses the project period system of funding. Under this system, projects are

programmatically approved for support in their entirety but are funded in annual increments

called budget periods. The length of an initial project period (competitive segment) or of any
subsequent competitive segment is determined by the NIH IC on the basis of any statutory or
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regulatoryrequirements,thelengthof timerequestedbytheapplicantto completetheproject,
anylimitationonthelengthof theprojectperiodrecommendedbythepeerreviewers,theIC's
programmaticdeterminationof thefrequencyof competitivereviewdesirablefor managingthe
project,andtheNIHfundingprinciples.The total project period consists of the initial competi-
tive segment, any additional competitive segment(s) authorized by a competing continuation

award(s), and any noncompeting extensions. NIH policy limits each competitive segment to a

maximum of 5 years (exclusive of noncompeting extensions). A single award covering the entire

period of support is generally used only if the project is solely for construction or alteration or
renovation of real property, the total planned period of support will be less than 18 months, or

the project is awarded under a special support mechanism.

The initial grant award provides funds for the conduct of the project during the first budget pe-
riod. Budget periods are usually 12 months long; however, shorter or longer budget periods may

be established for compelling programmatic or administrative reasons. An NGA that documents
approval of a project period that extends beyond the budget period for which funds are provided

(including levels of future support) expresses NIH's intention to provide continued financial

support to the project. The amounts shown for subsequent years represent projections of future

funding levels based on the information available at the time of the initial award. Such projected

levels of future support are contingent on satisfactory progress, the availability of funds,
and the continued best interests of the Federal Government. They are not guarantees by

NIH that the project will be funded or will be funded at those levels and create no legal ob-

ligation to provide funding beyond the expiration date of the current budget period as
shown in the NGA.

Grantees are required to submit a noncompeting continuation application as a prerequisite to

NIH approval and funding of each subsequent budget period within an approved project period
(see "Administrative Requirements--Noncompeting Continuation Awards"). A decision to fund

the next budget period will be formalized by the issuance of an NGA indicating the new budget

period and the amount of new funding. The NGA also will reflect any remaining future-year
commitments. NIH may decide to withhold support for one or more of the reasons cited in "Ad-

ministrative Requirements--Enforcement Actions--Suspension, Termination, and Withholding

of Support." A grantee may appeal this decision only if the withholding was for the grantee's

failure to comply with the terms and conditions of a previous award (see "Administrative Re-
quirements--Grant Appeals Procedures").

Budget

Each NGA sets forth the amount of funds awarded. The amount may be shown either as a line

item budget or as an amount for total direct costs (not broken down by category) and an amount
for F&A costs, if applicable. Modular awards represent a type of award made without a categori-

cal budget (see "Modular Applications and Awards"). The grantee has certain rebudgeting flexi-

bility within the overall amount awarded (see "Administrative Requirements-Changes in Pro-

ject and Budget"). The grantee may be required to provide matching funds under construction
awards as specified in "Construction Grants--Matching" as well as under other NIH programs or

awards as specified in applicable program announcements.
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Additional Terms and Conditions

In addition to, or in lieu of, the standard terms and conditions of award specified in this policy

statement, NIH may use terms and conditions for program-specific or award-specific reasons.
For example, if, on the basis of a grantee's application or other available information, the GMO

finds--at the time of award or at any time subsequent to award--that the grantee's management

systems and practices are not adequate to ensure the appropriate stewardship of NIH funds or to

achieve the objectives of the award, the GMO may impose special, more restrictive terms and
conditions on the award in accordance With 42 CFR 52.9 and 45 CFR 74.14 or 92.12. NIH could

require a grantee to obtain prior approval for expenditures that ordinarily do not require such ap-

proval or to provide more frequent reports. In addition to closer monitoring, NIH may assist the
grantee in taking any necessary corrective action.
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PAYMENT

HI-IS grant payments may be made by one of several advance payment methods, including

SMARTLINK lI/Automated Clearinghouse (ACH), CASHLINE/ACH, or by cash request on an
advance or reimbursement basis, as specified in the NGA and as described in this section. Pay-

ments under NIH grants are generally made as advance payments. Except as indicated in this

section, NIH grant payments are made by the Division of Payment Management (PMS), HI-IS, in

accordance with Department of Treasury (Treasury) and OMB requirements, as implemented by
45 CFR 74.22 and 92.21. These requirements are intended to minimize the time elapsing be-
tween the transfer of funds from the Federal Government and disbursement by a grantee. There-

fore, although the grant may be financed by "advance payments," the intent is that grantees draw
funds on an as-needed basis only, i.e., in advance of no more than 3 days' need.

All Federal funds deposited in a grantee's bank account from PMS should be fully disbursed

(checks written, signed, and issued to the payees) by the close of business the next work day af-

ter receipt of the funds. The potential for excessive Federal cash on hand exists each time a
grantee does not disburse Federal funds in this manner. The grantee is responsible for determin-

ing when the Federal funds have been deposited into its bank account for each drawdown, ensur-

ing that the funds are fully disbursed by the close of business the next work day after they are
received, and immediately returning all undisbursed Federal funds to PMS.

The Treasury and OMB policies also establish accountability for interest earned on advances of

grant funds and provide for use of the reimbursement method if cash management requirements
are not met. Advances made by grantees to consortium participants and contractors under grants

must conform to substantially the same standards of timing and amount that govern advances to

the grantee.

Payments under grants to foreign or international organizations, awards to individuals, and

awards to agencies of the Federal Government are made by the Office of Financial Management

(OFM), NIH (see Part I/I).

SMARTLINK U/ACH

The SMARTLIN H/ACH method of advance payment makes direct deposit of funds to a

grantee's bank account and requires grantees to have access to a computer terminal or other

equipment able to communicate a request for funds to PMS. SMARTLINK II/ACH provides

funds the day following the request with direct deposit using the Federal Reserve Bank's (Rich-

mond, Virginia) ACH process.

CASHLINE/ACH

The CASHLINE/ACH method of advance payment provides for direct deposit of funds to the

recipient's bank account using a touch-tone telephone to dial directly to a "voice response" com-

puter located at PMS. CASHLINE/ACH makes funds available the day following the request
with direct deposit using the Federal Reserve Bank's (Richmond, Virginia) ACH process.
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Cash Request

Grantees not eligible for an unrestricted advance of funds by SMARTLINK IUACH or

CASI-ILINE/ACH are financed on the basis of submission of a cash request, usually monthly.

The cash request may be on either an advance or reimbursement basis, as specified by the NIH
awarding office. Cash requests are used where closer monitoring of grantees' cash management

is required, including grantees whose financial management systems do not meet the standards

specified in 45 CFR 74.21 or 92.20, or under programs where reimbursement financing is appro-
priate. A grantee also may be converted from an unrestricted advance payment method to a cash

request basis if, during postaward administration, the GMO determines that a grantee is not com-

plying with the cash management requirements or other requirements of the award(s), including
the submission of complete and timely reports (see "Administrative Requirements--Monitoring-

-Reporting" and "Administrative RequirementsmEnforcement Actions--Modification of the

Terms of Award").

If the cash request is for an advance payment, the grantee may request grant funds monthly on

the basis of expected disbursements during the succeeding month and the amount of Federal

funds already on hand. A request for reimbursement may be submitted monthly or more often, if
authorized. For timely receipt of cash, a grantee must submit the request through the awarding

office early enough for it to be forwarded to PMS at least 2 weeks before the cash is needed.

PMS makes payment to the grantee electronically through the ACH process upon receipt of the
approved payment request from the awarding office.

Operational guidance for recipients is contained in the DHHS Manual for Recipients Financed
Under the Payment Management System. Requests for this manual and inquiries regarding pay-
ments should be directed to:

Division of Payment Management

Program Support Center
P. O. Box 6021

Rockville, MD 20852

Telephone: (301) 443-1660

Interest Earned on Advances of Grant Funds

Except as provided in 45 CFR 74.22(k), any grantee included within the applicability of those
regulations (45 CFR 74.1) that receives advance payments must maintain those advances in an

interest-bearing account.

Interest earned on advances of Federal funds must be handled as follows:

Nongovernmental grantees: Any interest on Federal advances of grant funds that ex-

ceeds $250 per year in the aggregate must be remitted annually to PMS (as the govern-

ment-wide agent for collection) at the address indicated above. Recipients with electronic
funds transfer (EFT) capability should use an electronic medium to remit interest.

4, Governmental grantees other than States: Except as provided in 45 CFR 92.21(i), any

interest in excess of $100 per year in the aggregate earned by local governments or Indian
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tribalgovernmentson Federal advances of grant funds must be remitted promptly, and at

least quarterly, to PMS at the address indicated above.

State governments: State governments operating under Treasury-State agreements are

subject to the payment and receipt of interest as specified in their agreements. All other

State grantees are expected to follow sound financial management practices that mini-
mize the potential for excessive Federal cash on hand and to comply with the cash man-

agement requirements of 45 CFR 92.20 and 21.
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COST CONSIDERATIONS

General

Cost considerations are critical throughout the life cycle of a grant. An applicant's budget request

is reviewed for compliance with the governing cost principles and other requirements and poli-

cies applicable to the type of recipient and the type of award. Any resulting award will include a
budget that is consistent with these requirements.

N-IH anticipates that, because of the nature of research, the grantee may need to modify its award

budget during performance in order to accomplish the award's programmatic objectives. There-

fore, NIH provides some flexibility for grantees to deviate from the award budget, depending on
the deviation's significance to the project or activity. More significant postaward changes require

NIH prior approval. Prior approval requirements and authorities are discussed in "Administrative

Requirements--Changes in Project and Budget."

During postaward administration, the GMO monitors expenditures for conformance with cost

policies. The GMO's monitoring includes, among other things, responding to prior approval re-

quests and reviewing progress reports, audit reports, and other periodic reports. The GMO also
may use audit findings as the basis for final cost adjustments (see "Administrative Requirements-

--Closeout").

This section addresses the general principles underlying the allowability of costs, differentiates

direct costs from F&A (indirect) costs, and highlights a number of specific costs and categories

of cost for NIH applicants and grantees. It is not intended to be all-inclusive and should be used

as a supplement to the applicable cost principles.

The Cost Principles

Most NIH grant awards provide for cost reimbursement (as contrasted with fixed-price arrange-
ments) and are subject to government-wide or HHS-wide cost principles. The cost principles es-

tablish standards for the allowability of costs, provide detailed guidance on the cost accounting

treatment of costs as direct or F&A costs, and set forth allowability principles for selected items

of cost. Applicability of a particular set of cost principles depends on the type of organization

making the expenditure. For example, a for-profit organization collaborating with a university
grantee would be subject to the cost principles for commercial organizations, while the university

would be subject to the cost principles for educational institutions.

The cost principles are set forth in the following documents and are incorporated by reference in
45 CFR 74.27 and 92.22. The cost principles apply to all NIH grants, award mechanisms, and

special programs and authorities, including modular awards and awards under SNAP with one

exception: they are not applicable to NIH fellowship awards. The allowable use of funds under

NIH fellowships is included in "National Research Service Awards."

• OMB Circular A-21--Cost Principles for Educational Institutions
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• OMBCircularA-87---CostPrinciplesfor StateandLocalGovernmentsandIndianTribal
Governments

• OMBCircularA-122--CostPrinciplesforNon-ProfitInstitutions12

• 45CFRPart74,AppendixE--CostPrinciplesfor Hospitals

• 48CFRSubpart31.2(FederalAcquisition Regulation)---Cost Principles for Commercial

Organizations

Grantees are able to use their own previously developed accounting systems, policies, and pro-

cedures to implement the cost principle requirements as long as the standards prescribed in 45
CFR 74.21 or 92.20 for financial management systems are met.

The cost principles address four tests--reasonableness (including necessity), allocability, consis-

tency, and conformance with limitations or exclusions as specified in the terms and conditions of
the award, including those in the cost principles themselves--that NIH follows in detemaining

the allowability of costs. These tests apply regardless of whether the particular category of costs

is one specified in the cost principles or one governed by other terms and conditions of an award.
These tests also apply regardless of treatment as a direct cost or an F&A cost. The fact that a

cost requested in a budget is awarded, as requested, does not ensure a determination of al-

lowability. The organization is responsible for presenting costs consistently and must not
include costs associated with their F&A rate as direct costs.

The cost principle tests are highlighted here to indicate their importance to the judgments NIH

and other Federal staff will make before, during, and after performance concerning the costs that
NIH will fund, and to indicate the variety of factors that will be taken into account in determin-

ing the allowability of costs.

Reasonableness

A cost may be considered reasonable if the nature of the goods or services acquired or applied
and the associated dollar amount reflect the action that a prudent person would have taken under

the circumstances prevailing at the time the decision to incur the cost was made. The cost princi-

ples elaborate on this concept and address considerations such as whether the cost is of a type

generally necessary for the organization's operations or the grant's performance; whether the re-

cipient complied with its established organizational policies in incurring the cost; and whether
the individuals responsible for the expenditure acted with due prudence in carrying out their re-

sponsibilities to the Federal Government and the public at large as well as to the organization.

12Afew of the largernon-profit organizations that are specificallylisted inAttachment Cto OMB CircularA-122
are subject to the Federalcost principlesapplicable to commercialorganizations (48 CFR Subpart 31.2) rather than to
the cost principles for non-profit organizations.
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Allocability

A cost is allocable to a specific grant, function, department, etc., known as a cost objective, if the

goods or services involved are chargeable or assignable to that cost objective in accordance with
the relative benefits received or other equitable relationship. A cost is allocable to a grant if it is

incurred solely in order to advance work under the grant; it benefits both the grant and other

work of the institution, including other grant-supported projects; or it is necessary to the overall

operation of the organization and is deemed to be assignable, at least in part, to the grant.

Consistency

Grantees must be consistent in assigning costs to cost objectives. Therefore, under NIH grants,

although costs may be charged as either direct costs or F&A costs, depending on their identifi-
able benefit to a particular project or program, they must be treated consistently for all work of

the organization under similar circumstances, regardless of the source of funding, so as to avoid

duplicate charges.

Conformance

The fourth aspect of allowability---conformance with limitations and exclusions as contained in
the terms and conditions of award--varies by the type of activity, the type of recipient, and other

variables of individual awards. The section titled "Allowability of Costs/Activities" provides in-

formation common to most NIH grants and, where appropriate, specifies some of the applicable
distinctions if there is a different treatment based on the type of grant or grantee. Subpart B of

this part contains additional information on allowability of costs for particular types of

grants/grantees/activities.

Direct Costs and Facilities and Administrative (Indirect) Costs 13

Project costs consist of the allowable direct costs incident to the performance of the grant activi-

ties plus the allocable portion of the allowable F&A costs of the organization, less applicable

credits (as described below and in the cost principles). A "direct cost" is any cost that can be spe-

cifically identified with a particular project, program, or activity or that can be directly assigned
to such activities relatively easily and with a high degree of accuracy. Direct costs include, but

are not limited to, salaries, travel, equipment, and supplies directly benefiting the grant-supported

project or activity. Most organizations also incur costs for common or joint objectives that, there-
fore, cannot be readily identified with an individual project, program, or organizational activity.

Facilities operation and maintenance costs, depreciation, and administrative expenses are exam-

pies of costs that are usually treated as F&A costs.

The amount NIH awards for each budget period will reflect the total approved budget for the

grant, including direct costs and, if applicable, F&A costs. If a grantee waives reimbursement of

13The term "facilities and administrative costs" is not yet used universally in the cost principles and other

documents cited in this section. This term and the term "indirect costs" may be used interchangeably to determine

applicable policies. For NIH purposes, these costs will be referred to as "facilities and administrative," or "F&A,"

costs; however, other documents or non-NIH functions may refer to them as "indirect costs."
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full F&Acosts,NI_ will eithernotawardF&Acostsorwill awardonlypartialF&A costs,as
appropriate.TheNIH awardamountshownin theNGAconstitutesNIH'smaximumFinancial

obligation to the grantee under that award.

Except as provided in this subsection, NIH will not reimburse F&A costs unless the grantee has

established an F&A cost (indirect cost) rate covering the applicable activities and period of time.

These rates are negotiated by the Division of Cost Allocation (DCA), HI-IS, the Office of Acqui-
sition Management and Policy (OAMP), N/H (responsible for negotiating F&A cost rates for for-

profit entities receiving awards from HI-IS), or other agency with cognizance for F&A cost rate

(and other special rate) negotiation. If an applicant is advised by the GMO of the need to estab-
lish a rate, the GMO will indicate the responsible office to be contacted.

F&A cost proposals must be prepared in accordance with the applicable cost principles and guid-

ance provided by the cognizant agency, and must conform to other cost policies in this policy
statement. The following informational brochures, 14which may be obtained from DCA, provide

guidance on preparing F&A cost 15proposals.

A Guide for Colleges and Universities (OASC-1, Revised)

A Guide for Hospitals (OASC-3, Revised)

* A Guide for Non-profit Institutions (OASC-5, Revised)

A Guide for State, Local, andIndian Tribal Governments (ASMB C-10)

Further information concerning the establishment of F&A rates and the reimbursement of F&A

costs may be obtained from DCA or OAMP (see Part//I). DCA should be consulted to determine
the need to submit a Disclosure Statement (DS-2) pursuant to the requirements of OMB Circular
A-21.

In accordance with NIH's cost management plan, regardless of the type of recipient, the negoti-

ated rate(s) in effect at the begknning of the competitive segment will be used to determine the

amount budgeted for F&A costs for each year of the competitive segment. If the rate agreement

does not extend to the end of the project period, the last rate in effect will be used to establish the
total cost commitment for any remaining future years. NII-I will not generally award additional

F&A costs beyond those calculated in the approved budget.

F&A costs awarded may be subject to upward or downward adjustment, depending on the type

of rate negotiated, and grantees may rebudget between direct and F&A costs (in either direction)

without NIH prior approval, provided there is no change in the scope of the approved project.

14 These brochures are in the process of being updated. The Guide for State, Local, andlndian Tribal Govern-

ments was updated and reissued in April 1997, superseding A Guide for State and Local Government Agencies

(OASC-10); the other guides, although dated and not entirely consistent with recent changes to the cost principles,

still may be used as guidance.

15These brochures use the term "indirect costs."

83



F&Acostsaresubjecttodownwardadjustmentif theproposalthatservedasthebasisfor the
negotiationincludedunallowablecosts.

Thereareawardsthatrequirenegotiationofprojectcostsannually,e.g.,GeneralResearchClini-
calCenters(GCRCs),clinicaltrials,andPrimateResearchCenterGrants(P51s).Forthese
awards,thesepoliciespertaintoeachyearof supportratherthanto amulti-yearcompetitive
segment.

OnceNIH awardsagrant,it isnotobligatedmmakeanysupplementalorotherawardforaddi-
tionalF&Acostsor foranyotherpurpose.Therearelimitedcircumstancesunderwhichthe
GMOmayawardF&Acostswherenonewerepreviouslyawardedormayincreasetheamount
previouslyawarded.If anawarddoesnotincludeanamountforF&Acostsbecausetheapplicant
or granteedidnotsubmitatimelyF&Acostproposalandthegranteesubsequentlyestablishesa
rate,theGMOmayamendtheawardto provideanappropriateamountfor F&Acostsif the
amendmentcanbemadeusingfundsfromthesameFederalfiscalyearinwhichtheawardwas
made.However,theamountwill belimitedto theF&Acostsapplicableto theperiodafterthe
dateof thegrantee'sF&Acostproposalsubmission.Thisprovisiondoesnotaffectlocalgov-
ernmentagenciesthatarenotrequiredto submittheirF&A(indirect)costproposalsto theFed-
eralGovernment.TheymaychargeF&AcoststoNIHgrantsbasedontheratecomputations
theyprepareandkeeponfile forsubsequentFederalreview.

If fundsareavailable,aGMOmayamendanawardtoprovideadditionalfundsfor F&Acosts,
butonlyunderthefollowingcircumstances:

NIHmadeanerrorincomputingtheaward.Thisincludessituationsinwhichahigher
rate(s)thantherate(s)usedin thegrantawardisnegotiatedandtheresultingrateagree-
mentbecomeseffectivemorethan1calendarmonthbeforethebeginningdateof the
grantbudgetperiod.

. NIH restoresfundspreviouslyrecapturedaspartof agrantee'sunobligatedbalance.

ThegranteeiseligibleforadditionalF&Acostsassociatedwithadditionaldirectcosts
awardedforthesupplementationorextensionof aproject.

Granteesthatusemicrocomputer-basedautomaticdataprocessingsystemstoprepareF&Acost
proposals,supportingschedules,etc.mustbepreparedtoloanto HHScopiesof theelectronic
mediaonwhichtheproposaldataarestored(e.g.,computerdisks)in additiontotheoperating
applicationsoftwareandassociateduserdocumentationforanalyzingandmanipulatingthedata.
MaterialsonloantoHHSwill beusedsolelyforreviewandanalysisoftheproposalandwill be
returnedtothegranteeaftertheratesarenegotiated.Whengranteesobtainproprietarysoftware
packagesdesignedorintendedtobeusedforpreparingF&Acostproposals,theymustmakesure
thatthetermsof theacquisition(orotherarrangementwith thesoftwarevendor)permitloaning
thesoftwareto HHS.

F&Acostsarenotprovidedif thetypeof awarddoesnotallowreimbursementof suchcosts.
Thisincludesthefollowingclassesof awards:

84



Fellowships:F&Acostswill notbeprovidedonfellowshipsor similarawardswhere
NIH fundingis in theformoffixedamountsor is determinedbythenormalpublished
tuitionratesof aninstitution,andforwhichtherecipientisnot requiredto accountonan
actualcostbasis.

• Construction: F&A costs will not be provided on construction grants.

Grants to individuals, grams to foreign and international organizations, and grants
to Federal institutions: F&A costs will not be provided on grants to these entities except

as specified in "Awards to Foreign Institutions, International Organizations, and Domes-

tic Grants with Foreign Components."

• Grants in support of scientific meetings (conference grants): F&A costs will not be

provided under grants in support of scientific meetings.

Other circumstances under which it is not necessary for a grantee to establish an F&A cost rate
include:

Research training grams and career awards: F&A costs under research training grants
and career awards will be funded at a rate of 8 percent of total direct costs, exclusive of

tuition and fees and expenditures for equipment. State and local government agencies,

except State universities or hospitals, may receive full F&A cost reimbursement under

NIH research training grants and career awards.

Where the organization's total operations consist of a single grant-supported project
or where the organization appropriately and consistently treats all costs as direct

costs to projects and accounts for them as such: In the latter case, the GMO must be
satisfied that the organization's accounting system can adequately identify and support all

costs as direct costs to the project. This includes being able to identify and segregate costs

on the basis of a process that assigns costs commensurate with the benefits provided to
individual projects (see "Administrative Requirements--Management Systems and Pro-

cedures--Financial Management System Standards").

Cost Transfers, Overruns, and Accelerated and Delayed Expenditures

Cost transfers to NIH grants by grantees, or by consortium participants or contractors under

grants, that represent corrections of clerical or bookkeeping errors should be accomplished
within 90 days of when the error is discovered. The transfers must be supported by documenta-

tion that fully explains how the error occurred and a certification of the correctness of the new

charge by a responsible organizational official of the grantee, consortium participant, or contrac-

tor. An explanation merely stating that the transfer was made "to correct error" or "to transfer to
correct project" is not sufficient. Transfers of costs from one budget period to the next solely to
cover cost overruns are not allowable.

Grantees must maintain documentation of cost transfers, pursuant to 45 CFR 74.53 or 92.42, and
must make it available for audit or other review (see "Administrative Requirements--

Monitoring--Record Retention and Access"). Frequent errors in recording costs may indicate the

85



needfor accountingsystemimprovementsand/orenhancedinternalcontrols.If sucherrorsoc-
cur,granteesareencouragedto evaluatetheneedforimprovementsandtomakewhateverim-
provementsaredeemednecessarytopreventreoccurrence.NIH alsomayrequireagranteeto
takecorrectiveactionby imposingadditionaltermsandconditionsonanaward(s).

TheGMOmonitorsgranteeexpenditurerateswithineachbudgetperiodandwithintheoverall
projectperiodof individualgrants.The funding that NIH provides for each budget period is
based on an assessment of the effort to be performed during that period and the grantee's associ-

ated budget. Although NIH allows its grantees certain flexibilities with respect to rebudgeting,

unobligated balances, and preaward costs (see "Administrative Requirements---Changes in Pro-

ject and Budget"), NIH expects the rate and types of expenditures to be consistent with the ap-

proved project and budget and may question or restrict expenditures that appear inconsistent with
these expectations.

The GMO may review grantee cash drawdowns to determine whether they indicate any pattern
of accelerated or delayed expenditures. Expenditure patterns are of particular concern because

they may indicate a deficiency in the grantee's financial management system and/or internal con-
trois. Accelerated or delayed expenditures may result in a grantee's inability to complete the ap-

proved project within the approved budget and period of performance. In these situations, the

GMO may seek additional information from the grantee and may make any necessary and ap-

propriate adjustments.

Allocation of Costs and Closely Related Work

When salaries and/or other activities are supported by two or more sources, issues arise as to
how the direct costs should be allocated among the sources of support. In general, if a cost bene-

fits two or more projects or activities in proportions that can be determined without undue effort

or cost, it should be allocated to the projects on the basis of the proportional benefit. If a cost

benefits two or more projects or activities in proportions that cannot be determined because of
the interrelationship of the work involved, it may be allocated or transferred to the benefited pro-

jects on any reasonable basis.

A grantee may allocate costs normally assignable to multiple projects to one of those projects or
else to treat multiple projects as a single cost objective regardless of the funding IC or whether

the awards involve the same or different PIs, if it obtains NIH prior approval for this "closely

related work." When multiple ICs are involved, the request for approval should be submitted to

the designated GMO of each of the affected ICs. NIH will use the following criteria in reviewing

such requests:

• The grants must be scientifically and technically related,

. There must be no change in the scope of the individual grants involved,

The arrangement must not be detrimental to the effort approved under each individual

award, and
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• Therelatednessmustnotbeusedtocircumventthetermsandconditionsof an individual

award.

In addition, recipients of NIH awards under the Federal Demonstration Parmership (FDP) may

be permitted, with the approval of NIH and the other funding agency(ies), to treat related pro-
jects funded by NItt and another agency(ies) as a single cost objective for purposes of OMB Cir-
cular A-21.

Applicable Credits

The term "applicable credits" refers to those receipt or negative expenditure types of transactions

that operate to offset or reduce direct or F&A cost items. Typical examples are purchase dis-
counts, rebates or allowances, recoveries or indemnities on losses, and adjustments for overpay-

ments or erroneous charges. Additional information concerning applicable credits is included in

the cost principles and in the HHS guides available from DCA.

Applicable credits to direct charges made to NIH grants must be treated as an adjustment on the

grantee's Financial Status Report (FSR), whether those credits accrue during or after the period

of grant support. (See "Administrative Requirements--Monitoring--Reporting" and "Adminis-
trative Requirements--Closeout--Final Reports.") The NIH awarding office will notify the

grantee of any additional actions that may be necessary.

Services Provided by Affiliated Organizations

A number of universities and other organizations have established closely affiliated, but sepa-

rately incorporated, organizations to facilitate the administration of research and other programs

supported by Federal funds. Such legally independent entities are often referred to as "founda-
tions," although this term does not necessarily appear in the name of the organization. Typically,

the parent organization provides considerable support services, in the form of administration, fa-

cilities, equipment, accounting, and other services, to its foundation, and the latter, acting in its
own right as an NIH grantee, includes the cost of these services in its F&A proposal.

Costs incurred by an affiliated but separate legal entity in support of a grantee foundation are al-

lowable for reimbursement under Nlt-I grants only if at least one of the following conditions is
met:

• The grantee foundation is charged for, and is legally obligated to pay for, the services
provided by the parent organization.

The affiliated organizations are subject to a State or local law that prescribes how Federal

reimbursement for the costs of the parent organization's services will be expended and

requires that a State or local official acting in his or her official capacity approves such

expenditures.

There is a valid written agreement between the affiliated organizations whereby the par-

ent organization agrees that the grantee foundation may retain Federal reimbursement of

parent organization costs. The parent organization may either direct how the funds will be
used or permit the grantee foundation that discretion.
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If noneof theaboveconditionsismet,thecostsof theservicesprovidedbytheparentorganiza-
tiontothegranteefoundationarenotallowablefor reimbursementunderanNIH grant. How-

ever, the services may be acceptable for cost-sharing (matching) purposes.

Allowability of Costs/Activities

The governing cost principles address selected items of cost, some of which are mentioned in

this subsection for emphasis. The cost principles themselves should be consulted for the com-

plete explanation of the allowability or unallowability for those items or types of cost. This sub-
section also includes N/H-specific requirements concerning costs and activities.

This subsection is not intended to be aU-inclusive. The allowability of costs under NIH grants

may be subject to additional or alternative requirements specified in the program legislation,
regulations, or the specific terms and conditions of an award, which will take precedence over

the general discussion provided here. Applicants or grantees that have questions concerning the

allowability of particular costs should contact the designated GMO.

If a cost is allowable, it is allocable as either a direct cost or an F&A cost, depending on the

grantee's accounting system. For some costs addressed in this section, the text specifies whether
the cost is usually a direct cost or an F&A cost, but it does not address that aspect of allocability

for every category of cost.

Unless otherwise indicated in the NGA, an award based on an application that includes specific
information concerning any costs and/or activities requiring prior approval constitutes the prior

approval for those costs/activities. The grantee is not required to obtain any additional approval

for those costs/activities. Postaward requests to incur costs or undertake activities requiring prior

approval that are not described in the approved application are subject to the requirements in
"Administrative Requirements---Changes in Project and Budget."

Contractors under grants are subject to the requirements of the cost principles otherwise applica-
ble to their type of organization and to any requirements placed on the contractor by the grantee

in order to comply with the terms and conditions of the NIH grant.

The cost principles do not address profit or fee. N1H policy allows the payment of fee on
SBltUSTTR grants (see "Grants to For-Profit Organizations") but NIH will not provide profit or

fee under any other grant program or support mechanism to any type 0frecipient. A fee may not

be paid by a grantee to a consortium participant, including a for-profit organization, under a con-

sortium agreement.

Selected Items of Cost

Advertising: Allowable only for recruitment of staff or trainees, procurement of goods and ser-

vices, disposal of scrap or surplus materials, and other specific purposes necessary to meet the

requirements of the grant-supported project or activity.

Alcoholic Beverages: Unallowable as an entertainment expense, but allowable if within the

scope of an approved research project.
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Alteration and Renovation: Alteration and renovation (A&R), also termed "rearrangement and

alteration," is defined as work required to change the interior arrangements or other physical

characteristics of an existing facility or of installed equipment so that it may be more effectively
utilized for its currently designated purpose or adapted to an alternative use to meet a program-

matic requirement.

Under NIH grants, individual A&R projects that are treated as direct costs and that will not ex-
ceed $500,000 will be subject to the A&R policies specified in this subsection and in the "Con-

stmction Grants" section, as applicable. Individual A&R projects exceeding $500,000 will be

subject to the requirements specified in the "Construction Grants" section.

Routine maintenance and repair of the organization's physical plant or its equipment, which is

allowable and is ordinarily treated as an F&A cost, is not considered A&R for purposes of apply-

ing this NIH policy. Certain allowable costs of installing equipment, such as the temporary re-

moval and replacement of wall sections and door frames in order to place equipment in its per-
manent location, or the costs of connecting utility lines, replacing finishes and furnishings, and

installing any accessory devices required for the equipment's proper and safe utilization, may be
considered either equipment costs or A&R costs, depending on the grantee's accounting system.

A&R costs are not allowable under grants to individuals, foreign grants, and grants in support of

scientific meetings (conference grants). In all other cases, these costs are allowable unless the

program legislation, implementing regulations, program guidelines, or other terms and condi-
tions of the award specifically exclude such activity. The A&R must be consistent with the fol-

lowing criteria and documentation requirements:

• The building has a useful life consistent with program purposes and is architecturally and
structurally suitable for conversion to the type of space required;

• The A&R is essential to the purpose of the grant-supported project;

• The space involved will be occupied by the project;

The space is suitable for human occupancy before A&R work is started except where the
purpose of the A&R is to make the space suitable for some purpose other than human oc-

cupancy, such as storage; and

• If the space is rented, evidence is provided that the terms of the lease are compatible with

the A&R proposed and cover the duration of the project period.

Work necessary to obtain an initial occupancy permit for the intended use is not an allowable
A&R cost.

A grantee may rebudget up to 25 percent of the total approved budget for a budget period into

A&R costs without NIH prior approval unless such rebudgeting would result in a change in

scope. If the rebudgeting results in an A&R project exceeding $300,000, NIH will consider the
rebudgeting to be a change in scope, and the grantee must submit to the NIH IC the documenta-

tion specified in "Construction Grants" for approval of A&R projects above that dollar level.
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Animals:Allowablefortheacquisition,care,anduseof experimentalanimals.If thegrantee
operatesananimalresourcefacility,chargesfor useof the facility should be determined in ac-

cordance with the Cost Analysis and Rate Setting Manual for Animal Resource Facilities (May

2000), available from the National Center for Research Resources (NCRR) at its Web site:
(htt-p ://www.ncrr.nih.gov/newspub/CARS.pdf) or from the NCRR Office of Science Policy and

Public Liaison, 6705 Rocldedge Drive, Bethesda, MD 20892-7965, (301) 435-0888, e-mail:

ospio_ncrr.nih.gov.

Audiovisual Activities: Allowable for the production of an audiovisual. "Audiovisual" means

any product containing visual imagery or sound, or both, such as motion pictures, films, video-

tapes, live or recorded radio or television programs or public service announcements, slide
shows, filmstrips, audio recordings, multimedia presentations, or exhibits where visual imagery

or sound or both are an integral part. "Production" refers to the steps and techniques used to cre-

ate a finished audiovisual product including, but not limited to, design, layout, scriptwriting,
filming or taping, fabrication, sound recording, and editing.

A recipient having in-house production capability must determine whether it would be more effi-

cient and economical to use that capability or to contract for the production of an audiovisual.

If an audiovisual intended for general public audiences (i.e., persons who are not researchers or

health professions personnel and/or who are not directly involved in project activities either as

employees, trainees, or participants such as volunteers or patients) is produced under an NIH

grant-supported project, the grantee must submit two prints or tapes of the fmished product along
with its annual or final progress report (see "Administrative Requirements--Monitoringm

Reporting"). The costs of such prints or tapes are allowable project costs.

Audiovisuals produced under an NIH grant-supported project must bear an acknowledgment and

disclaimer, such as:

The production of this motion picture (television program, etc.) was supported by Grant
No. from (name of NIH awarding office). Its contents are solely the responsi-

bility of (name of grantee organization) and do not necessarily represent the official views of

(name of NIH awarding office).

Audit Costs: Allowable (see "Administrative Requirements--Monitoring--Audit" and section

230 of OMB Circular A-133). The charges may be considered a direct cost when the audit's

scope is limited to a single NIH grant-supported project or program, as specified in 45 CFR

74.26(d), or includes more than one project but the costs can be specifically identified with, and

allocated to, each project on a proportional basis, and this practice is followed consistently by the

grantee. Otherwise, charges for audits should be treated as F&A costs.

Bad Debts: Unallowable.

Bid and Proposal Costs: Allowable as an F&A cost. See 45 CFR 74.27(b)(1) for policy for non-

profit organizations covered by OMB Circular A-122.

Bonding: Allowable. See 45 CFR 74.21, 74.47(c) and 92.36 for policies and requirements con-

cerning bonding.
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Books and Journals: Allowable, If an organization has a library, books and journals should

generally be provided as part of normal library services and treated as F&A costs rather than be-

ing directly charged.

Building Acquisition: Unallowable unless building acquisition or construction is specifically

authorized by program legislation and is provided for in the grant award. Those NIH programs
that have such statutory construction authority are generally intended to enhance research infra-

structure through the establishment of new or modified facilities; therefore, lease-versus-

purchase considerations are not normally associated with these awards. (See "Rental or Lease of

Facilities and Equipment" in this subsection.) For real property acquired with NIH grant support,
the cost of title insurance may be charged to the grant in proportion to the Federal share of the

acquisition cost. Filing fees for recording the Federal interest in the real property in appropriate

records of the applicable jurisdiction also may be charged to the grant. (Also see "Construction

Grants--Allowability of Costs/Activities.")

Child Care Costs: Allowable if incurred to assist individuals to participate as subjects in re-

search projects. Such costs also may be allowable as a fringe benefit for individuals working on a

grant-supported project (see "Fringe Benefits" in this subsection).

Communications: Allowable. Such costs include local and long-distance telephone calls, tele-

phone surveys, telegrams, and postage, and are usually treated as F&A costs.

Conference Grant Costs: See "Support of Scientific Meetings (Conference Grants)" for NIH

policies for support of scientific meetings (conferences).

Consortium Agreements/Contracts under Grants: Allowable to carry out a portion of the

programmatic effort or for the acquisition of routine goods or services under the grant. Such ar-

rangements may require NIH approval as specified in "Administrative Requirements--Changes
in Project and Budget." (See "Administrative Requirements--Management Systems and Proce-

dures-Procurement System Standards and Requirements" for policies that apply to the acquisi-

tion of routine goods and services and "Consortium Agreements" for policies that apply to
grantee collaboration with other organizations in carrying out the grant-supported research.)

Construction: Allowable only when program legislation specifically authorizes new construc-

tion, modernization, or major A&R, and NIH specifically authorizes such costs in the NGA.
When authorized, construction activities may include construction of a new facility or projects in

an existing building that are considered to be construction, such as relocation of exterior walls,

roofs, and floors; attachment of fire escapes; or completion of unfinished shell space to make it

suitable for human occupancy (see "Consmmtion Grants").

Consultant Services: Allowable. A consultant is an individual retained to provide professional

advice or services on a project for a fee but usually not as an employee of the requiring organiza-

tion. The term "consultant" also includes a firm that provides paid professional advice or ser-

vices. Grantees must have written policies governing their use of consultants that are consistently

applied regardless of the source of support. The general circumstances of allowability of these
costs, which may include fees and travel and subsistence costs, are addressed in the applicable

cost principles under "professional services costs."
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In unusualsituations,apersonmaybebothaconsultantandanemployeeof thesameparty,re-
ceivingcompensationforsomeservicesasa consultantandfor otherworkasasalariedem-
ployeeaslongasthoseseparateservicesarenotrelatedto thesameprojectandarenotcharged
to thesameproject.In ordertopreventapparentoractualconflictsof interest,grantees,consor-
tiumparticipants,andcontractorsundergrantsmustestablishwrittenguidelinesindicatingthe
conditions,if any,underwhichthepaymentof consultingfeesto employeesisproper.Underno
circumstancescananindividualbepaidasaconsultantandanemployeeunderthesame
NIH grant.

In unusualcasesandwithauthorizationasindicatedbelow,consultingfeespaidbyaneduca-
tionalinstitutiontoasalariedfacultymemberthatrepresentextracompensationabovethatindi-
vidual'sbasesalaryareallowable,providedtheconsultationisacrossdepartmentallinesor in-
volvesaseparateorremoteoperationandtheworkperformedbytheconsultantis inadditionto
hisorherregulardepartmentalworkload.In all othercases,consultingfeespaidto employeesof
agrantee,aconsortiumparticipant,ora contractorinadditiontosalarymaybechargedtoNIH
grant-supportedprojectsonlywhenall of thefollowingconditionsexist:

Thepoliciesof thegrantee,consortiumparticipant,orcontractorpermitsuchconsulting
feepaymentstoits ownemployeesregardlessof whetherFederalgrantfundsarere-
ceived;

Theconsultingservicesareclearlyoutsidethescopeof theindividual'ssalariedemploy-
ment;

4, It wouldbeinappropriateornotfeasibleto compensatetheindividualfor thoseservices
throughpaymentof additionalsalary;and

4, Approvalis obtainedasspecifiedbelow.

Authorizationfor consultingfeespaidto individualsservingasbothemployeesandconsultants
of thesamepartymustbeprovidedinwriting,onacase-by-casebasis,bytheheadof therecipi-
entorganization,consortiumparticipant,orcontractorincurringthecosts,orhisorherdesignee.
If thedesigneeispersonallyinvolvedin theproject,theauthorizationmaybegivenonlybythe
headof the recipient organization, consortium participant, or contractor. This authorization must

include a determination that the required conditions are present and that there is no apparent or
actual conflict of interest.

Grantees, consortium participants, and contractors under grants are encouraged to obtain written

reports from consultants unless such a report is not feasible given the nature of the consultation
or would not be useful. Documentation maintained by the receiving organization should include

the name of the consulting firm or individual consultant(s); the nature of the services rendered

and their relevance to the grant-supported activities, if not otherwise apparent from the nature of

the services; the period of service; the basis for calculating the fee paid (e.g., rate per day or hour

worked or rate per unit of service rendered); and the amount paid. This information may be in-
cluded in the consultant's invoice, in the report, or in another document.
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See"Grantsto Federal Institutions and Payments to (or on Behalf of) Federal Employees under

Grants" for allowable costs associated with consultant payments to Federal employees as well as

the circumstances of allowability.

Contingency Funds: Unallowable. Contributions set aside for events whose occurrence cannot
be foretold with certainty as to time, intensity, or assurance of their happening are unallowable

under non-construction grants. Contingency funds do not include pension funds, self-insurance
funds, and normal accruals (also see "Reserve Funds" in this subsection). (See "Construction

Grants--Allowability of Costs/Activities--Allowable Costs/Activities" concerning contingency

funds under construction grants.)

Customs and Import Duties: Allowable under grants to domestic organizations when perform-

ance will take place entirely within the United States, its possessions, or its territories, or when

foreign involvement in the project is incidental to the overall grant-supported project. Charges
may include consular fees, customs surtaxes, value-added taxes, and other related charges. (See

"Awards to Foreign Institutions, International Organizations, and Domestic Grants with Foreign

Components--Allowability of Costs/Activities" for the allowability of these costs under awards
to those types of organizations.)

Depreciation or Use Allowances: Allowable. Such costs are usually treated as F&A costs. De-

preciation or use charges on equipment or buildings acquired under a federally supported project
are not allowable.

Donor Costs: Allowable for payment to volunteers or research subjects who contribute blood,

urine samples, and other body fluids or tissues that are specifically project-related.

Drugs: Allowable if within the scope of an approved research project.

Project funds may not be used to purchase drugs classified by the Food and Drug Administration

as "ineffective" or "possibly effective" except in approved clinical research projects or in cases

where there is no alternative other than therapy with "possibly effective" drugs.

Dues or Membership Fees: Allowable as an F&A cost for organizational membership in busi-

ness, professional, or technical organizations or societies.

Payment of dues or membership fees for an individual's membership in a professional or techni-

cal organization is allowable as a fringe benefit or an employee development cost, if paid accord-
ing to an established organizational policy consistently applied regardless of the source of funds.

Entertainment Costs: Unallowable. This includes the cost of amusements, social activities, and

related incidental costs.

Equipment: Allowable for purchase of new, used, or replacement equipment as a direct cost or

as part of F&A costs, depending on the intended use of the equipment. NIH prior approval may
be required as specified in "Administrative Requirements---Changes in Project and Budget."

In accordance with the requirements of NIH appropriations acts, American-made items should be

purchased to the extent possible.
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Fundsprovidedunderaconferencegrantmaynotbeusedforthepurchaseof equipment.

Forpoliciesgovemingtheclassification,use,management,anddispositionof equipment,see
"AdministrativeRequirements--ManagementSystemsandProcedures--PropertyManagement
SystemStandards."Forpoliciesgoverningtheallowabilityof costsforrentalof equipment,see
"RentalorLeaseof FacilitiesandEquipment"in thissubsection.

Federal (U.S. Government) Employees: See "Grants to Federal Institutions and Payments to
(or on Behalf of) Federal Employees Under Grants--Allowability of Costs/Activities" for the

allowability of payments made to, or on behalf of, Federal employees under NIH grants, includ-

ing grants to Federal institutions.

Fines and Penalties: Unallowable except when resulting from violations of, or failure of the or-

ganization to comply with, Federal, State, or local laws and regulations when incurred as a result

of compliance with specific provisions of an award, or when such payments are authorized in

advance in writing by the NIH IC.

Fringe Benefits: Allowable as part of overall compensation to employees in proportion to the

amount of time or effort employees devote to the grant-supported project, provided such costs
are incurred under formally established and consistently applied policies of the organization (see

"Salaries and Wages" in this subsection).

Tuition or tuition remission for regular employees is allowable as a fringe benefit. For organiza-

tions subject to OMB Circular A-21, tuition benefits for family members other than the employee
are unallowable. For policies applicable to tuition remission for students working on grant-

supported research projects, see "Salaries and Wages" in this subsection. See '_National Research
Service Awards--Individual National Research Service Awards (Fellowships)--Financial Provi-
sions-Other Costs--Tuition and Fees" and "National Research Service Awards--Institutional

National Research Service Awards (Training Grants)---Financial Provisions--Other Direct
Costs--Trainee Tuition and Fees" for the allowability of tuition costs for trainees and fellows.

Fundraising Costs: Unallowable.

Hazardous Waste Disposal: Allowable. Usually treated as an F&A cost.

Honoraria: Unallowable when the primary intent is to confer distinction on, or to symbolize re-

spect, esteem, or admiration for, the recipient of the honorarium. A payment for services ren-
dered, such as a speaker's fee under a conference grant, is allowable.

Hospitalization: See "Research Patient Care" in this subsection.

Independent Research and Development Costs: Unallowable, including their proportionate
share of F&A costs.

Insurance: Allowable. Insurance is usually treated as an F&A cost. In certain situations, how-

ever, where special insurance is required as a condition of the grant because of risks peculiar to

the project, the premium may be charged as a direct cost if doing so is consistent with organiza-
tional policy. Medical liability (malpractice) insurance iS an allowable cost of research programs
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ateducationalinstitutionsonlyif theresearchinvolveshumansubjects.If so,it shouldbetreated
asadirectcostandassignedto individualgrantsbasedonthemannerin whichtheinsurerallo-
catestheriskto thepopulationcoveredbytheinsurance.

Thecostsof insuringequipment,whetherpurchasedwithprojectfundsor furnishedasGovern-
ment-ownedproperty,shouldnormallybeincludedinF&Acostsbutmaybeallowableasadi-
rectcostif thismannerof chargingis thenormalorganizationalpolicy.

Medicalinsurancefor traineesandfellowsis addressedin "NationalResearchServiceAwards."

Interest:AllowableasanF&A costfor certainassetsasspecifiedin theapplicablecostprinci-
ples.Unallowablefor hospitals.

Leave:Allowablefor employeesasafringebenefit(see"FringeBenefits"in thissubsection).
See"NationalResearchServiceAwards--IndividualNationalResearchServiceAwards (Fellow-

ships)---Other Terms and Conditions--Leave" and ''National Research Service Awards--
Institutional National Research Service Awards (Training Grants)---Other Terms and Condi-

tions-Leave" for NIH policy on leave for fellows and trainees.

Legal Services: Allowable. Generally treated as an F&A cost but may be treated as a direct cost,

subject to the limitations described in the applicable cost principles, for legal services provided

by individuals who are not employees of the grantee organization. Before a grantee incurs legal
costs that are extraordinary or unusual in nature, the grantee should make an advance agreement

regarding the appropriateness and reasonableness of such costs with the designated GMO.

Legal costs incurred in defending or prosecuting claims, whether equitable or monetary, includ-
ing administrative grant appeals, are unallowable charges to NIH grant-supported projects, ex-

cept as provided in the applicable cost principles.

Library Services: General library support is not allowable as a direct cost but may be included

in the grantee's F&A pool. However, such services are allowable as a direct cost when specifi-
cally required for the conduct of the project and when identifiable as an integral part of the grant-

supported activity (e.g., in those programs designed to develop and support such services).

Lobbying: Generally unallowable, including costs of lobbying activities to influence the intro-
duction, enactment, or modification of legislation by the U.S. Congress or a State legislature.

Under certain circumstances, as provided in the applicable cost principles, costs associated with

activities that might otherwise be considered "lobbying" that are directly related to the perform-
ante of a grant may be allowable. The grantee should obtain an advance understanding with the

designated GMO if it intends to engage in these activities. (Also see "Public Policy Require-
ments and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--

Lobbying" and "Administrative Requirements--Monitoring--Reporting" concerning lobbying
restrictions and required certification and reporting.)

Meals: Allowable for subjects and patients under study only, or where specifically approved as

part of the project activity, provided that such charges are not duplicated in participants' per diem
or subsistence allowances, if any.
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Moving: See "Recruitment Costs," "Relocation Costs," and "Transportation of Property" in this
subsection.

Nursery Items: Allowable for the purchase of toys, games, etc. to allow patients to participate in

research protocols.

Overtime: See "Salaries and Wages" in this subsection.

Pension Plan Costs: Allowable. For institutions of higher education and non-profit organiza-

tions, such costs must be incurred according to the established policies of the organization con-

sistently applied regardless of the source of funds; the organization's policies must meet the test
of reasonableness; the methods of cost allocation must be equitable for all activities; the amount

assigned to each fiscal year must be determined in accordance with generally accepted account-
ing principles; and the cost assigned to a given fiscal year must be paid or funded for all plan

participants within 6 months after the end of that fiscal year.

State, local, or Indian tribal governments or hospitals may use the "pay-as-you-go" cost method

(i.e., when pension benefits are paid by the grantee directly to, or on behalf of, retired employees

or their beneficiaries) in lieu of the method described above. Under this method, the benefits may

be charged in the grantee's fiscal year in which the payments are made to, or on behalf of, retired
employees or their beneficiaries, provided that the grantee follows a consistent policy of treating

such payments as expenses in the year of payment. See the applicable cost principles for addi-
tional information on the allowability of costs associated with pension plans.

Preaward (Preagreement) Costs: Allowable. A grantee may, at its own risk and without NIH

prior approval, incur obligations and expenditures to cover costs up to 90 days prior to the effec-

tive date of a new or competing continuation award if such costs:

Are necessary to conduct the project, and

Would be allowable under the grant, if awarded, without NIH prior approval.

If specific expenditures or activities would otherwise require prior approval, the grantee must
obtain NIH approval prior to incurrence of the cost. NIH prior approval is required for any costs

to be incurred more than 90 days prior to the beginning date of a new or competing continuation
award.

Grantees may incur preaward costs prior to the beginning date of a noncompeting continuation

award without regard to the time parameters stated above.

The incurrence ofpreaward costs in anticipation of a competing or noncompeting award imposes

no obligation on NIH either to make the award or to increase the amount of the approved budget
if an award is made for less than the amount anticipated and is inadequate to cover preaward
costs incurred.

NIH expects the grantee to be fully aware that preaward costs result in borrowing against future

support and that such borrowing must not impair the grantee's ability to accomplish the project
objectives in the approved time frame or in any way adversely affect the conduct of the project.
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Public Relations Costs: Allowable only for costs specifically required by the award, or for costs

of communicating with the public and the press about specific activities or accomplishments un-

der the grant-supported project or other appropriate matters of public concern. Such costs may be
treated as direct costs but should be treated as F&A costs if they benefit more than one sponsored

agreement or if they benefit the grant and other work of the organization.

Publications: Allowable. Page charges for publication in professional journals may be paid from

project funds if the published paper reports work supported by the grant and the charges are lev-

ied impartially on all papers published by the journal, whether or not by Government-sponsored
authors.

The costs of reprints and publishing in other media, such as books, monographs, and pamphlets,
also are allowable.

Publications, journal articles, etc. produced under an NIH grant-supported project must bear an
acknowledgment and disclaimer, as appropriate, as provided in "Administrative Requirements--

Availability of Research Results: Publications, Intellectual Property Rights, and Sharing Bio-
medical Research Resources."

Recruitment Costs: Allowable subject to the conditions and restrictions contained in the appli,

cable cost principles. These costs may include help-wanted advertising costs, costs of travel by

applicants to and from pre-employment interviews, and travel costs of employees while engaged

in recruiting personnel. Project funds may not be used for a prospective trainee's travel costs to

or from the grantee organization for the purpose of recruitment. However, other costs incurred in
connection with recruitment under training programs, such as advertising, may be allocated to a

grant-supported project according to the provisions of the applicable cost principles (also see
"Travel" and "Relocation Costs" in this subsection.

Registration Fees (for Symposiums and Seminars): Allowable if necessary to accomplish pro-

ject objectives.

Relocation Costs: Allowable--in other than change of grantee organization situations--when
such costs are incurred incidental to a permanent change of duty assignment (for an indefinite

period or for a stated period of no less than 12 months) for an existing employee working on a

grant-supported project, or when a new employee is recruited for work on the project, provided

that the move is for the grantee's benefit rather than the individual's, and payment is made ac-
cording to established organizational policies consistently applied regardless of the source of

funds. Relocation costs may include the cost of transporting the employee and his or her family,

dependents, and household goods to the new location and certain expenses associated with the
sale of the former home. If relocation costs have been incurred in connection with the recruit-

ment of a new employee, whether as a direct cost or an F&A cost, and the employee resigns for

reasons within his or her control within 12 months after hire, the grantee must credit the grant

account for the full cost of the relocation charged to the grant.

In change of grantee organization situations, the personal relocation expenses of the PI and oth-
ers moving from the original grantee to the new grantee are not allowable charges to NIH grants

(see "Administrative Requirements-Changes in Project and Budget").
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Rental or Lease of Facilities and Equipment: Allowable subject to the limitations below.
Rental costs are allowable to the extent that the rates are reasonable at the time of the decision to

lease in light of such factors as rental costs of comparable property, if any; market conditions in

the area; the type, life expectancy, condition, and value of the property leased; and available al-

ternatives. Because of the complexity involved in determining the allowable amount under cer-

tain types of leases, grantees are encouraged to consult the GMO before entering into leases that
will result in direct charges to the grant project.

In general, the rental costs for facilities and equipment applicable to each budget period should

be charged to that period. However, see "Administrative Requirements--Management Systems
and Procedures--Procurement System Standards and Requirements" for an exception to this

general rule.

Rental costs under leases that create a material equity in the leased property, as defmed in the

applicable cost principles, are allowable only up to the amount that would be allowed had the

grantee purchased the property on the date the lease agreement was executed. This would include

depreciation or use allowances, maintenance, taxes, insurance, etc. but would exclude unallow-
able costs.

When a grantee transfers property to a third party through sale, lease, or otherwise and then

leases the property back from that third party, the lease costs that may be charged to NIH projects
generally may not exceed the amount that would be allowed if the grantee continued to own the

property.

Rental costs under less-than-arms-length leases are allowable only up to the amount that would

be allowed under the applicable cost principles had title to the property been vested in the

grantee. A "less-than-arms-length" lease is one in which one party to the lease agreement is able
to control or substantially influence the actions of the other. Such leases include, but are not lim-

ited to, those between divisions of an organization; between organizations under common control

through common officers, directors, or members; and between an organization and its directors,
trustees, officers, or key employees (or the families of these individuals), either directly or

through corporations, trusts, or similar arrangements in which they hold a controlling interest.

Research Patient Care: The costs of routine and ancillary services provided by hospitals to in-

dividuals, including patients and volunteers, participating in research programs are allowable.

For grants that are not subject to expanded authorities (see "Administrative Requirements--

Changes in Project and Budget"), NIH prior approval always is required to incur patient care
costs if not previously approved by NIH, to rebudget additional funds into, or to rebudget funds

out of the research patient care costs category. For grants subject to expanded authorities, NIH

prior approval is required only if the incurrence of patient care costs represents a change in

scope.

"Routine services" include the regular room services, minor medical and surgical supplies, and

the use of equipment and facilities for which a separate charge is not customarily made. "Ancil-

lary services" are those special services for which charges are customarily made in addition to
routine services, e.g., x-ray, operating room, laboratory, pharmacy, blood bank, and pathology.

See "Research Patient Care Costs" for NIH policy concerning reimbursement of these costs.
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Thefollowingotherwiseallowablecostsarenotclassifiedasresearchpatientcarecosts:itemsof
personalexpensereimbursement,suchaspatienttravel;consultingphysicianfees;andanyother
directpaYmentsto individuals,includinginpatients,outpatients,subjects,volunteers,anddonors.
Suchcostsshouldbeincludedin the "Other Expenses" category of the grant budget.

Reserve Funds: Contributions to a reserve fund for self-insurance are allowable as specified in

the governing cost principles (also see "Contingency Funds" in this subsection).

Sabbatical Leave Costs: Sabbatical leave costs may be included in a fringe benefit rate or in the

organization's F&A rate. Salary may be charged directly to a project for services rendered to the

project by individuals while they are on sabbatical leave, provided the salary is proportional to
the service rendered and is paid according to established organizational policies applicable to all

employees regardless of the source of funds. Sabbatical leave paid by an individual's employer,

in combination with other compensation (e.g., partial salary from an NIH grant), may not exceed
100 percent of that individual's regular salary from his or her organization.

Salaries and Wages: Allowable. Compensation for personal services covers all amounts, includ-

ing fringe benefits, paid currently or accrued by the organization for employee services rendered
to the grant-supported project, Compensation costs are allowable to the extent that they are rea-

sonable; conform to the established policy of the organization consistently applied regardless of
the source of funds; and reflect no more than the percentage of time actually devoted to the NIH-

funded project. As required in its annual appropriations act, NIH will not reimburse grantees for

the direct salaries of individuals at a rate in excess of the level specified in the appropriations

language. Direct salary is exclusive of fringe benefits and F&A costs. This salary limitation does
not apply to consultant paYments or to contracts for routine goods and services but does apply to

consortium participants (see "Consortium Agreements" ).

Payroll Distribution: Salary and wage amounts charged to grant-supported projects for personal
services must be based on an adequate payroll distribution system that documents such distribu-

tion in accordance with generally accepted practices of like organizations. Standards for payroll

distribution systems are contained in the applicable cost principles (other than those for for-profit
organizations). Briefly summarized, acceptable systems are as follows:

Hospitals:

• Monthly after-the-fact reports of the distribution of time or effort for professional
staff.

• Time and attendance, and payroll distribution records for nonprofessional employees.

Non-Profit Organizations:

Monthly after-the-fact reports, including a signed certification, by the employee, or

by a responsible supervisory official having first-hand knowledge of the work per-

formed, that the distribution of activity represents a reasonable estimate of the actual
work performed by the employee during the periods covered by the reports. Each re-

port must account for the total activity required to fulfill the employee's obligations to
the organization as well as the total activity for which he or she is compensated.
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Fornonprofessionalemployees,additionalsupportingreports,indicatingthetotal
numberofhoursworkedeachday,mustbemaintainedinconformancewithDepart-
mentof LaborregulationsimplementingtheFairLaborStandardsAct (29CFRPart
516).

Thedistributionof salariesandwagesmustbesupportedbypersonnelactivityreports
asdescribedabove,exceptwhenasubstitutesystemhasbeenapproved,inwriting,by
thecognizantagencydesignatedunderOMBCircularA-122.

State,Local, and Indian Tribal Governments:

• Time and attendance or equivalent records for all employees.

• Time distribution records for employees whose compensation is chargeable to more

than one grant or other cost objective.

Educational Institutions:

A plan confirmation system for professorial and other professional staffthat is based
on budgeted, planned, or assigned work activity, and is updated to reflect any signifi-

cant changes in work distribution, including incorporation into the organization's of-

ficial records and identification of activity applicable to each sponsored agreement
and to each category needed to identify F&A costs and the functions to which they

are allocable. At least annually, the employee, PI, or responsible official(s) will verify,

by suitable means, that the work was performed and that the salaries and wages
charged to sponsored agreements, whether as direct charges or in other categories of

cost, are reasonable in relation to the work performed; or

A system, supported by after-the-fact activity reports, that reflects the distribution of
covered employees' activity allocable to each NIH grant and includes identification

and recording of significant changes in work activity when initial charges were based
on estimates. The system also must identify each category of activity needed to iden-

tify F&A costs and the functions to which they are allocable. For professorial and

other professional staff, the activity reports will be prepared each academic term, but

no less frequently than every 6 months. For other employees, unless N]I-I agrees to al-
ternate arrangements, the reports will be prepared no less frequently than monthly and

will coincide with one or more pay periods; or

A multiple confirmation records system for professorial and other professional staff
supported by records certifying costs separately for direct costs and F&A costs, with

reports prepared each academic term, but no less often than every 6 months, that con-
firm the activities as allocable to direct or F&A costs; or

By mutual agreement, any other method meeting the criteria specified in paragraph

J.8.b.(2) of OMB Circular A-21.

Charges for work performed by faculty members on NIH grants during the summer
months or other periods not included in the base salary period will be determined for
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eachfacultymemberataratenotexceedingthebasesalarydividedbytheperiodto
whichthebasesalaryrelates.Thebasesalaryperiodusedincomputingchargesfor
workperformedduringthesummermonthswill bethenumberof monthscoveredby
thefacultymember'sofficialacademicyearappointment.

For-Profit Organizations:

NIH requires for-profit organizations to conform with industry standards to support

salary and wage charges to N-IH grants. Therefore, unless an altemate system is ap-

proved by the GMO, the grantee must maintain a time-and-effort reporting system for

both professional and other than professional staff reflecting daily after-the-fact re-
porting of hours expended on individual projects or indirect activities. The system
must record both hours worked and hours absent. This information must be certified

by an authorized organizational official no less frequently than every pay period.

Overtime Premiums: Premiums for overtime are generally allowable (see the applicable cost

principles); however, such payments are not allowable for faculty members at institutions of

higher education. Where overtime premiums are allowable, the categories or classifications of
employees eligible to receive overtime premiums should be determined according to the formal

policies of the organization consistently applied regardless of the source of funds.

Bonus Funds�Incentive Payments: Allowable as part of a total compensation package, provided

such payments are reasonable and are made according to a formal policy of the grantee that is

consistently applied regardless of the source of funds.

Support from Multiple Grants: See "Cost Considerations--Allocation of Costs and Closely Re-
lated Work."

Compensation of Students: Tuition remission and other forms of compensation paid as, or in lieu

of, wages to students under research grants (including fellows and trainees) are allowable, pro-

vided:

* The individual is performing activities necessary to the grant;

Tuition remission and other forms of compensation are provided in accordance with es-

tablished institutional policy, consistently provided to students performing similar activi-

ties conducted in non-sponsored as well as in sponsored activities; and

During the academic period, the student is enrolled in an advanced degree program at a

grantee or affiliated institution and the activities of the student in relation to the federally
sponsored research project are related to the degree program.

Charges for tuition remission and other forms of compensation paid to students as, or in lieu of,

salaries and wages are subj ect to the reporting requirements in section J.8. of OMB Circular A-

21, or an equivalent method for documenting the individual's effort on the research project. Tui-
tion remission may be charged on an average rate basis. NIH will determine the allowability and

reasonableness of such compensation under a grant on the basis of OMB Circular A-21 and its

current operating guidelines.
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Paymentsmadefor educationalassistance(e.g.,scholarships,fellowships,andstudentaidcosts)
maynotbepaidfromNIHresearchgrantfundsevenwhentheywouldappearto benefitthere-
searchproject.

ServiceCharges: Allowable. The costs to a user of institutional services and central facilities
owned by the recipient organization, such as central laboratory and computer services, are allow-

able and must be based on organizational fee schedules consistently applied regardless of the
source of funds.

Severance Pay: Allowable only to the extent that such payments are required by law, employer-

employee agreement, established policy constituting, in effect, an implied agreement on the part

of the organization, or the circumstances of the particular employment. The amount of severance
pay to be provided should be determined according to established organizational policy consis-

tently applied regardless of the source of funds and should be reasonable, taking into considera-

tion the practice of.similar types of organizations and the extent of the organization's dependence
on Federal funds. The applicable cost principles should be consulted regarding the different

treatment of severance pay in regular and mass termination situations.

Stipends: Allowable as cost-of-living allowances for trainees and fellows only under NII-I re-
search training grants and fellowships. These payments are made according to a pre-established

schedule based on the individual's experience and level of training. A stipend is not a fee-for-

service payment and is not subject to the cost accounting requirements of the cost principles. Ad-
ditional information, including NIH policy on stipend supplementation, is included in "National

Research Service Awards--Individual National Research Service Awards (Fellowships)-
Financial Provisions--Stipends--Stipend Supplementation" and "National Research Service

Awards--Institutional National Research Service Awards (Training Grants)--Financial Provi-

sions-Stipends-Stipend Supplementation." Stipends are not allowable under research grants

even when they appear to benefit the research project.

Subject Costs: See "Research Patient Care" in this subsection.

Supplies: Allowable.

Taxes: Allowable. Such costs include taxes that an organization is required to pay as they relate

to employment, services, travel, rental, or purchasing for a project. Grantees must avail them-

selves of any tax exemptions for which activities supported by Federal funds may qualify. State

sales and use taxes for materials and equipment are allowable only when the State does not grant
a refund or exemption on such taxes.

Termination or Suspension Costs: Unallowable except as provided below. If a grant is termi-

nated or suspended, the grantee shall not incur new obligations after the effective date of the ter-
mination or suspension and shall cancel as many outstanding obligations as possible (see "Ad-

ministrative Requirements--Enforcement Actions--Suspension, Termination, and Withholding

of Support"). NU-I will allow full credit to the grantee for the Federal share of otherwise allow-
able costs if the obligations were properly incurred by the grantee prior to suspension or termina-

tion and not in anticipation of it and, in the case of termination, are not cancelable. The GMO
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mayauthorizeothercostsin, orsubsequentto,thenoticeofterminationor suspension.See45
CFR74.62(c)and92.43.

TrailersandModular Units: Allowable as follows. A "trailer' is defmed as a portable vehicle

built on a chassis that is designed to be hauled from one site to another by a separate means of

propulsion and that serves, wherever parked, as a dwelling or place of business. A "modular unit"

is a prefabricated portable unit designed to be moved to a site and assembled on a foundation to
serve as a dwelling or a place of business. The determination of whether costs to acquire trailers
or modular units are allowable charges to N-II-I grant-supported projects depends on whether such

units are classified as real property or equipment. The classification will depend on whether the

grantee's intended use of the property is permanent or temporary.

A trailer or modular unit is considered real property when the unit and its installation are de-
signed or planned to be installed permanently at a given location so as to seem fbxed to the land

as a permanent structure or appurtenance thereto. Units classified as real property may not be

charged to an NIH grant-supported project unless authorizing legislation permits construction or

acquisition of real property and the specific purchase is approved by the NIH IC.

A trailer or modular unit is considered equipment when the unit and its installation are designed

or planned to be used at any given location for a limited time only. Units classified as equipment

may be charged to N/H grant-supported projects only if the terms and conditions of the award do
not prohibit the purchase of equipment and prior approval is obtained, as appropriate.

A trailer or modular unit properly classified as real property or as equipment at the time of acqui-
sition shall retain that classification for the life of the item, thereby determining the appropriate

accountability requirements under 45 CFR 74.32 or 74.34 or 92.31 or 92.32, as applicable.

Trainee Costs: Allowable only under predoctoral and postdoctoral training grants. (See "Na-
tional Research Service Awards--Institutional National Research Service Awards (Training

Grants)--Financial Provisions--Other Direct Costs" for detailed information.)

Transportation of Property: Allowable for freight, express, cartage, postage, and other trans-

portation services relating to goods either purchased, in process, or delivered, including instances
when equipment or other property is moved from one grantee to another. In a change-of-grantee

situation, the cost of transportation may be charged to the grant at either the original or the new

organization, depending on the circumstances and the availability of funds in the appropriate ac-

tive grant account (see "Administrative Requirements--Changes in Project and Budget--Prior
Approval Requirements").

Travel: Allowable as a direct cost where such travel will provide direct benefit to the project.
Consistent with the organization's established travel policy, these costs for employees working

on the grant-supported project may include associated per diem or subsistence allowances and

other travel-related expenses, such as mileage allowances if travel is by personal automobile.

Domestic travel is travel performed within the recipient's own country. For U.S. and Canadian

recipients, it includes travel within and between any of the 50 States of the U.S. and its posses-
sions and territories and also travel between the U.S. and Canada and within Canada.
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Foreigntravelisdefinedasanytraveloutsideof CanadaandtheU.S.anditsterritoriesandpos-
sessions.However,for anorganizationlocatedoutsideCanadaandtheU.S.anditsterritoriesand
possessions,foreigntravelmeanstraveloutsidethatcountry.

In allcases,travelcostsarelimitedtothoseallowedbyformalorganizationalpolicyand,in the
caseofair travel,thelowestreasonablecommercialairfaresmustbeused.Granteesarestrongly
encouragedto takeadvantageof discountfaresfor airlinetravelthroughadvancepurchaseof
ticketswheretravelschedulescanbeplannedin advance(suchasfornationalmeetingsand
otherscheduledevents).If therecipientorganizationhasnoformaltravelpolicy,theFederal
Travel Regulations issued by the U.S. General Services Administration, including maximum per
diem and subsistence rates prescribed in those regulations, shall be used to determine the amount

that may be charged for travel costs. For-profit grantees' allowable travel costs may not exceed

those established by the Federal Travel Regulations. This information is available at

http://www.gsa.gov.

Grantees must comply with the requirement that U.S.-flag air carriers be used by domestic grant-

ees to the maximum extent possible when commercial air transportation is the means of travel
between the U.S. and a foreign country or between foreign countries. This requirement shall not

be influenced by factors of cost, convenience, or personal travel preference. The cost of travel
under a ticket issued by a U.S. flag air carrier that leases space on a foreign air carrier under a

code-sharing agreement is allowable if the purchase is in accordance with GSA regulations on

U.S. flag air carriers and code shares

(http ://www.policvworks. gov/org/main/mt/homepage/mtt/ftr/newftr/301 - 10 134.html). (A code-
sharing agreement is an arrangement between a U.S. flag carrier and a foreign air carrier in

which the U.S. flag carrier provides passenger service on the foreign air carrier's regularly

scheduled commercial flights.)

Applicants and grantees should consult application instructions to determine how to budget for

"travel" costs under specific mechanisms and for certain types of travelers since they are not all

required to be budgeted as "travel."

Research Patient Travel: If research patient care is an approved activity of the grant-supported

project, the costs of transporting individuals participating in the research protocol to the site
where services are being provided, including costs of public transportation, are allowable. The

purchase of motor vehicles for this purpose may be allowable. (See "Research Patient Care

Costs.")
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ADMINISTRATIVE REQUIREMENTS

Changes in Project and Budget

In general, NU-I grantees are allowed a certain degree of latitude to rebudget within and between

budget categories to meet unanticipated needs and to make other types ofpostaward changes.
Some changes may be made by the grantee only within limits established by NIH. Other changes

require NIH prior written approval before modifying the budget or undertaking the activity in

question. The degree of discretion permitted varies by type of grant, grantee, and coverage by, or
participation in, a special initiative. The grantee-initiated changes that may be made under the

grantee's authority and the changes that require NIH approval are outlined below and in Subpart

B with respect to particular types of awards, activities, or recipients. In addition, individual
awards may restrict grantees' authorities to make budget and project changes without NIH prior

approval. IfNIH approval is required, it must be requested of, and obtained from, the designated

NIH GMO in advance of the change or obligation of funds as specified below under "Requests

for Approval."

Changes in project or budget resulting from NIH-initiated actions are discussed in later sections

of this subpart.

Prior Approval Requirements

The following table (Table II-2) applies to NIH research grants and cooperative agreements to

domestic organizations. See Part B for prior approval requirements that apply to other types of

awards and recipients. The table lists the activities and/or expenditures that require GMO prior
approval in accordance with the general terms and conditions of award (i.e., expanded authori-

ties, Federal Demonstration Partnership (FDP), or the terms and conditions of this policy state-
ment) and also includes activities and/or expenditures where NIH has waived the prior approval

requirement on a class basis. The information in this table is for guidance purposes only. Any

question about the need for prior approval for art activity or cost under a specific NIH award

should be directed to the designated GMO.
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* This Page Revised 3/20/2001

TABLE 11-2

SUMMARY OF ACTIONS REQUIRING Nil/PRIOR APPROVAL

Activity or
Expenditure Requiring

NIH Prior Approval

Expanded
Authorities le

Federal
Demonstration

(effective 12194) Partnership (FDP) lr
(effective 7/00)

NIH Grants Policy
Statement (NIHGPS)

(effective 3/01)

Change in scope YES YES YES

YES YES YESPreaward costs (more
than 90 days prior to
effective date of a new

or competing continua-
tion award)

Preaward costs for non-

competing awards

Change in key person-
nel

Change of grantee or-
ganization

At grantee's own risk

YES

YES

YES

YES

YES

NO

NO: one extension up to
12 months allowed with
no additional funds.
Must notify IC no later
than 10 days prior to
expiration.

At grantee's own risk

YES

YES

YES

YES

YES

NO

NO: one extension up to
12 months allowed with
no additional funds.

Must notify IC no later
than 10 days prior to
expiration.

At grantee's own risk

Change in grantee or-
ganizational status

Addition of a foreign
component under a
grant to a domestic or-
ganization

Changes to award
terms and conditions or

undertaking any activi-
ties disapproved or re-
stricted as a term of
award

Carryover of unobli-
gated balances from
one budget period to the
next

Extension of final
budget period of a pro-
ject period

YES

YES

YES

YES

YES

YES

YES

16The following mechanisms are routinely included in EA/FDP: P0ls, Ks, and all Ks except R43 and R41.

17The following mechanisms are routinely included in EA/FDP: P01s, Ks, and all Rs except R43 and R41.
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Activity or
Expenditure Requiring

NIH Prior Approval

Equipment purchases
exceeding $25,000/unit,
regardless of amount of
NIH funds involved

Retention of research
grant funds when career
(K) award made

Alteration and renova-

tion (A&R) (rebudgeting
into A&R costs exceed-

ing 25 percent of total
approved budget for a
budget period)

Expanded
Authorities TM

(effective 12/94)

NO, unless change in
scope

YES

Federal
Demonstration

Partnership (FDP) IT
(effective 7/00)

NO, unless change in
scope

YES

NIH Grants Policy
Statement (NIHGPS)

(effective 3/01)

NO, up to (and includ-
ing) $300,000

YES, if>$300,000

NO, up to (and includ-
ing) $300,000

YES, if>$300,000

YES

YES

NO, up to (and includ-
ing) $300,000

YES, if>$300,000

Transferring amounts YES YES YES
from trainee costs

Capital expenditures YES YES YES
(construction, land or
building acquisition)

Need for additional NIH YES YES YES

funding

Closely related work YES YES YES

Transfer of funds be- YES YES YES
tween construction and
non-construction work

Program income (use of NO NO YES
any alternative other
than that specified by
NIH)

YESTransferring perform-
ance of substantive pro-
grammatic work to a
third party (by consor-
tium agreement, con-
tract, or other means)

Incurrence of patient
care costs (if not previ-
ously approved or re-
budgeting additional
funds into or rebudget-
ing funds out of this
category)

NO, unless change in
scope or the third party
is a foreign organization
or component

NO, unless change in
scope

NO, unless change in
scope or the third party
is a foreign organization
or component

NO, unless change in
scope

YES
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For the following categories or types of actions (and those in Table II-2), prior approval is re-

quired whether or not the change has a budgetary impact.

Change in Scope: In general, the PI may make changes in the methodology, approach, or other
aspects of the project objectives. However, the grantee must obtain prior approval from NIH for

changes in scope, direction, type of training, or other areas that constitute a significant change

from the aims, objectives, or purposes of the approved project (hereafter "change in scope"). The
grantee must make the initial determination of the significance of a change and should consult

with the GMO as necessary. However, as noted, certain actions in the following list always re-
quire NIH prior approval under the circumstances specified.

Actions likely to be considered a change in scope include, but are not limited to, the following:

# Change in the specific aims approved at the time of award.

• Substitution of one animal model for another.

• Any change from the approved use of animals or human subjects.

• Shifting the research emphasis from one disease area to another.

A clinical hold by FDA under a study involving an IND or an IDE

Applying a new technology, e.g., changing assays from those approved to a different type

of assay.

Transferring the performance of substantive programmatic work to a third party through a

consortium agreement, by contract, or any other means. NOTE: This type of action al-

ways requires NIH prior approval for grants not subject to expanded authorities. If
the third party is a foreign component, this prior approval requirement also applies

to grants subject to expanded authorities (see "Expanded Authorities" in this subsec-

tion).

Change in key personnel (see "Change in Status, Including Absence, of Principal Investi-

gator and Other Key Personnel" for requirements for NIH approval of alternate arrange-

ments for or replacement of key personnel).

Significant rebudgeting, whether or not the particular expenditure(s) require prior ap-

proval. Significant rebudgeting occurs when expenditures in a single direct cost budget

category deviate (increase or decrease) from the categorical commitment level estab-
lished for the budget period by more than 25 percent of the total costs awarded. For ex-

ample, if the award budget for total costs is $200,000, any rebudgeting that would result
in an increase or decrease of more than $50,000 in a budget category is be considered

"significant rebudgeting." The base used for determining significant rebudgeting ex-

cludes the effects of prior year carryover balances but includes competing and noncom-

peting supplements.

108



Incurrenceof patientcarecostsif notpreviouslyapprovedbyNIH or if agranteedesires
torebudgetadditionalfundsintoorrebudgetfundsoutof thepatientcarecategory.
NOTE:Thesetypesof actionsalwaysrequireNIIt prior approvalfor grantsnot
subjectto expandedauthorities(see"ExpandedAuthorities"in thissubsection).

Preaward Costs: See "Cost Considerations--Allowability of Costs/Activities--Selected Items

of Cost--Preaward (Preagreement) Costs."

Change in Status, Including Absence, of Principal Investigator and Other Key Personnel:

The grantee is required to notify NIH if the PI or other key personnel named in the NGA will
withdraw from the project entirely, be absent from the project during any continuous period of 3

months or more, or reduce his or her time devoted to the project by 25 or more percent from the

level that was approved at the time of award (for example, a proposed change from 40 percent

effort to 30 percent or less effort). N/H must approve any alternate arrangement, including any
replacement PI or other key personnel proposed by the grantee.

The request for approval of a substitute PI/key person should include a justification for the

change, the biographical sketch of the individual proposed, other sources of support, and any
budget changes resulting from the proposed change. If the arrangements proposed by the grantee,

including the qualifications of any proposed replacement, are not acceptable to NIH, the grant

may be suspended and/or terminated. If the grantee wishes to terminate the project because it
cannot make suitable alternate arrangements, it must notify the designated GMO, in writing, of
its wish to terminate, and NIH will forward closeout instructions.

Change of Grantee Organization: N/H prior approval is required for the transfer of the legal
and administrative responsibility for a grant-supported project or activity from one legal entity to

another before the expiration date of the approved project period. Such a change of grantee or-

ganization may be accomplished under most NII-I grants, including construction grants, if:

• The grant to be transferred has been terminated in accordance with 45 CFR 74.61 or

92.43;

A noncompeting continuation award that is within an approved project period has been
withheld because of the grantee's actions (see "Administrative Requirements--

Enforcement Actions--Suspension, Termination, and Withholding of Support"); or

The original grantee has agreed to relinquish responsibility for an active project before

the expiration of the approved project period. This includes any proposed change of
grantee as a result of a PI on a research project transferring from one domestic organiza-

tion to another domestic organization or from a foreign organization to a domestic or-

ganization. The project under the same PI may be supported at a new organization for a

period up to the remainder of the previously approved project period in an amount not to
exceed that previously recommended for direct costs (plus applicable F&A costs) for the

remaining period.

A change of grantee that involves the transfer of a grant to or between foreign institutions or in-
temational organizations requires competitive review and approval of the IC Advisory Coun-
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cil/Board.Transferof agrantfromaforeignorganizationto adomesticorganizationrequiresthe
approvalof theGMO.

A grantto anindividualmaynotbetransferred.However,anindividualfellowshipmaybetrans-
ferredto aneworganizationandthiswouldbeconsideredachangeof granteeorganization.A
changein anindividualfellow'sdepartmentorsponsorwithinthesameorganizationisnotcon-
sideredachangeof granteeorganization.

A changeof granteeorganizationmayinvolvethetransferof equipmentpurchasedwithgrant
funds.Thetransfermaybeaccomplishedaspartoftheoriginalgrantee'srelinquishmentof the
grant;otherwise,NIH reservestherighttotransfertitle to equipmenttotheneworganizationas
indicatedin "AdministrativeRequirements--ManagementSystemsandProcedures--Property
ManagementSystemStandards."

A requestforachangeof granteeorganizationmustbesubmittedtothedesignatedGMOand
mustbeaccompaniedbyaRelinquishingStatementandaFinalInventionStatementandCertifi-
cationfromtheoriginalgranteeaswellasanapplication(PHS-398)fromtheproposedgrantee.
If theoriginalawardwastheresultof amodularapplication,modularproceduresalsoapplyto
therequestforchangeofgrantee.The application (for awards other than those made under

modular procedures) from the proposed grantee should include, at a minimum:

• A face page;

• Budget pages (current and future years);

• An updated biographical sketch;

• A statement indicating whether the overall research plans/aims have changed from the

original submission, and, if so, providing updated information;

• An updated "other support" page(s), if necessary;

• A resources page;

• A checklist page;

• Certification of IRB/IACUC approval, if applicable; and

If the change includes the transfer of equipment purchased with grant funds, the applica-

tion must include a detailed list. This list, as part of a transfer application, serves as an

acceptance of title by the new organization. N_ may request additional information

necessary to accomplish its review of the request.

For a modular application, the proposed grantee must submit the following:

• A face page;
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• Narrativebudgetinformation,includingtotaldirectcostsandF&A costsforthecurrent
budgetperiod;

• Biographicalsketchesforkeypersonnel;

• "Othersupport"pages;

• Resourcepage,

• Checklistpage;and

• If futurebudgetperiodsremain,informationregardingthenumberof modulesandthe
basisforcomputingF&Acosts.

A changeof granteeorganizationrequestmustbemadepriortotheanticipatedstartdateatthe
neworganizationandpreferablyseveralmonthsinadvance.Failuretoprovidetimelynotifica-
tionmayresultindisapprovaloftherequestoradelayinprocessing.

A changeof granteerequestwill normallybepermittedonlywhenall of thepermanentbenefits
attributabletotheoriginalgrantcanbetransferred,includingequipmentpurchasedin wholeor
inpartwithgrantfunds.In reviewingarequesttotransferagrant,NIH will considerwhether
thereisacontinuedneedforthegrant-supportedprojectoractivityandtheimpactof anypro-
posedchangesin thescopeof theproject.A changemaybemadewithoutcompetitivereview,
providedthePIplansnosignificantchangein researchobjectivesandthefacilitiesandresources
at theneworganizationwill allowfor successfulperformanceof theproject.If theseconditions
or otherprogrammaticoradministrativerequirementsarenotmet,theNIH awardingofficemay
requireacompetitivereviewormaydisapprovetherequestand,if appropriate,terminatethe
award.

As statedabove,theoriginalgranteemustprovideawrittenstatementrelinquishingitsinterests
andrightstothe-grantin accordancewith instructionsfromtheNIH awardingoffice.Acceptance
of aRelinquishingStatementbyNIHdoesnotguaranteeapprovalof atransferapplicationfor
thecontinuedfundingof aproject.

NIHwill accomplishachangeof granteeorganizationby issuingarevisedNGAtotheoriginal
grantee,whichwill reflecttherevisedbudget/projectperiodenddates,deletionof anyfuture-
yearsupport,anddeobligationof remainingfunds,if applicable.(A deobligationof fundswill be
basedontheestimatedgrantexpendituresthroughtherelinquishmentdate,asdeterminedfrom
theRelinquishingStatement.)Concurrently,thenewgranteewill receiveanNGA reflecting the

balance reported on the Relinquishing Statement or, if the change of grantee organization occurs
on the anniversary date of the project, the NGA to the new grantee will reflect the previously

committed direct cost level plus applicable F&A costs). This amount is subject to change as a
result of the closeout of the original grant and may be adjusted downward.

Change in Grantee Organizational Status: Grantees must notify N/H, in advance, of certain

changes in organizational status. This notification is required to ensure that the grantee is still
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ableto meetitslegalandadministrativeobligationsto NIHandthatpaymentsarenot inter-
rupted.

ThefollowingorganizationalchangesmustbereportedtoNIH priorto thechange:

Successor-in-Interest:A processwherebytherightsto andobligationsunderanNIH
grant(s)areacquiredincidentalto thetransferofall of theassetsof thegranteeorthe
transferof thatpartof theassetsinvolvedin theperformanceof thegrant(s).A transferof
thistypemayresultfromlegislativeorotherlegalactions,suchasamergerorothercor-
poratechange.

• Name Change: An action whereby the name of an organization is changed without oth-
erwise affecting the rights and obligations of that organization as a grantee.

Merger: A legal action resulting in the unification of two or more legal entities. When
such an action involves the transfer of assets, the procedures for recognition of a succes-

sor-in-interest will apply. When the action does not involve the transfer of assets, the pro-

cedures for recognition of a name change will normally apply.

Neither a name change nor a successor-in-interest is considered a "change of grantee organiza-
tion."

Grantees are encouraged to contact the GMO of the lead IC to explain the nature of the change

and receive guidance on whether it will be treated as a name change or successor-in-interest. The
lead IC will ordinarily be the IC with which the organization has the most NIH grants. If there is

no advance consultation, NIH reserves the right to review the material provided, seek clarifica-
tion or additional information, and make an independent determination.

A grantee's formal request for a successor-in-interest or name change should be submitted to

NIH as soon as possible so that NIH can determine whether the organization will continue to

meet the grant program's eligibility requirements and take the necessary action to reflect the
change in advance of the change in status.

For a successor-in-interest, a letter signed by the appropriate organizational officials of the cur-

rent grantee (transferor) and the successor-in-interest (transferee) must be sent to the affected
NIH ICs, following consultation with the GMO of the lead IC. The letter must:

• Stipulate that the transfer was properly effected in accordance with applicable law,

• Indicate that the transferor relinquishes all fights and interests in all of the affected grants,

• Request that the NIH awarding office(s) modify its records to reflect the transferee as the

grantee of record, and

• State the effective date of the transfer.

The letter should be accompanied by: a list of the grants to be transferred; a revised completed

grant application face page for the affected grant(s) showing the transferee as the applicant or-
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ganization,alongwith informationregardingchangesin taxpayeridentificationor entityidentifi-
cationnumbers,F&A costs(includingacopyof therateagreement),andtheuseof humansub-
jects or animals. Upon receipt and acceptance of this information, NIH will revise the NGA(s) to
show the transferee as the grantee of record.

For name changes, the grantee's written notification to the lead NIH IC must include the effec-

tive date of the change. Revised face pages are not required for name changes since name
changes are processed with the next award action and a face page will be received from the or-

ganization as part of that action.

Addition of a Foreign Component: Adding a foreign component under a grant to a domestic

organization.

Award Terms and Conditions: Deviations from special terms or conditions stated in the NGA

or from the terms and conditions included in this policy statement.

Restrictions on Notice of Grant Award: Undertaking any activities disapproved or restricted as
a condition of the award.

Carryover of Unobligated Funds from One Budget Period to Another Within an Approved

Project Period: NOTE: This action generally is allowable without prior approval under ex-
panded authorities unless restricted (see "Expanded Authorities" in this subsection).

Extension of a Project Period With or Without Additional Funds: A request for a noncompet-

ing extension of a project period should be submitted to the designated GMO, in writing, at least
30 days before the project period is scheduled to expire. Such requests are usually for a period of

up to 12 months, based on a need to provide continuity of project activities while a competing

continuation application is being reviewed or to permit orderly phaseout of project activities for
which there will be no further NIH support, and may request a minimal amount of additional

funds. The request must specify the proposed revised ending date and must include justification

for both the extension and any additional funds requested. Special justification will be required
for an additional extension that would exceed an initial 12-month extension. NIH will not ap-

prove such requests if the primary purpose of the proposed extension is to permit the use ofuno-

bligated balances of funds. NOTE: These requirements generally do not apply under ex-

panded authorities with respect to a "no-cost" extension of the final budget period of a pro-
ject period (see "Expanded Authorities" in this subsection).

Equipment Purchase: Equipment exceeding $25,000 per unit, regardless of the amount of NIH

funding to be used. NOTE: This requirement generally is not applicable under expanded
authorities unless the purchase may be considered a change in scope (see "Expanded Au-

thorities" in this subsection).

Retention of Research Grant Funds When a Career (K) Award is Made: Funds budgeted

under an NIH grant for an individual's salary and/or fringe benefits, but available as a result of
receiving a career (K) award for that individual, may not be used for any other purpose without

NIH prior approval.
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Alterations and Renovations: NIH prior approval is required for an A&R project exceeding
$300,000 (see "Construction Grants--Administrative Requirements--Prior Approval Require-

ments--Alteration and Renovation Projects under Non-construction Grants" for documentation

requirements).

Transferring Amounts from Trainee Costs: The transfer of amounts previously awarded for

trainee costs (stipends, tuition, and fees) to other categories of expense. This excludes trainee
travel, which N]H does not consider to be a trainee cost, and training-related expenses (see "Na-

tional Research Service Awards--Institutional National Research Service Awards (Training

Grants)--Financial Provisions--Rebudgeting of Funds").

Capital Expenditures: Capital expenditures for land or buildings. Ill addition, real property ac-

quired with NIH grant funds may not be conveyed, transferred, assigned, mortgaged, leased, or

in any other manner encumbered by the grantee without the written prior approval of the NIH

awarding office or its successor organization.

Need for Additional NIZt Funds: A request for additional funding for a current budget period to

meet increased costs that are within the scope of the approved application, but that were unfore-
seen when the new, noncompeting continuation, or competing continuation application was

submitted, is a noncompeting supplemental application. Such requests are submitted directly to
the GMO, in writing, and are not required to compete with other applications for funding.

Closely Related Work: When salaries or other costs are being supported by two or more scien-

tifically and technically related NIH grant projects, grantees may charge those costs to any one of

those projects or treat multiple projects as a single cost objective only with NIH prior approval.

N]2-I will not approve such requests if there is a change in the scope of the individual grants in-
volved, relating the costs will be detrimental to the conduct of work approved under each indi-
vidual award, or the projects are being related to circumvent the terms and conditions of an indi-

vidual award. (See "Cost Considerations--Allocation of Costs and Closely Related Work.")

Transfer of Funds Between Construction and Non-construction: Under awards that provide
for both construction and non-construction work, NIH prior approval is required to transfer funds

between the two types of work.

Program Income: The use of any alternative for disposition of program income other than that

specified in the terms and conditions of award must have NIH prior approval (see "Administra-
tive Requirements--Management Systems and Procedures--Program Income").

Expanded Authorities

NIH has waived the requirement for its prior approval of those expenditures and activities speci-
fied in this subsection and has provided the authorities (hereafter "expanded authorities") to

grantees to take such actions without NIH prior approval. In using these expanded authorities,

grantees must ensure that they exercise proper stewardship over Federal funds and that costs

charged to the awards are allowable, allocable, reasonable, and consistently applied regardless of
the source of funds. Expanded authorities apply to the following mechanisms:
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"R" series(ResearchProjectGrants),exceptR41,PhaseI SmallBusinessTechnology
Transfer(STTR)Grants,andR43,PhaseI SmallBusinessInnovationResearch(SBIR)
Grants.

• ProgramProjectGrants(P01).

• "K" series(CareerAwards).

NIH ICs also may authorize some or all of the expanded authorities for additional awards or
classes of awards.

Expanded authorities are not provided under awards to individuals. Certain support mechanisms

or grantees also may be excluded from expanded authorities. This may include grants or grantees
that require closer project monitoring or technical assistance, such as clinical trials and certain

large multi-project grants. If excluded, the NGA will indicate this change from the standard

terms and conditions. In addition, one or more of these authorities may be overridden by a spe-
cial term or condition of the award. Therefore, grantees must review the NGA to determine

whether and to what extent they are permitted to use expanded authorities. Several of the ex-

panded authorities have specific deadlines for submission of reports or for timely notification to
the NIH awarding office. Grantees should be aware that any consistent pattern of failure to ad-

here to those deadlines for reporting or notification shall be grounds for excluding that grantee

from these special authorities. Even where the grantee is authorized to use expanded authorities,
if it is determined, through audit or otherwise, that costs do not meet the tests of allowability, al-

locability, reasonableness, and consistency, the costs may be disallowed.

Extension of a Project Period Without Additional Funds: The grantee may extend the fmal

budget period of the project period one time for a period of up to 12 months beyond the original
expiration date shown in the NGA if no additional funds are required to be obligated by the NIH

awarding office, there will be no change in the project's originally approved scope, and any one

of the following applies:

• Additional time beyond the established expiration date is required to ensure adequate

completion of the originally approved project.

• Continuity of NIH grant support is required while a competing continuation application is
under review.

• The extension is necessary to permit an orderly phaseout of a project that will not receive

continued support.

The fact that funds remain at the expiration of the grant is not, in itself, sufficient justification for
an extension without additional funds.

The grantee must notify the NIH awarding office, in writing, of the extension 10 days prior to the

expiration date of the project period. Upon notification, the NIH awarding office will revise the

project period ending date and provide an acknowledgment to the grantee. In extending the final

budget period of the project period through this process, the grantee agrees to update all required
certifications, including human subjects and animal welfare, in accordance with applicable regu-
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lationsandpolicies.GranteesmaynotextendprojectperiodspreviouslyextendedbytheNIH
awardingoffice.Anyadditionalprojectperiodextensionbeyondtheone-timeextensionof upto
12monthsrequiresNIH priorapproval.(See"PriorApprovalRequirements"in thissectionfor
extensionsrequiringadditionalfunds.)

Carryover of Unobligated Balances: Except for funds restricted in an NGA, unobligated funds
remaining at the end of a budget period are automatically carried over. For awards under the

Streamlined Noncompeting Award Process (SNAP), funds are automatically carried over and are

available for expenditure during the entire project period. However, under those awards, the
grantee will be required to indicate, as part of its noncompeting continuation request, whether its

estimated unobligated balance (including prior year carryover) is expected to be greater than 25

percent of the current year's total budget. If so, the grantee must provide an explanation and in-
dicate plans for expenditure of those funds if carried forward. (See "Administrative Require-

ments-Noncompeting Continuation Awards.")

For those awards subject to expanded authorities but excluded from SNAP, e.g., P01s and R35s,

the FSR must specify the amount to be carried over. The notification must be provided under
item 12, "Remarks," on the FSR. When a grantee reports a balance of unobligated ftmds in ex-

cess of 25 percent of the total amount awarded, the GMO will review the circumstances resulting

in the balance to ensure that these funds are necessary to complete the project, and may request
additional information from the grantee, including a revised budget, as part of the review. If the

GMO determines that some or all of the unobligated funds are not necessary to complete the pro-

ject, the GMO may take one, or a combination, of the following actions: restrict the grantee's

authority to automatically carry over unobligated balances in the future, or use the balance to re-
duce or offset NIH funding for a subsequent budget period. Any amount not identified for carry-

over may be used as an offset. A revised NGA will not be issued to reflect the carryover.

Use of Program Income: The additive costs altemative for the use of program income applies to

awards subject to expanded authorities unless the NGA specifies another alternative or the
grantee is a for-profit organization other than an SBIP,JSTTR awardee. For-profit organizations
other than SBIRJSTTR awardees are subject to the deductive alternative (see "Administrative

Requirements--Management Systems and Procedures--Program Income").

Transferring the Performance of Substantive Programmatic Work to a Third Party by
Means of a Consortium Agreement, Contract, or Other Means: Under expanded authorities,

a grantee is not required to obtain NIH prior approval for transferring the performance of sub-
stantive programmatic work unless the activity constitutes a change in scope or results in the

transfer of substantive programmatic work to a foreign component.

Cost-Related Prior Approvals, Including Patient Care and Equipment: Requirements for

NIH approval of incurrence of these individual costs, including rebudgeting for them, do not ap-

ply under expanded authorities unless they constitute a change in scope.

Requests for Approval

All requests for NIH awarding office prior approval must be made, in writing (which in-
cludes submission by e-mail) to the designated GMO no later than 30 days before the pro-
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posed change. The request must be signed by both the PI and the authorized organizational

official. Failure to obtain prior approval, when required, from the appropriate NIH award-

ing office may result in the disallowance of costs, termination of the award, or other en-
forcement action within NIH's authority.

E-mail requests must be clearly identified as prior approval requests and reflect the complete

grant number in the subject line, and they should be sent to the GMO that signed the NGA. E-

mail addresses for NIH staffcan be obtained from the NIH Directory and E-Mail Forwarding

Services at http://directorg.nih.gov. E-mail requests must include the name of the initiating PI,
grantee name, the PI's telephone number, fax number, and e-mail address, and must be transmit-

ted to NIH by the authorized organizational official, who must include comparable identifying

information. If the entire message of the request cannot be included in the body of the e-mail, the

request should be submitted to NIH in hard copy.

The GMO will review the request and provide a response to the authorized organizational offi-

cial indicating the final disposition of the request. The GMO will provide copies of the response
to the PI and to the cognizant NIH Program Official. Only responses provided by the GMO are

to be considered valid. Grantees that proceed on the basis of actions by unauthorized officials do
so at their own risk, and N/H is not bound by such responses.

Whenever grantees contemplate rebudgeting or other postaward changes and are uncertain about

the need for prior approval, they are strongly encouraged to consult, in advance, with the GMO.

Under a consortium agreement, the prior approval authority is usually the grantee. However, the
grantee may not approve any action or cost that is inconsistent with the purpose or terms of the

NIH grant. If an action by a consortium participant will result in a change in the overall grant

project or budget requiring NIH approval, the grantee shall obtain that approval from NIH before

giving its approval to the consortium participant.

Noncompeting Continuation Awards

The "Application for Continuation of a Grant" (PHS-2590) or equivalent documentation must be

submitted to, and be approved by, NIH to noncompetitively fund each additional budget period
within a previously approved project period. Except for awards subject to SNAP, the application

includes an updated budget, progress report, and other required information.

Noncompeting continuation applications must be submitted directly to the IC GMO 2 months
before the beginning date of the next budget period, unless instructed otherwise. Late submission

or receipt of an incomplete noncompeting continuation application will result in delaying the is-

suance and funding of the noncompeting continuation award and may result in a reduced award
amount.

Streamlined Noncompeting Award Process

NIH grantees (including those participating in the FDP) are expected to follow the streamlined

noncompeting process (SNAP) for mechanisms routinely covered under expanded authorities

except Program Project Grants (P01 s) and Outstanding Investigator Grants (R35s) (see "Admin-
istrative Requirements--Changes in Project and Budget--Expanded Authorities").
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Anyadditionalactivitythathasbeenincludedunderexpandedauthoritiesatthediscretionof an

IC (e.g., centers, training grants, or cooperative agreements) will be excluded under SNAP unless

inclusion is specifically footnoted as a term or condition of the award.

Any award excluded from expanded authorities is routinely excluded from SNAP unless specifi-

cally included in SNAP as a term or condition of the award. Individual awards may be excluded
from routine inclusion under SNAP (and expanded authorities) on the basis of the following cri-
teria:

Grants that require close project monitoring or technical assistance, e.g., clinical trials,

high-risk grantees, certain large individual or multi-project grants, or grants with signifi-
cant unobligated balances.

Grantees that have a consistent pattern of failure to adhere to appropriate reporting or no-
tification deadlines.

Under SNAP, the GMO negotiates the direct costs for the entire competitive segment at the time

of the competing award or, in the case of modular awards, determines the applicable number of
modules for each budget period within the competitive segment. This eliminates the need for an-

nual budget submissions and negotiations, if applicable, and reduces the information NIH re-

quires to review and approve noncompeting continuation applications and to monitor these
awards. As a result, for awards under SNAP, grantees are required to submit only limited por-

tions of the PHS-2590, including an annual progress report. If there is a change in performance

site and/or anticipated program income, grantees also must submit the PHS-2590 checklist and,

if program income is anticipated, the application should reflect the estimated amount and source
of the income. Grantees (other than foreign grantees and Federal institutions) also are required to

submit a quarterly Federal Cash Transactions Report (FCTR) (SF-272) to PMS.

As part of the progress report, grantees must answer the following questions:

Has there been a change in the "other support" of key personnel since the last reporting

period? If so, the change(s), including termination of a previously active grant or activa-
tion of a previously pending grant, must be explained. If not, the grantee must so state.

Will there be, in the next budget period, a significant change in the level of effort for key

personnel from what was approved for this project? A "significant change" is a 25 per-
cent or greater reduction in time devoted to the project. If so, the grantee must explain; if

not, the grantee must so state.

Does the grantee anticipate that it will have an estimated unobligated balance (including

prior year carryover) that will be greater than 25 percent of the current year's total
budget? If so, the grantee will be required to explain why there is a significant balance
and how it will be spent if carried forward into the next budget period. If not, the grantee
should so state.

The IC will rely on the grantee's assessment of whether significant changes have occurred
or will occur in these areas; however, the GMO may require additional information in or-
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der to evaluate the project for continued funding. Failure to provide this information will

result in a delayed award.

For awards under SNAP (other than awards to foreign organizations or Federal institutions), a

Financial Status Report (FSR) is required only at the end of a competitive segment rather than

annually. This FSR must be submitted within 90 days after the end of the competitive segment
and must report on the cumulative support awarded for the entire segment. An FSR must be

submitted at this time whether or not a competing continuation award is made. If no further

award is made, this report will serve as the final FSR (see "Administrative Requirements--
Closeout"). Foreign organizations and Federal institutions must submit an annual FSR even if an

award is under SNAP. (Also see "Administrative Requirements--Monitoring--Reporting--

Financial Reports.")

Availability of Research Results: Publications, Intellectual Property
Rights, and Sharing Biomedical Research Resources

It is NIH policy to make available to the public the results and accomplishments of the activities

that it funds. Therefore, PIs and grantee organizations are expected to make the results and ac-

complishments of their activities available to the research community and to the public at large,

and to effect their timely transfer to industry for commercialization. If research findings result in
inventions, grantees have the right to retain title to these inventions, as long as they abide by the

provisions of the Bayh-Dole Act of 1980, as implemented in 37 CFR 401, for their utilization,

commercialization, and public availability. In general terms, these regulations encourage grant-
ees to utilize patent and licensing processes to transfer grant-supported technology to industry for

development. Alternatively, when an invention is useful primarily as research tool, technology
transfer, in the form of journal articles or other publications or through the dissemination of re-

search products or resources, may be a more appropriate means of promoting utilization, com-

mercialization, or public availability of an invention.

The importance of each of these outcomes of funded research is reflected in the specific policies

pertaining to rights in data, sharing of biomedical research resources, and inventions and patents
that follow.

Rights in Data (Publication and Copyrighting)

In general, grantees own the data generated by or resulting from a grant-supported project. Spe-
cial terms and conditions of the award may specify alternative rights, e.g., under a cooperative

agreement or if there are shared rights to data. Except as otherwise provided in the terms and

conditions of the award, the grantee is free to copyright without NIH approval when publica-
tions, data, is or other copyrightable works are developed under, or in the course of, work under

an NIH grant. Copyrighted or copyrightable works also include materials developed by students,

fellows, or trainees under awards whose primary purpose is to further the education or training of

58For thispurpose, "data" means recorded information, regardless of the form or media on which it may be re-
corded, and includes writings, films, sound recordings, pictorial reproductions, drawings, designs, or other graphic
representations, procedural manuals, forms, diagrams, work flow charts, equipment descriptions, data files, data
processing or computer programs (software), statistical records, and other research data.
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suchindividuals.Wheneveranyworksubjecttothiscopyrightpolicyisdevelopedbyaconsor-
tiumparticipantoracontractor(orsubcontractor)underagrant,thewrittenagreement/contract
mustrequiretheconsortiumparticipant/contractor(subcontractor)to complywiththeserequire-
mentsandcaninnowaydiminishNIH'srightsin thatwork.NIHmustbeprovidedaroyalty-
free,nonexclusive,andirrevocablelicensefortheGovernmentto reproduce,publish,orother-
wiseusethematerialandto authorizeotherstodosoforFederalpurposes.

Granteesmayarrangeforpublicationof initial reports of original research, supported in whole or

in part by NII-I grant funds, in primary scientific journals and for copyright by the journal unless
the journal's copyright policy would preclude individuals from making or having made, by any

means available to them without regard to the copyright of the journal and without royalty, a sin-

gle copy of any such article for their own use (see 45 CFR 74.36 and 92.34). The disposition of
royalties and other income earned from a copyrighted work is addressed in "Administrative Re-

quirements-Management Systems and Procedures--Program Income." Grantees are encour-
aged to assert copyright in scientific and technical articles based on data produced under the

grant where this is necessary to effect publication in academic, technical, or professional jour-

nals, symposia, proceedings, or similar works.

Grantees are required to place an acknowledgment of NIH grant support and a disclaimer, as ap-

propriate, on any publication written or published with such support and, if feasible, on any pub-

lication reporting the results of, or describing, a grant-supported activity. An acknowledgment
shall be to the effect that:

"This publication was made possible by Grant Number from "or "The

project described was supported by Grant Number from "and "Its contents
are solely the responsibility of the authors and do not necessarily represent the official views of

the (name of awarding office or NIH)."

In the event that the recipient wishes to join with NIH in a simultaneous news release announc-
ing the results of a project, the action should be coordinated with the awarding office.

One copy of each publication resulting from work performed under an NIH grant-supported pro-

ject must accompany the annual progress report submitted to the NII-I awarding office (see "Ad-
ministrative Requirements--Noncompeting Continuation Awards").

Sharing Biomedical Research Resources

NIH has published "Principles and Guidelines for Recipients of NIH Research Grants and Con-
tracts on Obtaining and Disseminating Biomedical Research Resources" (64 FR 72090, Decem-

ber 23, 1999). The purpose of these guidelines is to assist recipients in determining reasonable
terms and conditions for disseminating research tools as well as for acquiring research tools,

consistent with the objectives of furthering biomedical research and adhering to the requirements
of the Bayh-Dole Act (see "Inventions and Patents" in this subsection) and the terms and condi-
tions of their NIH awards.

Organizations that receive NIH grants or cooperative agreements (or contracts) have an obliga-

tion to preserve research freedom, safeguard appropriate authorship, and ensure timely disclosure
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oftheirscientists'researchfmdingsbysuchmeansaspublicationsandpresentationsatscientific
meetings.Recipientsareexpectedto avoidsigningagreementsthatundulylimit thefreedomof
investigatorsto collaborateandpublish,orthatautomaticallygrantco-authorshiporcopyrightto
theproviderof aninventionusedprimarilyasaresearchtool.N/H alsorecognizestheneedfor
reasonablerestrictionsoncollaborationbyacademicresearchersinvolvedwithanindustrial
partnerthatavoidconflictingobligationsto otherindustrialpartners.

NIHexpectsrecipientstodeterminetheappropriatemeansof effectingpromptandeffectiveac-
cesstoresearchtools(includinginventionsforwhichpatentsandexclusivelicensesareinappro-
pilate)to furtheradvancescientificresearchanddiscovery.If fin'therresearch,development,and
privateinvestmentarenotnecessaryto realizetheprimaryusefulnessof aresearchtool,publica-
tion,depositin anappropriatedatabankorrepository,widespreadnon-exclusivelicensing,or
otherdisseminationtechniquesmaybeappropriate.Forexample,investigatorsmaydistributethe
materialsthroughtheirownlaboratoryororganizationorsubmitthem,if appropriate,toentities
suchastheAmerican Type Culture Collection or other repositories.

Investigators are expected to submit unique biological information to the appropriate data banks;

otherwise, they are not truly accessible to the scientific community. When distributing unique
resources, investigators are to include pertinent information on the nature, quality, or characteri-

zation of the materials. Categories of these resources include, but are not limited to, synthetic

compounds, organisms, cell lines, viruses, cell products, and cloned DNA, as well as DNA se-

quences, mapping information, crystallographic coordinates, and spectroscopic data. Specific
examples include specialized and/or genetically defined cells, including normal and diseased
human cells; monoclonal antibodies; hybridoma celt lines; microbial cells and products; viruses

and viral products; recombinant nucleic acid molecules; DNA probes; nucleic acid and protein

sequences; certain types of animals, such as transgenic mice; and intellectual property, such as

computer programs.

Organizations and investigators may charge the requester for the reasonable cost of production of
unique biological materials and for packing and shipping. Such costs may include the costs of

personnel, supplies, and other directly related expenses. Investigators should note that income

earned from these charges is considered and needs to be accounted for as program income (see
"Administrative Requirements--Financial Management System Standards--Program Income").

This should not be an impediment to the distribution of materials.

If additional non-Federal involvement is needed to assist with maintenance, reproduction, and/or

distribution of the research tool, or if further research and development are needed to realize the

usefulness of an invention as a research tool, licensing terms should be developed that ensure

widespread and appropriate dissemination of the final tool product.

Recipients of NIH grants should adopt streamlined procedures for disseminating research tools,

including transfer of materials developed with NII-I funds to for-profit organizations for internal
use by those organizations (as opposed to commercial development and sale or provision of ser-

vices). Grantees also should develop and implement clear policies articulating acceptable condi-

tions for acquiring research resources. Examples of these policies can be found in the guidelines
cited above.
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Investigatorsmustexercisegreatcareto ensurethatresourcesinvolvinghumancellsor tissues
do not identify original donors or subjects, directly or through identifiers such as codes linked to

the donors or subjects.

Any question regarding this policy or the treatment of income should be directed to the desig-
nated GMO.

Inventions and Patents

Pursuant to the Bayh-Dole Act and Executive Order 12591 (April 10, 1987), all recipients of

NIH research funding (i.e., all NIH grantees and contractors and consortium participants and

other organizations receiving funds under NIH grants and contracts, whether small businesses,

large businesses, or non-profit organizations) are subject to the same invention reporting re-
quirements and regulations. These are included in the regulations issued by the Department of

Commerce, found at 37 CFR Part 401.

Grantees (and, in some cases, employee inventors) have rights to inventions ("subject inven-
tions") conceived or first actually reduced to practice in the performance of work under an NIH

award. Grantee organizations must fulfill the following requirements:

• Establish and implement an employee invention reporting policy (37 CFR 401.14(_(2));

• Report all subject inventions within 2 months to OPERA (37 CFR 401.14(c) and (1));

• Elect title (or waive title) within 2 years of reporting to OPERA (37 CFR 401.14(c)(2)

and (1));

• File for patent within 1 year of electing title or public disclosure, whichever comes first
(37 CFR 401.14(c)(3)); Upon election of title, provide a confn'matory license to the Gov-

ernment (37 CFR 401.14(b));

• Acknowledge NIH support in any patent application or patent (37 CFR 401.14(f)(4));

• Notify OPERA of any decision not to pursue patent rights (or licensing) (37 CFR
401.14(f)(3) and (1));

• Submit an annual utilization report for all inventions where election of title is made and

for unpatented, yet licensed, inventions (37 CFR 401.14(h));

• Exercise preference for U.S. industry and, if the grantee is a non-profit organization,
preference for small businesses (37 CFR 401.14(i));

• Provide one copy of each publication resulting from work performed under an NIH grant-

supported project to the NIH awarding office with the annual progress report; and

• Submit a final invention statement and certification to the N1H awarding office within 90

days of the end of the project period. (37 CFR 401.14(f)(5)).

122



Failureof thegranteeto complywiththeseprovisionsmayresultin the loss of patent rights. If

the grantee waives its rights to the employee-inventor, these requirements apply to the employee-
inventor.

As specified in 45 CFR Part 74 and 37 CFR 401.1(b), fellowships, scholarships, and training

grants, which are funded by NII-I primarily for educational purposes, are not subject to invention

reporting requirements. The Federal Government (NIH) has no rights to any inventions, or any
income resulting from inventions conceived or first actually reduced to practice during the
course of such educational activities.

Invention reporting requirements and the use of the Extramural Invention Information Manage-

ment System (Edison) are discussed under "Administrative Requirements--Monitoring--
Reporting."

To provide a more complete description of the invention and patent reporting requirements, the
complete text of the standard patent rights clauses (37 CFR 401.14) is included here and also

may be found on the NIH link to the Interagency Edison Web site (www.iedison.gov).

Sec. 401.14, Standard Patent Rights Clauses (Small Business Firms and Non-profit Organiza-

tions) (July 1997) (NOTE: While the title of these clauses refers to small businesses and non-

profit organizations, the provisions also apply to large for-profit businesses. The term "con-

tractor" in the text applies equally to grantees.)

401.14(a) Definitions.

(1) Invention means any invention or discovery which is or may be patentable or otherwise

protectable under Title 35 of the United States Code, or any novel variety of plant which is

or may be protected under the Plant Variety Protection Act (7 U.S.C. 2321 et seq.).

(2) Subject invention means any invention of the contractor conceived or first actually re-

duced to practice in the performance of work under this contract, provided that in the case

of a variety of plant, the date of determination (as defined in section 41 (d) of the Plant Va-
riety Protection Act, 7 U.S.C. 2401 (d)) may also occur during the period of contract per-
formance.

(3) Practical Application means to manufacture in the case of a composition or product, to

practice in the case of a process or method, or to operate in the case of a machine or sys-
tem; and, in each case, under such conditions as to establish that the invention is being util-
ized and that its benefits are, to the extent permitted by law or Government regulations,

available to the punic on reasonable terms.

(4) Made when used in relation to any invention means the conception or first actual reduc-

tion to practice of such invention.

(5) Small Business Firm means a small business concern as defmed at section 2 of Pub. L.

85-536 (16 U.S.C. 632) and implementing regulations of the Administrator of the Small
Business Administration. For the purpose of this clause, the size standards for small busi-
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nessconcernsinvolvedin Governmentprocurementandsubcontractingat 13CFR121.3-8
and13CFR121.3-12,respectively,will beused.

(6)Non-profit Organization means a university or other institution of higher education or
an organization of the type described in section 501(c)(3) of the Internal Revenue Code of

1954 (26 U.S.C. 501(c)) and exempt from taxation under section 501(a) of the Intemal

Revenue Code (25 U.S.C. 501 (a)) or any non-profit scientific or educational organization
qualified under a state non-profit organization statute.

401.14(b) Allocation of Principal Rights.

The contractor may retain the entire right, title, and interest throughout the world to each

subject invention subject to the provisions of this clause and 35 U.S.C. 203. With respect to

any subject invention in which the contractor retains title, the Federal Government shall
have a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have prac-

ticed for or on behalf of the United States the subject invention throughout the world.

401.14(c) Invention Disclosure, Election of Title and Filing of Patent Application by Contractor.

(1) The contractor will disclose each subject invention to the Federal agency within two

months after the inventor discloses it in writing to contractor personnel responsible for pat-

ent matters. The disclosure to the agency shall be in the form of a written report and shall
identify the contract under which the invention was made and the inventor(s). It shall be

sufficiently complete in technical detail to convey a clear understanding to the extent
known at the time of the disclosure, of the nature, purpose, operation, and the physical,

chemical, biological or electrical characteristics of the invention. The disclosure shall also

identify any publication, on sale or public use of the invention and whether a manuscript
describing the invention has been submitted for publication and, if so, whether it has been

accepted for publication at the time of disclosure. In addition, after disclosure to the

agency, the contractor will promptly notify the agency of the acceptance of any manuscript
describing the invention for publication or of any on sale or public use planned by the con-
tractor.

(2) The contractor will elect in writing whether or not to retain title to any such invention

by notifying the Federal agency within two years of disclosure to the Federal agency. How-
ever, in any case where publication, on sale or public use has initiated the one year statu-

tory period wherein valid patent protection can still be obtained in the United States, the
period for election of title may be shortened by the agency to a date that is no more than 60

days prior to the end of the statutory period.

(3) The contractor will file its initial patent application on a subject invention to which it

elects to retain title within one year after election of title or, if earlier, prior to the end of
any statutory period wherein valid patent protection can be obtained in the United States af-

ter a publication, on sale, or public use. The contractor will file patent applications in addi-

tional countries or international patent offices within either ten months of the correspond-

ing initial patent application or six months from the date permission is granted by the
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Commissionerof PatentsandTrademarksto file foreignpatentapplicationswheresuchill-
inghasbeenprohibitedbyaSecrecyOrder.

(4) Requestsforextensionof thetimefor disclosure,election,andfilingundersubpara-
graphs(1),(2),and(3)may,atthediscretionoftheagency,begranted.

401.14(d)ConditionsWhentheGovernmentMayObtainTitle.

Thecontractorwill conveytotheFederalagency,uponwrittenrequest,title to anysubject
invention--

(1) If thecontractorfailsto discloseorelecttitle tothesubjectinventionwithinthetimes
specifiedin (c),above,orelectsnotto retaintitle;providedthattheagencymayonlyre-
questtitlewithin60daysafterlearningof thefailureof thecontractorto discloseorelect
within thespecifiedtimes.

(2) In thosecountriesinwhichthecontractorfailstofilepatentapplicationswithin the
timesspecifiedin (c)above;provided,however,thatif thecontractorhasfiled apatentap-
plicationin acountryafterthetimesspecifiedin (c)above,butpriorto itsreceiptof the
writtenrequestof theFederalagency,thecontractorshallcontinueto retaintitle in that
country.

(3) In any country in which the contractor decides not to continue the prosecution of any
application for, to pay the maintenance fees on, or defend in reexamination or opposition

proceeding on, a patent on a subject invention.

401.14(e) Minimum Rights to Contractor and Protection of the Contractor Right to File.

(1) The contractor will retain a nonexclusive royalty-free license throughout the world in

each subject invention to which the Government obtains title, except if the contractor fails

to disclose the invention within the times specified in (c), above. The contractor's license
extends to its domestic subsidiary and affiliates, if any, within the corporate structure of

which the contractor is a party and includes the right to grant sublicenses of the same scope

to the extent the contractor was legally obligated to do so at the time the contract was
awarded. The license is transferable only with the approval of the Federal agency except

when transferred to the successor of that party of the contractor's business to which the in-

vention pertains.

(2) The contractor's domestic license may be revoked or modified by the funding Federal

agency to the extent necessary to achieve expeditious practical application of the subject
invention pursuant to an application for an exclusive license submitted in accordance with

applicable provisions at 37 CFR part 404 and agency licensing regulations, if any. This li-
cense will not be revoked in that field of use or the geographical areas in which the contrac-

tor has achieved practical application and continues to make the benefits of the invention

reasonably accessible to the public. The license in any foreign country may be revoked or

modified at the discretion of the funding Federal agency to the extent the contractor, its li-
censees, or the domestic subsidiaries or affiliates have failed to achieve practical applica-

tion in that foreign country.
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(3)Beforerevocationormodificationof thelicense,thefundingFederal agency will fur-

nish the contractor a written notice of its intention to revoke or modify the license, and the

contractor will be allowed thirty days (or such other time as may be authorized by the fund-
ing Federal agency for good cause shown by the contractor) after the notice to show cause

why the license should not be revoked or modified. The contractor has the fight to appeal,

in accordance with applicable regulations in 37 CFR part 404 and agency regulations, if
any, concerning the licensing of Government-owned inventions, any decision concerning
the revocation or modification &the license.

401.14(f) Contractor Action to Protect the Government's Interest.

(1) The contractor agrees to execute or to have executed and promptly deliver to the Fed-

eral agency all instruments necessary to:

(i) establish or confirm the rights the Government has throughout the world in those subject
inventions to which the contractor elects to retain title, and

(ii) convey title to the Federal agency when requested under paragraph (d) above and to en-

able the Government to obtain patent protection throughout the world in that subject inven-
tion.

(2) The contractor agrees to require, by written agreement, its employees, other than cleri-

cal and non-technical employees, to disclose promptly in writing to personnel identified as

responsible for the administration of patent matters and in a format suggested by the con-
tractor each subject invention made under contract in order that the contractor can comply

with the disclosure provisions of paragraph (c), above, and to execute all papers necessary

to file patent applications on subject inventions and to establish the Government's rights in
the subject inventions. This disclosure format should require, as a minimum, the informa-

tion required by (c)(1), above. The contractor shall instruct such employees through em-

ployee agreements or other suitable educational programs on the importance of reporting
inventions in sufficient time to permit the filing of patent applications prior to U.S. or for-

eign statutory bars.

(3) The contractor will notify the Federal agency of any decisions not to continue the

prosecution of a patent application, pay maintenance fees, or defend in a reexamination or

opposition proceeding on a patent, in any country, not less than thirty days before the expi-

ration of the response period required by the relevant patent office.

(4) The contractor agrees to include, within the specification of any United States patent
applications and any patent issuing thereon covering a subject invention, the following

statement, "This invention was made with Government support under (identify the con-

tract) awarded by (identify the Federal agency). The Government has certain rights in the
invention."

(5) The contractor agrees to provide a final invention statement and certification prior to
close-out listing all subject inventions or stating that there were none.
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(6)Thecontractorwill providethepatentapplicationfiling date,serialnumberandtitle;
copyof thepageof thepatentapplicationwiththestatementidentifiedin (4)above(and,
uponrequest,acopyof thepatentapplication);andpatentnumberandis duedatefor any
subjectinventioninanycountryinwhichthecontractorhasappliedforpatent.

401.14(g)Subcontracts.

(1)Thecontractorwill includethisclause,suitablymodifiedto identifytheparties,in all
subcontracts,regardlessof tier,forexperimental,developmentalor researchworktobe
performedbyasmallbusinessfirm ordomesticnon-profitorganization.Thesubcontractor
will retainall rightsprovidedforthecontractorin thisclause,andthecontractorwill not,as
partof theconsiderationfor awardingthesubcontract,obtainrightsin thesubcontractor's
subjectinventions.

(2)Thecontractorwill includein all othersubcontracts,regardlessof tier,for experimental
developmentalor researchworkthepatentrightsclauserequiredby(citesectionof agency
implementingregulationsorFAR).

(3) In thecaseof subcontracts,atanytier,whentheprimeawardwiththeFederalagency
wasacontract(butnotagrantorcooperativeagreement),theagency,subcontractor,and
thecontractoragreethatthemutualobligationsofthepartiescreatedbythisclauseconsti-
tuteacontractbetweenthesubcontractorandtheFederalagencywith respecttothematters
coveredbytheclause;provided,however,thatnothingin thisparagraphis intendedto con-
fer anyjurisdictionundertheContractDisputesAct in connectionwithanyproceedings
underparagraph(j) ofthisclause.

401.14(h)ReportingonUtilizationof SubjectInventions.

Thecontractoragreestosubmitonrequestperiodicreportsnomorefrequentlythanannu-
ally ontheutilizationof asubjectinventionoroneffortsatobtainingsuchutilizationthat
arebeingmadebythecontractoror itslicenseesorassignees.Suchreportsshallincludein-
formationregardingthestatusof development,dateof ftrstcommercialsaleoruse,gross
royaltiesreceivedbythecontractor,andsuchotherdataandinformationastheagencymay
reasonablyspecify.Thecontractoralsoagreestoprovideadditionalreportsasmaybere-
questedbytheagencyinconnectionwithanymarch-inproceedingundertakenbythe
agencyin accordancewithparagraph(j) of this clause. As required by 35 U.S.C. 202(c)(5),
the agency agrees it will not disclose such information to persons outside the Government

without permission of the contractor.

401.14(i) Preference for United States Industry.

Notwithstanding any other provision of this clause, the contractor agrees that neither it nor

any assignee will grant to any person the exclusive right to use or sell any subject inven-

tions in the United States unless such person agrees that any products embodying the sub-

j ect invention or produced through the use of the subject invention will be manufactured
substantially in the United States. However, in individual cases, the requirement for such

an agreement may be waived by the Federal agency upon a showing by the contractor or its

127



assigneethatreasonablebutunsuccessfuleffortshavebeenmadeto grantlicensesonsimi-
lar termstopotentiallicenseesthatwouldbetikelytomanufacturesubstantiallyin the
UnitedStatesor thatunderthecircumstancesdomesticmanufactureisnotcommercially
feasible.

401.14(j)March-inRights.

The contractor agrees that with respect to any subject invention in which it has acquired ti-

tle, the Federal agency has the right in accordance with the procedures in 37 CFR 401.6

and any supplemental regulations of the agency to require the contractor, an assignee or ex-
clusive licensee of a subject invention to grant a nonexclusive, partially exclusive, or exclu-

sive license in any field of use to a responsible applicant or applicants, upon terms that are
reasonable under the circumstances, and if the contractor, assignee, or exclusive licensee

refuses such a request the Federal agency has the right to grant such a license itself if the

Federal agency determines that:

(1) Such action is necessary because the contractor or assignee has not taken, or is not ex-
pected to take within a reasonable time, effective steps to achieve practical application of

the subject invention in such field of use;

(2) Such action is necessary to alleviate health or safety needs which are not reasonably
satisfied by the contractor, assignee or their licensees;

(3) Such action is necessary to meet requirements for public use specified by Federal regu-
lations and such requirements are not reasonably satisfied by the contractor, assignee or li-

censees; or

(4) Such action is necessary because the agreement required by paragraph (i) of this clause

has not been obtained or waived or because a licensee of the exclusive right to use or sell

any subject invention in the United States is in breach of such agreement.

401.14(k) Special Provisions for Contracts with Non-profit Organizations.

If the contractor is a non-profit organization, it agrees that:

(1) Rights to a subject invention in the United States may not be assigned without the ap-

proval of the Federal agency, except where such assignment is made to an organization
which has as one of its primary functions the management of inventions, provided that such

assignee will be subject to the same provisions as the contractor;

(2) The contractor will share royalties collected on a subject invention with the inventor,

including Federal employee co-inventors (when the agency deems it appropriate) when the

subject invention is assigned in accordance with 35 U.S.C. 202(e) and 37 CFR 401.10;

(3) The balance of any royalties or income earned by the contractor with respect to subject

inventions, after payment of expenses (including payments to inventors) incidental to the
administration of subject inventions, will be utilized for the support of scientific research or

education; and
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(4)It will makeeffortsthatarereasonableunderthecircumstancesto attractlicenseesof
subjectinventionthataresmallbusinessfirmsandthatit will giveapreferencetoasmall
businessfirm whenlicensingasubjectinventionif thecontractordeterminesthatthesmall
businessfarmhasaplanorproposalformarketingtheinventionwhich,if executed,is
equallyaslikely tobringtheinventionto practicalapplicationasanyplansorproposals
fromapplicantsthatarenotsmallbusinessfirms;provided,thatthecontractoralsoissatis-
fiedthatthesmallbusinessfirm hasthecapabilityandresourcesto carryoutitsplanor
proposal.Thedecisionwhethertogiveapreferenceinanyspecificcasewill beatthedis-
cretionof thecontractor.However,thecontractoragreesthattheSecretarymayreviewthe
contractor'slicensingprogramanddecisionsregardingsmallbusinessapplicants,andthe
contractorwill negotiatechangesto itslicensingpolicies,procedures,orpracticeswiththe
SecretarywhentheSecretary'sreviewdisclosesthatthecontractorcouldtakereasonable
stepsto implementmoreeffectivelytherequirementsof thisparagraph(k)(4).

401.14(1)Communication.

All NIH-relateddisclosures,elections,confirmatorylicensesto theGovernment,face
pageof apatentapplication,waiversandotherroutinecommunicationsshouldbesentto
thefollowingaddress:

InventionsandExtramuralReportingBranch
Divisionof GrantsPolicy,OPERA/OER/NIH
RockledgeI, Room1136,MSC-7750
Bethesda,MD 20892-7750
(301)435-1986
FAX: (301)480-0272

Forotherawardingagencies,pleasefollowtheirinstructions.In mostcases,inventionin-
formationandcommunicationsshouldbesentto thecognizantGMO.

TheNIH link totheelectronicInteragencyEdisonextramuralinventionreportingsystem
canbeaccessedthroughtheWeb(www.iedison.gov). This electronic reporting system was

designed to facilitate reporting compliance and timeliness, and to reduce paperwork. Edi-

son also has an e-mail address (Edison@od.nih.gov).

(End of clause)

In the most recent revision of 37 CFR 401, grantees are provided the option of meeting reporting

requirements through electronic filing. Section 401.16, as stated below, describes changes in

provisions to accommodate electronic filing.

401.16 Electronic Filing.

Unless otherwise requested or directed by the agency:

(a) The written report required in (c)(1) of the standard clause in sec. 401.14 may be elec-

tronically filed,
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(b)Thewrittenelectionrequiredin (c)(2)of thestandardclausein sec.401.14maybeelec-
Ironicallyfiled,and

(c)Thecloseoutreportin (f)(5)of thestandardclausein sec.401.14andtheinformation
identifiedin (t")(2)and(t")(3)of sec.401.5maybeelectronicallyfiled.

Management Systems and Procedures

Grantee organizations are expected to have systems, policies, and procedures in place by which
they manage funds and activities. Grantees may use their existing systems to manage NIH grant

funds and activities as long as they are consistently applied regardless of the source of funds and

meet the standards and requirements set forth in 45 CFR Part 74 or 92 and in this policy state-
ment. NIH may review the adequacy of those systems in order to protect the Government's inter-

ests and may take appropriate action, as necessary, including, but not limited to, the use of spe-

cial terms and conditions. NIH also will oversee the performance of the grantee's systems as part
of its routine postaward monitoring. The grantee's systems also are subject to audit (see "Admin-

istrative Requirements--Monitoring--Audit").

NIH seeks to foster within grantee organizations an organizational culture that is committed to

compliance, leading to both exemplary research and exemplary supporting systems and use of

resources to underpin that research. Actions to achieve this result should include a clear delinea-
tion of the roles and responsibilities of the organization's staff, both programmatic and adminis-

trative, written policies and procedures, training, management controls and other internal con-

Irols, performance assessment, administrative simplifications, and information sharing.

Financial Management System Standards

Grantees are required to meet the standards and requirements for financial management systems

set forth or referenced in 45 CFR 74.21 or 92.20, as applicable. The standards and requirements
for a financial management system are essential to the grant relationship. NI_ cannot support the

research unless it has assurance that its funds will be used in an appropriate manner, adequate
documentation of transactions will be maintained, and assets will be safeguarded.

Grantees must have in place accounting and internal control systems that provide for appropriate

monitoring of grant accounts to assure that obligations and expenditures are reasonable, alloc-
able, and allowable, and that are able to identify large unobligated balances, accelerated expendi-

tures, inappropriate cost transfers, and other inappropriate obligation and expenditure of funds.
Grantees must notify NIH when problems are identified.

A grantee's failure to establish adequate control systems constitutes a material violation of the
terms of the award, and N1H may include special conditions on awards or take any of the range

of actions specified in "Administrative Requirements--Enforcement Actions," as necessary and
appropriate.

Program Income

Program income is gross income earned by a grantee, a consortium participant, or a contractor
under a grant that was directly generated by the grant-supported activity or earned as a result of
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theaward.Programincomeincludes,but isnotlimitedto,incomefromfeesfor servicesper-
formed,theuseorrentalofreaIorpersonalpropertyacquiredunderthegrant,thesaleof corn-
modifiesor itemsfabricatedunderanaward,andlicensefeesandroyaltiesonpatentsandcopy-
rights.The requirements for accountability for these various types of income under NIH grants

are specified in this subsection. Accountability refers to whether NIH will specify how the in-

come is to be used and whether the income needs to be reported to NIH and for what length of
time. Unless otherwise specified in the terms and conditions of the award, NIH grantees are not

accountable for program income accrued after the period of grant support.

Consortium agreements and contracts under grants are subject to the terms of the agreement or
contract with regard to the income generated by the activities, but the terms specified by the

grantee must be consistent with the requirements of the grant award. Program income must be

reported by the grantee as discussed in this subsection.

Program income earned during the period of grant support (other than income earned as a result

of copyrights, patents, or inventions or as a result of the sale of real property, equipment, or sup-
plies) shall be retained by the grantee and may be used in one or a combination of the alterna-
tives indicated in Table II-3 as specified by NIH. This includes income earned from charges to

third parties for use of equipment or supplies acquired with NIH grant funds as well as charges
for research resources.

NIH may require an different use of program income than that indicated in Table II-3 ira grantee
has deficient systems or the PI has a history of frequent, large annual unobligated balances on

previous grants or has requested multiple extensions of the budget/project period. Regardless of
the alternative applied, program income may be used only for allowable costs, in accordance

with the applicable cost principles and the terms and conditions of the award.
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TABLE 11-3
REQUIREMENTS FOR PROGRAM INCOME ACCOUNTABILITY

Program Income
Alternative

Additive Alternative

Deductive Alternative

Combination Alternative

Matching Alternative

Use of Program Income

Added to funds committed

to the project or program
and used to further eligible
project or program objec-
tives.

Deducted from total allow-

able costs of the project or
program to determine the
net allowable costs on
which the Federal share of
costs will be based.

Uses all program income
up to (and including)
$25,000 as specified under
the additive alternative and

any amount of program
income exceeding $25,000
under the deductive
alternative.

Used to satisfy all or part of
the non-Federal share of a

project or program.

Applicability

Applies to NIH awards sub-
ject to expanded authorities
and to awards under the

SBIR/STTR programs,
unless the terms and condi-

tions of the award specify
the use of another alterna-
tive.

Applies to NIH awards is-
sued to non-SBIPJSTTR

for-profit organizations and
to other awards if specified
in the terms and conditions
of award.

Applies to all other awards,
unless the terms and
conditions of the award in-
dicate otherwise.

Available for use by NIH
programs that require
matching.
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Sale of Real Property, Equipment, and Supplies

The requirements that apply to the sale of real property are addressed in "Construction Grants."
For equipment and supplies purchased under NIH grants for basic or applied research by non-

profit institutions of higher education or non-profit organizations whose principal purpose is the
conduct of scientific research, the grantee is exempt from any requirement to account to NIH for

proceeds from the sale of the equipment or supplies; however, NIH has certain rights with re-
spect to such property as specified in "Administrative Requirements--Management Systems and

Procedures--Property Management System Standards."

All other types of grants/grantees are subject to the requirements in 45 CFR 74.34 or 92.32, if
rifle to the equipment vests in the grantee rather than in NIH. If the grant-supported project or

program for which equipment was acquired is still receiving NII-I funding at the time of sale, the

grantee shall credit the NIH share of the proceeds to the grant and use that amount under the de-
ductive alternative for program income. If the grantee is no longer receiving NII-t grant support,

the amount due should be paid in accordance with instructions from NIH. These grants/grantees
also are subject to the requirements in 45 CFR 74.35 or 92.33 with respect to the use or sale of

unused supplies. If the grantee retains the supplies for use on other than federally sponsored ac-

tivities, an amount is due NIH as if they were sold.

Reporting of Program Income

ff a grantee is accountable for the use of program income during the period of grant support

(other than income resulting from royalties or licensing fees, for which there may be no account-

ability or which will be reported separately), the amount eamed and the amount expended must
be reported on the FSR (SF-269--Long Form). The costs associated with the generation of the

"'gross" amount of program income, if they are not costs charged to the grant, should be deducted
from the "gross" program income earned, and the "net" program income should be the amount

reported. Program income subject to the additive alternative must be reported on lines 1Or and

10s, as appropriate, of the FSR (SF-269); program income subject to the deductive alternative

must be reported on lines 10c and 10q of the FSR (SF-269); and program income subject to the
matching alternative must be reported on lines 10g and 10q of the FSR (SF-269). (See "Adminis-

trative Requirements--Monitoring--Reporting.") For awards under SNAP, the amount of pro-

gram income earned must be reported in the noncompeting continuation request and the amount
expended reported on line llg of the FCTR (SF-272). The FSR for the competitive segment must

include the aggregate amounts eamed and spent.

Income earned from the sale of equipment must be reported on the FSR for the period in which

the proceeds are received and in accordance with the reporting requirements for the program in-
come alternative specified. Amounts due NIH for unused supplies must be reflected as a credit to

the grant on line 10c of the FSR (SF-269).

Where the terms of the NGA, including this policy statement, do not specify any accountability

requirement for income earned, no reporting of income is required. Reporting requirements for
accountable income accrued after grant support ends will be specified in the NGA.
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Royalties and Licensing Fees from Copyrights, Inventions, and Patents

Unless specific terms and conditions of the award provide otherwise, NIH grantees are not re-
quired to account for income earned from copyrighted material. However, grantees must account

for royalties and licensing fees that result from NIH-funded inventions and patents. Income of

this nature must be reported on the annual utilization report, which is required if the grantee de-

cides to elect title to the invention or when licensing fees are generated for inventions that are not
patented (i.e., some biological materials and unique research resources) (see "Administrative Re-

quirements--Availability of Research Results: Publications, Intellectual Property Rights, and
Sharing Biomedical Research Resources" and "Administrative Requirements--Monitoringm

Reporting"). If commercialization of an invention is an anticipated outcome of a research pro-

ject, the NGA may include additional terms and conditions regarding the disposition of program
income.

Property Management System Standards

Generally, grantees may use their own property management policies and procedures for prop-

erty purchased, constructed, or fabricated as a direct cost using NIH grant funds, _rovided they
observe the requirements in 45 CFR 74.31 through 74.37 or 92.31 through 92.34 9, as applicable,

and the following.

The dollar threshold for determining the applicability of several of the requirements in those

regulations is based on the unit acquisition cost of an item of equipment. As defmed in 45 CFR

74.2, the cost of an item of equipment to the recipient includes necessary modifications, attach-
ments, etc., which make it usable for the purpose for which it was acquired or fabricated. When

such accessories or attachments are acquired separately and serve to replace, enhance, supple-

ment, or otherwise modify the equipment's capacity and they individually meet the definition of
equipment (see "Glossary"), any required NIH prior approval for equipment must be observed

for each item. However, the aggregate acquisition cost of an operating piece of equipment will be
used to determine the applicable provisions of 45 CFR 74.34 or 92.32. If property is fabricated

from individual component parts, each component must itself be classified as equipment if it

meets the definition of equipment. In this case, the aggregate acquisition cost of the resulting
piece of equipment will determine the appropriate requirements for accountability in 45 CFR
74.34 or 92.32.

Grantees are required to be prudent in the acquisition of property under a grant-supported pro-
ject. It is the grantee's responsibility to conduct a prior review of each proposed property acquisi-

tion to ensure that the property is needed and that the need cannot be met with property already

in the possession of the organization. If prior approval is required for the acquisition, the grantee

must ensure that appropriate approval is obtained in advance of the acquisition. The grantee also
must follow appropriate procurement procedures in acquiring property as specified in "Adminis-

trative Requirements--Management Systems and Procedures--Procurement System Standards

and Requirements."

19 State governments will use, manage, and dispose of equipment acquired under a grant in accordance with

State laws and procedures as specified in 45 CFR 92.32.
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RecipientsofNIH grantsotherthanFederalinstitutionscannotbeauthorizedtouseFederalsup-
ply sources.

Real Property

See "Construction Grants--Administrative Requirements--Real Property Management Stan-

dards" for requirements that apply to the acquisition, use, and disposition of real property. Fixed

equipment that is part of a construction grant is subject to those requirements.

Equipment and Supplies

In general, title to equipment and supplies acquired by a grantee with NIH funds vests in the

grantee upon acquisition, subject to the property management requirements of 45 CFR 74.31,

74.34, 74.35, and 74.37, or 92.32 and 92.33. Limited exceptions to these general rules are States,
which shall use, manage, and dispose of equipment acquired under a grant in accordance with

State laws and procedures, and certain research grant recipients with exempt property. These re-

quirements do not apply to equipment for which only depreciation or use allowances are charged,
donated equipment, or equipment acquired primarily for sale or rental rather than for use.

EXEMPTPROPERTY

Under the Federal Grant and Cooperative Agreement Act, 31 U.S.C. 6306, NIH may permit non-

profit institutions of higher education and non-profit organizations whose primary purpose is the

conduct of scientific research to obtain title to equipment and supplies acquired under grants for

support of basic or applied scientific research without further obligation to the Federal Govern-
ment, except that NIH has the right to require transfer of title to equipment with an acquisition

cost of $5,000 or more to the Federal Government or to an eligible third party named by the NIH

awarding office under the conditions specified in 45 CFR 74.34(h). NIH may exercise this right
within 120 days of the completion or termination of an award or within 120 days of receipt of an

inventory, as provided in 45 CFR 74.34(h)(2), whichever is later.

NONEXEMPTPROPERTY

All other equipment and supplies acquired under all other N]I-I grant-supported projects by any

other type of grantee are subject to the full range of acquisition, use, management, and disposi-

tion requirements of 45 CFR 74.34 and 74.35, or 92.32 and 92.33. Property acquired or used un-
der an NIH grant-supported project, including any federally owned property, also is subject to the

requirements for internal control specified in 45 CFR 74.21 or 92.20, and, pursuant to 45 CFR

74.37, equipment (and intangible property and debt instruments) acquired with, or improved

with, NIH funds shall not be encumbered without NIH approval.

The grantee's property management system for equipment must meet the requirements of 45
CFR 74.34(f) or 92.32, which include:

Records that adequately identify (according to the criteria specified in the regulations)

items of equipment owned or held by the grantee and state the current location of each
item.
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A physicalinventoryof theequipment,atleastonceevery2years,to verifythattheitems
coveredbytherecordsexistandareeitherusableandneededor listedassurplus.A statis-
tical samplingbasisis acceptable.

Controlproceduresandsafeguardstopreventloss,damage,andtheftandadequatemain-
tenanceprocedurestokeeptheequipmentingoodcondition.

• Propersalesprocedureswhenthegranteeisauthorizedto selltheequipment.

Foritemsof equipmenthavingaunit acquisitioncostof $5,000ormore,NIHhastherightto
requiretransfertitle totheequipmenttotheFederalGovernmentor to aneligiblethirdparty
namedbytheNIH awardingofficeundertheconditionsspecifiedin45CFR74.34(h)and92.32,
respectively.Thisrightappliestoall typesof grantees,includingFederalinstitutions,underall
typesof grantsunderthestipulatedconditions.

If thereisaresidualinventoryof unusedsuppliesexceeding$5,000inaggregatefairmarket
valueuponterminationorcompletionofthegrantandif thesuppliesarenot needed for other

federally sponsored programs or projects, the grantee may either retain them for use on other

than federally sponsored activities or sell them, but, in either case, the grantee shall compensate
the N1H awarding office for its share as a credit to the grant.

State, local, or Indian tribal governments must not use equipment acquired with grant funds to

provide services for a fee to compete unfairly with private companies that provide equivalent
services unless the terms and conditions of the award provide otherwise.

REVOCABLELICENSE

As permitted under Federal property management statutes and regulations and NIH property

management policies, federally owned tangible personal property may be made available to

grantees under a revocable license agreement. The revocable license agreement between NIH
and the grantee provides for the transfer of the equipment for the period of grant support under

the following conditions:

• Title to the property remains with the Federal Government.

• NIH reserves the right to require the property to be returned to the Federal Government
should it be determined to be in the best interests of the Federal Government to do so.

• The use to which the grantee puts the property does not permanently damage it for Fed-
eral Government use.

• The property is controlled and maintained in accordance with the requirements of 48

CFR 45.5 (the Federal Acquisition Regulation).
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Procurement System Standards and Requirements

General

Grantees may acquire a variety of goods or services in connection with a grant-supported project,
ranging from those that are routinely purchased goods or services to those that involve substan-

tive programmatic work. States shall follow the same policies and procedures they use for pro-
curements from non-Federal funds. All other grantees must follow the requirements in 45 CFR

74.40 through 74.48 or 92.36, as applicable, for the purchase of goods or services through con-
tracts under grants. The requirements for third-party activities involving programmatic work are

addressed under "Consortium Agreements."

A contract under a grant must be a written agreement between the grantee and the third party.
The contract must, as applicable, state the activities to be performed, the time schedule, the poli-

cies and requirements that apply to the contractor, including those required by 45 CFR 74.48 or

92.36(i) and other terms and conditions of the grant (these may be incorporated by reference
where feasible), the maximum amount of money for which the grantee may become liable to the

third- party under the agreement, and the cost principles to be used in determining allowable costs

in the case of cost-type contracts. The contract must not affect the grantee's overall responsibility
for the direction of the project and accountability to the Government. Therefore, the agreement

shall reserve sufficient rights and control to the grantee to enable it to fulfill its responsibilities.

In situations where a grantee enters into a service-type contract the term of which is not concur-
rent with the budget period of the award, the costs of the contract may be charged to the budget

period in which the contract is executed even though some of the services will be performed in a

succeeding period if:

• The NIH IC has been made aware of this situation either at the time of application or

through postaward notification,

• The project has been recommended for a project period extending beyond the current
year of support, and

• There is a legal commitment on the part of the grantee to continue the contract for its full
term.

However, costs will be allowable only to the extent that they are for services that are provided

during the period of NIH support. In order to limit liability in the event that continued NIH fund-

hag is not forthcoming, it is recommended that grantees insert a clause in such contracts of

$100,000 or less stipulating that payment beyond the expiration of the current budget period is

contingent on continued Federal funding. The contract provisions prescribed by 45 CFR 74.48
and 92.36(i)(2) specify termination provisions for contracts in excess of $100,000.

Approval Requirements

The procurement standards in 45 CFR 74.44 and 92.36(g) allow NIH to require approval of spe-

cifi6procurement transactions under the following circumstances (and provide a mechanism for
governmental grantees to be exempt from this type of review):
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• A grantee'sprocurementproceduresoroperations do not comply with the procurement

standards required by those regulations.

The procurement is expected to exceed the "small purchase threshold" (now "simplified

acquisition threshold") established by the Federal Property and Administrative Services

Act, as amended, (currently $100,000) and is to be awarded without competition or only

one bid or proposal is received in response to a solicitation.

• A procurement that will exceed the small purchase threshold specifies a "brand name"

product.

• A proposed award over the small purchase threshold is to be awarded to other than the

apparent low bidder under a sealed bid procurement.

• A proposed contract modification changes the scope of a contract or increases the con-
tract amount by more than the amount considered to be a small purchase.

When NIH prior approval is required, the grantee must make available sufficient information to

enable review and approval or disapproval. This may include, at NIH discretion, pre-solicitation

technical specifications or documents, such as requests for proposals or invitations for bids, or
independent cost estimates. Approval may be deferred pending submission of additional informa-

tion by the applicant or grantee or may be conditioned on the receipt of additional information.

Any resulting NIH approval does not constitute a legal endorsement of the business arrangement
by the Federal Government nor does such approval establish NIH as a party to the contract or

any of its provisions.

Contracting with Small Businesses, Minority-Owned Firms,
and Women's Business Enterprises

Grantees must make positive efforts to use small businesses, minority-owned firms, and
women's business enterprises as sources of goods and services whenever possible. Grantees are

required to take the following steps to implement this policy:

• Placing qualified small, minority, and women-owned business enterprises on solicitation
lists.

• Ensuring that small, minority, and women-owned business enterprises are solicited when-

ever they are potential sources.

Considering contracting with consortia of small businesses, minority-owned businesses,
or women's business enterprises when an intended contract is too large for any one such
farm to handle on its own, or, if economically feasible, dividing larger requirements into

smaller transactions for which such organizations might compete.

Making information on contracting oppommities available and establishing delivery

schedules that encourage participation by small, minority, and women-owned business

enterprises.
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• Usingtheservicesandassistanceof theSmallBusinessAdministrationandtheMinority
BusinessDevelopmentAgencyof theDepartmentof Commerce,asappropriate.

• Requiringtheprimecontractor,if subcontractsareto be let, to take the affirmative steps
listed above.

Monitoring

Grantees are responsible for managing the day-to-day operations of grant-supported activities

using their established controls and policies, as long as they are consistent with NIH require-
ments. However, in order to fulfill their role in regard to the stewardship of Federal funds, NIH

awarding offices monitor their grants to identify potential problems and areas where technical
assistance might be necessary. This active monitoring is accomplished through review of reports

and correspondence from the grantee, audit reports, site visits, and other information available to

NIH. The names and telephone numbers of the individuals responsible for monitoring the pro-

grammatic and business management aspects of a project or activity will be provided to the

grantee at the time of award.

Monitoring of a project or 'activity will continue for as long as N-IH retains a financial interest in

the project or activity as a result of property accountability, audit, and other requirements that
continue for a period of time after the grant is administratively closed out and NIH is no longer

providing active grant support (see "Administrative Requirements---Closeout").

Reporting

NIH requires that grantees periodically submit financial and progress reports. Other required re-

ports may include annual invention utilization reports, lobbying disclosures, audit reports, report-

ing to the appropriate payment points (in accordance with instructions received from the pay-
ment office), and specialized programmatic reports. Grantees also are expected to publish and

provide information to the public on the objectives, methodology, and findings of their NIH-

supported research activities as specified in "Administrative Requirements--Availability of Re-
search Results: Publications, Intellectual Property Rights, and Sharing Biomedical Research Re-
sources."

The GMO is the receipt point for most required reports, including noncompeting continuation

requests, final progress reports, final invention statements and certifications, and lobbying dis-
closure statements. Reports must be submitted in an original and two copies unless the instruc-

tions for submission specify otherwise. Submission of these reports to individuals other than the

GMO may result in delays in processing or the submission being considered delinquent.

Grantees are allowed a specified period of time in which to submit required f'mancial and

progress reports (see 45 CFR 74.51 and 74.52, 92.40 and 92.41, and the discussion in this
subsection). Failure to submit complete, accurate, and timely reports may indicate the need

for closer monitoring by NIH or may result in possible award delays or enforcement ac-

tions, including withholding, removal of expanded authorities, or conversion to a reim-
bursement payment method (also see "Administrative Requirements--Enforcement Ac-

tions").
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Progress Reports as Part of Noncompeting Continuation Requests

Progress reports usually are required annually as part of the noncompeting continuation request

or competing continuation application. However, NIH may require these reports more frequently.
The information to be included in the progress report as part of a noncompeting continuation re-

quest is specified in the PHS-2590 application instructions, which also include the alternate in-

stmctions for awards under SNAP (see "Administrative Requirements--Noncompeting Con-

tinuation Awards"). The NIH awarding office will specify the requirements for progress reporting
under construction grants or grants supporting both construction activities, including acquisition
or modernization, and non-construction activities.

Financial Reports

Reports of expenditures are required as documentation of the financial status of grants according

to the official accounting records of the grantee organization. Financial or expenditure reporting
is accomplished using the FSR (SF 269 or SF-269 A; the SF-269 is the "long form" and is re-

quired when a grantee is accountable for the use of program income).

Except for those awards under SNAP and awards requiring more frequent reporting, the FSR is
required on an annual basis. An annual FSR is required for awards to foreign organizations and

Federal institutions, whether or not they under SNAP. When required on an annual basis, the re-

port must be submitted for each budget period no later than 90 days after the close of the budget
period. The report also must cover any authorized extension in time of the budget period. If more

frequent reporting is required, the NGA will specify both the frequency and due date.

For domestic awards under SNAP, in lieu of the annual FSR, NIH will use the quarterly FCTR
(SF 272), submitted to PMS, to monitor the financial aspects of grants. The GMO may review

the report for patterns of cash expenditures, including accelerated or delayed drawdowns, and to
assess whether there are possible performance or fmancial management problems. For these

awards, an FSR is required only at the end of a competitive segment. It must be submitted within

90 days after the end of the competitive segment and must report on the cumulative support
awarded for the entire segment. An FSR must be submitted at this time whether or not a compet-

ing continuation award is made. If no further award is made, this report will serve as the fmal

FSR (see "Administrative Requirements--Closeout").

FSRs may be transmitted electronically 2° to OFM, NIH, which, for this purpose, is equivalent to

submission to the GMO. Prior to submitting FSRs to NIH, grantees must ensure that the informa-

tion submitted is accurate, complete, and consistent with the grantee's accounting system. The

signature of the authorized organizational official on the FSR certifies that the information in the
FSR is correct and complete and that all outlays and obligations are for the purposes set forth in

grant documents, and represents a claim to the Federal Government. Filing a false claim may re-

sult in the imposition of civil or criminal penalties.

20 Information about the electronic transmittal of FSRs may be obtained from OFM, NIH, at (301) 402-9123.
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UNOBLIGATEDBALANCESANDACTUAL EXPENDITURES

Disposition ofunobligated balances is determined in accordance with the terms and conditions of
award. (See "Administrative Requirements--Changes in Project and Budget" for NIH approval

authorities for unobligated balances.)

Upon receipt of the annual FSR for awards other than those under expanded authorities, the
GMO will compare the total of any unobligated balance shown and the funds awarded for the

current budget with the NIH share of the approved budget for the current budget period. If the

funds available exceed the NIH share of the approved budget for the current budget period, the

GMO may select one of the following options:

In response to a written request from the grantee, revise the current NGA to authorize the

grantee to spend the excess funds for additional approved purposes;

Offset the current award or a subsequent award by an amount representing some or all of

the excess; or

Restrict from use some or all of the excess funds in the current budget period and take
that amount into account when making a subsequent award.

There may be instances where the grantee is required to revise or amend a previously submitted
FSR. When the revision results in a balance due to NIH, the grantee must submit a revised FSR

whenever the overcharge is discovered, no matter how long the lapse of time since the original

due date of the report. Revised expenditure reports representing additional expenditures by the

grantee that were not reported to NIH within the 90-day time frame may be submitted to the

GMO with an explanation. This should be done as promptly as possible but no later than 1

year from the due date of the original report, i.e., 15 months following the end of the budget
period (or competitive segment for awards under SNAP). If an adjustment is to be made, the

NIH awarding office will advise the grantee of actions it will take to reflect the adjustment. NIH
will not accept any revised report received after that date and will return it to the grantee.

Invention Reporting

All inventions made in the course of, or under, any NqI-I research grant, including SBIR/STTR

awards, must be promptly and fully disclosed to NIH within 2 months after the inventor provides

written disclosure to the grantee's authorized organizational official. The disclosure must be in

writing, identify the applicable grant and the name of the inventor(s), and provide a complete

technical description and other information as required by 37 CFR 401.14(c)(1) (see "Adminis-
trative Requirements--Availability of Research Results: Publications, Intellectual Property

Rights, and Sharing Biomedical Research Resources" for the full text of the clause).

In addition to immediate invention disclosure, each application for competing or noncompeting

continuation support of an NIH grant-supported research project must include either a listing of
all inventions conceived or reduced to practice during the preceding budget period or a certifica-

tion that no inventions were made during the applicable period.
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Thegranteealsomustalsosubmitanannualutilizationreportwhenthegranteehaselectedtire
to aninventionorwhenroyakiesor licensingfeesaregeneratedforinventionsthatarenotpat-
ented.NIH hasdevelopedanoptionalon-lineExtramuralInventionInformationManagement
System,knownas"Edison,"to facilitategranteecompliancewith thedisclosureandreporting
requirementsof 37CFR401.14(h).TheIntemetaddressfor thissystemis
http://www.iedison, gov. Information from these reports is not made publicly available.

Report to the Office of Research Integrity

The regulations governing research misconduct require the grantee to submit an annual report
(Form 6349) to the Office of Research Integrity (ORI) detailing aggregate information on allega-

tions, inquiries, and investigations handled by the grantee in the previous year. ORI automati-

caUy sends this form to NIH grantees at the end of the calendar year (see "Public Policy Re-
quirements and Objectives--Ethical and Safe Conduct in Science and Organizational Opera-

tions--Research Misconduct").

Lobbying Disclosure

For awards subject to the anti-lobbying requirements described in "Public Policy Requirements

and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--
Lobbying," grantees must submit the "Disclosure of Lobbying Activities" (Standard Form-LLL)

for each payment or agreement to make payment from nonappropriated funds to any lobbying

entity for influencing or attempting to influence an officer or employee of any agency, a member
of Congress, an officer or employee of Congress, or an employee of a Member of Congress in
connection with a "covered" Federal action.

Record Retention and Access

Grantees generally must retain fmancial and programmatic records, supporting documents, statis-

tical records, and all other records that are required by the terms of a grant, or may reasonably be

considered pertinent to a grant, for a period of 3 years from the date the annual FSR is submitted.

For awards under SNAP (other than those to foreign organizations and Federal institutions), _the
3-year retention period will be calculated from the date the FSR for the entire competitive seg-

ment is submitted. Those grantees must retain the records pertinent to the entire competitive
segment for 3 years from the date the FSR is submitted to NIH. Foreign organizations and Fed-

eral institutions are required to submit annual FSRs for all awards, including those under SNAP,
and must retain these records for a period of 3 years from the date of submission of the annual

FSR to NIH. See 45 CFR 74.53 and 92.42 for exceptions and qualifications to the 3-year reten-

tion requirement. Those sections also specify the retention period for other types of grant-related
records, including F&A cost proposals and property records. See 45 CFR 74.48 and 92.36 for

record retention and access requirements for contracts under grants.

Audit

An audit is a systematic review or appraisal made to determine whether internal accounting and

other control systems provide reasonable assurance that:

• Financial operations are properly conducted.
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• Financialreportsarepresentedinatimelymanner,fairlyandaccurately.

• Theentityhascompliedwithapplicablelaws,regulations,andother grant terms.

• Resources are managed and used in an economical and efficient manner.

• Desired results and objectives are being achieved in an effective manner.

NIH grantees (other than Federal institutions) are subject to the audit requirements of OMB Cir-
cular A-133, as implemented by 45 CFR 74.26 and 92.26, or the audit requirements stated in 45

CFR 74.26(d) and in this policy statement (for types of organizations to which OMB Circular A-

133 does not directly apply). In general, OMB CircularA-133 requires a State government, local

government or non-profit organization (including institutions of higher education) that expends
$300,000 or more per year in Federal grants, cooperative agreements, and/or procurement con-

tracts to have art annual audit by a public accountant or a Federal, State, or local government au-

dit organization that meets the standards specified in generally accepted government auditing
standards (GAGAS). The audit requirements for foreign grantees and for-profit grantees are ad-

dressed in the sections of this policy statement that provide specific requirements for those types

of grantees.

When a grantee procures audit services, the procurement must comply with the procurement

standards of 45 CFR Part 74 or 92, as applicable, including obtaining competition and making

positive efforts to use small businesses, minority-owned firms, and women's business enter-

prises. Grantees should ensure that comprehensive solicitations, made available to interested
firms, include all audit requirements and specify the criteria to be used for selection of the firm,

and that they enter into written agreements with auditors that specify the rights and responsibili-

ties of each party.

The OMB Circular explains in detail the scope, frequency, and other aspects of the audit. Some

highlights of the Circular are as follows:

Covered orgznizations expending $300,000 or more per year in Federal awards are re-
quired to have an audit made in accordance with the Circular. However, if the awards are

under one program, the organization can have either a single organization-wide audit or a

program-specific audit of the single program subject to the provisions of section 235 of
the Circular. NIH's research awards may not be considered a single program for this pur-

pose. Covered organizations expending less than $300,000 in any year are exempt from
these audit requirements in that year but must have their records available for review as

required by "Administrative Requirements--Monitoring--Record Retention and Ac-
cess."

The reporting package is comprised of the following: fmancial statements and schedule

of expenditures of Federal awards; independent auditor's report(s), including an opinion
on the financial statements and the schedule of expenditures of Federal awards, a report

on compliance and internal control over financial reporting, and a report on compliance

with requirements applicable to each major program and on internal control over such
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compliancerequirements;ascheduleof fmdingsandquestionedcosts;and,if applicable,
asummaryof priorauditfindingsandacorrectiveactionplan.

Anauditmadein accordancewithOMBCircularA- 133is in lieuof afinancialauditun-
derindividualFederalawards.However,Federalagenciesmayrequestadditionalaudits
necessaryto carryouttheirresponsibilitiesunderFederallaworregulation.Anyaddi-
tionalauditswill builduponworkperformedbytheindependentauditor.

• Thedatacollectionformandcopiesofthereportingpackagemustbesubmittedto the
designatedFederalclearinghouseatthefollowingaddress:

FederalAuditClearinghouse
Bureauof theCensus
1201E. 10thStreet
Jeffersonville,IN 47132

If thescheduleof f'mdingsandquestionedcostsdisclosesanauditf'mdingrelatedto anHHS/NIH
awardor thescheduleofpriorauditfindingsreportsthestatusof anyauditfindingrelatingto an
HHS/NIHaward,theFederalauditclearinghousewill providecopiesoftheauditreportto the
NationalExternalAuditReviewCenter(NEARC),Office of the Inspector General, HI-IS.
NEARC will, in turn, distribute them within HI-IS for further action, as necessary. Audit reports

should not be sent directly to the GMO.

Recipients must follow a systematic method for ensuring timely and appropriate resolution of

audit findings and recommendations, whether discovered as a result of Government-initiated or

recipient-initiated audits. Grantees are usually allowed 30 days from the date of request to re-
spond to the responsible audit resolution official (Action Official) concerning audit findings.

Failure to submit timely responses may result in cost disallowance or other actions by NIH or
HI-IS. At the completion of the audit resolution process, the grantee will be notified of the Action

Official's final decision. The grantee may appeal this decision if the adverse determination is of a

type covered by the NIH/HHS grant appeals procedures (see "Administrative Requirements--
Grant Appeals Procedures"). Refunds owed to the Government as a result of audit disallowances
must be made in accordance with instructions issued by the Action Official or OFM, NIH.

It is imperative that grantees submit required OMB Circular A-133 audits within the time limits

specified in the Circular. If grantees are delinquent in complying with the provisions of A-133,
HI-IS/NIH will impose sanctions that may result in the loss of Federal funds. No audit costs will
be allowed either as F&A costs or direct costs to Federal awards if the required audits have not

been completed or have not been conducted in accordance with the provisions of OMB Circular
A-133.

See "Allowability of Costs/Activities--Selected Items of Cost" for the allowability of grantee audit
costs.

Enforcement Actions

A grantee's failure to comply with the terms and conditions of award, including confn-med in-
stances of research misconduct, may cause NIH to take one or more enforcement actions, de-
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pendingontheseverityanddurationof thenon-compliance.NIH will undertakeanysuchaction
in accordancewithapplicablestatutes,regulations,andpolicies,andgenerallywill affordthe
granteeanopporttmitytocorrectthedeficienciespriorto takingenforcementactionunlesspub-
lic healthorwelfareconcernsrequireimmediateaction.However,evenif agranteeis takingcor-
rectiveaction,NIH may,atthesametime,takeproactiveactionsto protecttheFederalGovern-
ment'sinterests,includingplacingspecialconditionsonawardsorprecludingthegranteefrom
obtainingfutureawardsfor aspecifiedperiod,ormaytakeactionsdesignedto preventfuture
noncompliance,suchasclosermonitoring.IfNIH imposessanctionsonagranteeasaresultof
researchmisconductorwill morecloselymonitoranaward(s)throughtheuseof specialcondi-
tions,NIH will sharethisinformationwithotherHHScomponents.

Modification of the Terms of Award

During grant performance, the designated GMO may impose special conditions to require cor-

rection of identified financial or administrative deficiencies. At the time the special conditions

are imposed, the GMO will notify the grantee of the nature of the conditions; the reason why

they are being imposed; the nature of the corrective action needed; the time allowed for complet-
ing corrective actions; and the method for requesting reconsideration of the conditions. See 42
CFR 52.9 and 45 CFR 74.14 or 92.12.

The awarding office also may, for reasonable cause, withdraw approval of the PI or other key
personnel for a project. The qualifications and competence of the PI and other key personnel

were evaluated prior to award, and, if the awarding office has a reasonable basis to conclude that

the PI or other key personnel are no longer qualified to perform in that capacity, it may withdraw
its approval of those individuals and request that the grantee designate a new PI or other key per-
sonnel.

The decision to modify the terms of an award by imposing special conditions, by withdrawing

approval of the PI or other key personnel, or otherwise, is discretionary on the part of the IC.

Suspension, Termination, and Withholding of Support

When a grantee has failed to materially comply with the terms and conditions of a grant, NIH

may suspend the grant, pending corrective action, or may terminate the grant for cause. The
regulatory procedures that pertain to suspension and termination are specified in 45 CFR 74.61
and 74.62 and 92.43.

NIH will generally suspend (rather than immediately terminate) a grant and allow the grantee an

opporttmity to take appropriate corrective action prior to NIH's making a termination decision.
NIH may decide to terminate the grant if the grantee does not take appropriate corrective action

during the period of suspension. However, NIH may terminate without first suspending the grant

if the deficiency is so serious as to warrant immediate termination or public health or welfare
concerns require immediate action. Termination for cause may be appealed under the NIH/HHS

grant appeals procedures (see "Administrative Requirements .....Grant Appeals Procedures"). NII-I

may award a replacement grant for a limited period of time (up to 18 months) without competi-

tion pending the outcome of an appeal or other action by the grantee.
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A grantalsomaybeterminated,partiallyor totally,bythegranteeorbyNIHwith theconsentof
thegrantee.If thegranteedecidesto terminateaportionof agrant,NIH maydeterminethatthe
remainingportionof thegrantwill notaccomplishthepurposesfor whichthegrantwasorigi-
nallyawarded.In anysuchcase,NIHwill advisethegranteeof thepossibilityof terminationof
theentiregrantandallowthegranteetowithdrawitsterminationrequest.If thegranteedoesnot
withdrawitsrequestforpartialtermination,NIH mayinitiateprocedurestoterminatetheentire
grantforcause.

See"Allowabilityof Costs/Activities--SelectedItemsof Cost"fortheallowabilityof termina-
tion costs. Allowability of these costs does not vary whether a grant is terminated for cause by

NIH, terminated by the grantee, or terminated by mutual agreement.

Withholding of support is a decision not to make a noncompeting continuation award within the
current competitive segment. Withholding may occur for one or more of the following reasons:

• A grantee is delinquent in submitting required reports.

• Adequate Federal funds are not available to support the project.

• A grantee fails to show satisfactory progress in achieving the objectives of the project.

• A grantee failed to meet the terms of a previous award.

• A grantee's management practices fail to provide adequate stewardship of Federal funds.

• Any reason that would indicate that continued funding would not be in the best interests
of the Government.

If a noncompeting continuation award is denied (withheld) because the grantee failed to comply
with the terms and conditions of award in a previous budget period, the grantee may appeal that
determination.

Other Enforcement Actions

Depending on the nature of the deficiency, NIH may use other means of obtaining grantee com-

pliance. Other options available to NIH include, but are not limited to, temporary withholding of

payment or other actions specified at 45 CFR 74.62 or 92.43, conversion from an advance pay-
ment method to a reimbursement method, suspension or debarment under 45 CFR Part 76, and

other available legal remedies, including civil action. Suspension under 45 CFR Part 76 is a dis-
tinct action from "suspension" as a postaward remedy described under "Suspension, Termina-

tion, and Withholding of Support" in this subsection. The subject of debarment and suspension as

an eligibility criterion is addressed in "Completing the Preaward Process--Eligibility" and "Pub-

lic Policy Requirements and Objectives--Ethical and Safe Conduct in Science and Organiza-

tional Operations--Debarment and Suspension."
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Recovery of Funds

NIH may administratively recover funds paid to a grantee in excess of the amount to which the
grantee is fmally determined to be entitled under the terms and conditions of the award, Luclud-

Lug misspent funds or unallowable costs incurred. If the grantee does not pay back the funds in

accordance with the demand by the IC, which specifies the period of time for repayment, the IC

may collect the debt by:

• Making an administrative offset against payments that would be due under other grant
awards,

• Withholding advance payments that would otherwise be due, or

• Taking any other action permitted by statute.

Debt Collection

The Federal Debt Collection Act (Act), 31 U.S.C. 3711, and the Federal Claims Collection Stan-
dards (4 CFR Parts 101-105) require NIH to collect debts due to the Government and, except

where prohibited by law, to charge interest on all delinquent debts owed to NIH by grantees (also
see HHS claims collection regulations at 45 CFR Part 30). Debts may result from disallowances,

recovery of funds, unobligated balances, or other circumstances.

Unless otherwise specified in law, regulation, or the terms and conditions of the award, debts are
considered delinquent 30 days after notification to the grantee of the indebtedness. The interest

on delinquent debts will be computed from the original notification date to the grantee of the in-

debtedness. The interest rate applied will be at the higher of the Current Value of Funds Rate or

the private consumer rate of interest fixed by the Depmtment of the Treasury. A higher rate may

be charged if necessary to protect the interests of the Government. Penalties and administrative
collection costs also will be charged in accordance with the Act and the implementing HHS regu-

lations, as follows:

A penalty charge of six percent a year will be assessed on debts that are more than 90
days overdue. Penalty charges will accrue from the date the debt became overdue until

the indebtedness is paid.

Delinquent debtors will be assessed charges to cover the Government's administrative
costs of collecting overdue debts. From time to time, HHS will publish a notice in the

Federal Register setting forth the amounts to be assessed for administrative collection
costs.

If a grantee appeals a monetary adverse determination under 42 CFR Part 50, Subpart D or 45
CFR Part 16, collection will be suspended pending a final decision on the appeal. If the determi-

nation is sustained (either fully or partially), interest will be charged beginning with the date of

the original notification to the grantee of the indebtedness.
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Closeout

NIH will close out grants as soon as possible after expiration of a grant that will not be extended
or after termination of a grant as provided in 45 CFR 74.71 to 74.73 or 92.50. Closeout includes

timely submission of all required reports and adjustments for amounts due the grantee or NIH.

Closeout of a grant does not automatically cancel any requirements for property accountability,
record retention, or fmancial accountability. Following closeout, the grantee remains obligated to

return funds due as a result of later refunds, corrections, or other transactions, and the Federal

Government may recover amounts based on the results of an audit covering any part of the pe-

riod of grant support.

Final Reports

Grantees are required to submit a final Financial Status Report, Final Invention Statement

and Certification, and final progress report within 90 days of the end of grant support
unless an extension is granted by the GMO. Failure to submit timely and accurate final re-

ports may affect future funding to the organization or awards with the same PI.

Final Financial Status Report

A final FSR is required for:

• Any grant that is terminated.

• Any grant that is transferred to a new grantee.

• Awards, including awards under SNAP, which will not be competitively extended

through award of a new competitive segment.

The final FSR must cover the period of time since the previous FSR submission or, for awards

under SNAP, the entire competitive segment or as much of the competitive segment as has been

funded prior to termination. Final FSRs must have no unliquidated obligations, and must indicate
the exact balance ofunobligated funds. Unobligated funds must be returned to NIH or must be

reflected by an appropriate accounting adjustment in accordance with instructions from the GMO

or from the payment office. For those organizations receiving their funds through PMS, final re-

ports, as specified by PMS, must be submitted to that office. It is the responsibility of the grantee
to reconcile reports submitted to PMS and to the NIH awarding office. Withdrawal of the unobli-

gated balance following expiration or termination of a grant is not considered an adverse action

and may not be appealed (see "Administrative Requirements--Enforcement Actions--Recovery

of Funds").

Where the submission of a revised final FSR results in additional claims by the grantee, NIH will

consider the approval of such claims subject to the following minimum criteria:

• The charges must represent allowable costs under the provisions of the grant=

• There must have been an unobligated balance for the given budget period that is suffi-
cient to cover the additional claim. Such a claim may be considered regardless of whether

148



the unobligated balance was moved forward to offset the award for a subsequent budget

period.

• Funds must be available from the applicable appropriation.

• NIH must receive the revised FSR within 15 months of its due date.

Final Progress Report

The final progress report should include a summary of progress toward the achievement of the
originally stated aims, a list of the results (positive or negative) considered significant, and a list

of publications. The final progress report also should:

• Report on the inclusion of gender and minority study subjects (using the gender and mi-
nority inclusion table as provided in the PHS-2590).

Where appropriate, indicate whether children were involved in the study or how the study

was relevant for conditions affecting children (see "Public Policy Requirements and Ob-
jectives-Requirements for Inclusiveness in Research Design--Inclusion of Children as

Subjects in Clinical Research" and the PHS-398).

• Describe any data, research materials (such as cell lines, DNA probes, animal models),

protocols, software, or other information resulting from the research that is available to
be shared with other investigators and how it may be accessed.

An original and one copy of this report should be submitted to the GMO.

Final Invention Statement and Certification

The grantee must submit a Final Invention Statement and Certification (HHS-568), whether or
not an invention(s) results from work under the grant. The fmal invention statement/certification

must be signed by the PI and an authorized organizational official and must list all inventions

that were conceived or first actually reduced to practice during the course of work under the pro-

ject, from the original effective date of support through the date of expiration or termination,
whether or not previously reported. If there were no inventions, the statement should indicate
'%lone."

Grant Appeals Procedures

HI-IS permits grantees to appeal certain postaward adverse administrative decisions made by
HHS officials to an HHS Grant Appeals Board (see 45 CFR Part 16). NIH has established a ftrst-

level grant appeal procedure for discretionary grants and cooperative agreements that must be
exhausted before an appeal may be filed with the HHS Departmental Appeals Board (see 42 CFR

Part 50, Subpart D). NIH will assume jurisdiction for the following adverse determinations:

• Termination, in whole or in part, of a grant for failure of the grantee to carry out its ap-

proved project in accordance with the applicable law and the terms and conditions of
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suchassistanceor for failure of the grantee otherwise to comply with any law, regulation,

assurance, term, or condition applicable to the grant.

Determination that an expenditure not allowable under the grant has been charged to the

grant or that the grantee has otherwise failed to discharge its obligation to account for

grant funds.

• Denial (withholding) of a noncompeting continuation award under the project period sys-

tem of funding for failure to comply with the terms of a previous award.

• Determination that a grant is void (i.e., a decision that an award is invalid because it was

not authorized by statute or regulation or because it was fraudulently obtained).

The formal notification of an adverse determination wiU contain a statement of the grantee's ap-

peal rights. As the ftrst level in appealing an adverse determination, the grantee must submit a

request for review to the NIH official specified in the adverse determination letter, detailing the
nature of the disagreement with the adverse determination and providing supporting documents

in accordance with the procedures contained in the notification. The grantee's request to NIH for

review must be postmarked no later than 30 days after receipt of the written notification of the
adverse determination except that, if the grantee can show good cause why an extension is war-

ranted, an extension may be granted (42 CFR 50.406).

If the NIH decision on the appeal is adverse to the grantee Or if a grantee's request for review is

rejected on jurisdictional grounds, the grantee then has the option of submitting a request to the
Departmental Appeals Board (DAB) for a further review of the case in accordance with the pro-
visions of 45 CFR Part 16.

A grantee may not submit an appeal directly to the DAB, as it will review only those appeals that
have been reviewed and acted on by NIH.

In addition to the adverse determinations indicated, the DAB is the single level of appeal for dis-

putes related to the establishment of F&A cost rates, research patient care rates, and certain other
cost allocations used in determining amounts to be reimbursed under NIH grants (e.g., cost allo-

cation plans negotiated With State or local governments and computer, fringe benefit, and other
negotiated special rates). 21

21The determination leading to such disputes may be made by an HHS official other than the GMO and may af-
fect NIH grants as well as other HHS grants.
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Subpart B" Terms and Conditions for Specific Types of
Grants, Grantees, and Activities

This subpart includes terms and conditions that vary from or are in addition to the standard re-

quirements and terms and conditions in Subpart A of this Part because of the type of grant,

grantee, or grant-supported activity.

The terms and conditions cited in this subpart may apply in addition to, or in lieu of, those in

Subpart A. Each section of this subpart specifies how the coverage relates to that in Subpart A.
Cross-references in this Part to other sections within this subpart specifically note this; otherwise

the cross-reference is to the cited section in Subpart A.

There are separate sections for:

Construction grants, including large-scale alteration and renovation (A&R) activities un-

der grants with specific statutory authority for construction or modernization activities.

(This section also includes requirements for certain A&R activities under non-

construction grants);

• Individual and Institutional National Research Service Awards (NRSAs) (also termed

"fellowships" and "training grants");

• Modular applications and awards;

• Conference grants;

• Consortium agreements;

• Grants to foreign institutions, international organizations and domestic grants with a for-

eign component;

• Grants to Federal institutions and payments to (or on behalf of) Federal employees under

grants;

• Grants to for-profit organizations; and

• Research patient care activities.
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CONSTRUCTION GRANTS

The following requirements apply to NIH construction grants and major A&R activities under

grants with statutory construction or modernization authority (hereafter, "construction grants") and,
as specified, to A&R projects under non-construction grants. Construction grants are awarded un-

der the C06 activity code or support mechanism.

Except as indicated, for construction grants these requirements apply in lieu of the requirements in

Subpart A of this Part. Applicants and grantees also should refer to the construction grant program
regulations (at 42 CFR Part 52b), 45 CFR Part 74 or 92, and any applicable IC guidance. Any

questions concerning the applicability of particular requirements or policies should be directed to
the GMO or other official designated on the NGA.

For purposes of this section, "construction" and "modernization" are defined as follows:

"Construction" means the construction of new buildings or the modernization of, 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).

"Modernization" means the alteration, renovation, remodeling, improvement, expansion, and re-
pair of existing buildings and the provision of equipment necessary to make a building suitable for

use for the purposes of a particular program.

Eligibility

In addition to any program-specific eligibility criteria, eligible applicants for construction grants

must be public or private non-profit entities and must be located in the U.S., its territories or pos-
sessions. For-profit organizations and foreign organizations are not eligible for construction

grants.

Review and Approval

Construction grant applications are peer reviewed. NIH makes review and selection decisions

using the following criteria/factors:

• Scientific merit of the research program activities that wilt be carried out in the proposed

facility;

• NIH programmatic relevance;

• Research and financial need for the project;

• Scientific or professional standing or reputation of the applicant and of its existing or
proposed officers and research staff;

• Relationship to the applicant's overall research programs and impact on relevant research

programs and facilities in the geographic area and nationwide;

152



Theavailability,byaffiliationorotherassociation,of otherscientificorhealthpersonnel
andfacilitiesfor carryingouttheproposedresearchprogram,including,whenwarranted,
theadequacyof abiohazardcontrolandcontainmentprogram;and

Theprojectcostanddesign.

Public Policy Requirements and Objectives

In addition to the public policy requirements and objectives specified in Subpart A, construction
grants are subject to the following public policy requirements. Questions about whether a par-

ticular requirement applies to A&R activities under non-construction grants should be directed to

the GMO. Grantees receiving construction grants also must require contractors and subcontrac-
tors providing construction services to comply with certain Federal labor standards. These labor

standards are discussed in "Equal Employment Opporttmity, Labor Standards, and Other Con-

tract Requirements" in this section.

The National Environmental Policy Act of 1969

The National Environmental Policy Act (NEPA), as amended (Public Law 91 - 190), establishes

national policy goals and procedures to protect and enhance the environment, including protec-
tion against natural disasters. NEPA requires all Federal agencies to consider the probable envi-

ronmental consequences of any major Federal activity, including grant-supported activities. To

comply with NEPA for its grant-supported activities, NiH requires the environmental aspects of
construction grants (and certain requests for financial assistance involving non-construction pro-

jects as specified by NIH) to be reviewed and evaluated by NIH technical staff prior to fmal ac-

tion on the application. With respect to earthquakes, structures will be evaluated in accordance
with the lateral forces provisions of the Uniform Building Code.

If NEPA applies, the application for construction assistance must be accompanied by the appli-

cant's own separately bound environmental analysis to facilitate review and evaluation for envi-

ronmental concerns prior to approval or other action on the application. An environmental analy-
sis means a written review that indicates the environmental effects that are expected to occur as a

result of the proposed action, defines the current and future implications of these effects, and lists

any proposed actions or safeguards to avoid or reduce any negative environmental effects. IfNIH
has not indicated that NEPA applies, no environmental analysis is necessary, unless, in an un-

usual situation, the applicant anticipates a significant environmental consequence or, following

receipt of an application, an official of the NIH awarding office indicates the need for an envi-
ronmental analysis. In these cases, an environmental analysis shall be provided with the applica-

tion or as requested by NIH.

Public Disclosure

Section 102 of NEPA and Executive Order 11514 (March 5, 1970) provide for public comment

and participation in the environmental impact review process. Applicants are required to publicly

disclose the project by publication in a newspaper or other publicly available medium and to de-

scribe its environmental impact concurrent with notification to the State Single Point of Contact
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(see"IntergovernmentalReviewunderExecutiveOrder12372"in thissection).Anexampleof a
suitabledisclosurestatementfollows:

"NoticeisherebygiventhattheUptownMedicalSchoolproposestoconstructadditional
space,partiallyutilizingFederalfunds.Theproposedconstructionprojectistheadditionof
2,700squarefeetconnectedtotheexistingAllen Building, which is located at 5333 Main
Street, Downtown, Ohio.

The Medical School has evaluated the environmental and community impact of the pro-
posed construction. There will be construction noise and increased construction traffic dur-
ing the construction period. No significant permanent environmental impacts are foreseen.
All building permits and zoning approvals have been obtained. In accordance with Execu-
five Order 11514 (March 5, 1970), which implements the National Environmental Policy
Act of 1969, as amended, any individual or group may comment on, or request information
concerning, the environmental implications of the proposed project. Communications
should be addressed to the Office of Planning, Uptown Medical School, and must be re-
ceived by (date). The Federal grant application may be reviewed at the Office of the Dean,
School of Medicine, 5333 Main Street, during normal working hours."

Flood Insurance

The Flood Disaster Protection Act of 1973, as amended (Public Law 93-234), provides that no

Federal financial assistance to acquire, modernize, or construct property may be provided in
identified flood-prone communities in the U.S. unless the community participates in the National

Flood Insurance Program and flood insurance is purchased within 1 year of the identification.

The flood insurance purchase requirement applies to both public and private applicants for NIH

support. Listings of flood-prone areas that are eligible for flood insurance are published in the
Federal Register by the Federal Emergency Management Agency (FEMA).

Historic Properties and Archeological Sites

Under the provisions of the National Historic Preservation Act, as amended, and the Archeologi-
cal and Historical Preservation Act of 1960, as amended, the Secretary of the Interior has com-

piled a National Register of Historic Places--sites and buildings of significant importance to
U.S. history. :2 The statutes require that, prior to approval of a construction grant application (or

applications for other grant-supported activities, as specified by NIH), NIH take into account the

effect on these sites of the-proposed construction (or other) project. The applicant must determine
whether activities using NIH fmancial assistance will affect a property listed in the National Reg-
ister. If a designated historic property is to be affected, the applicant must obtain clearance from

the appropriate State Historic Preservation Office before submitting the application. Failure to

obtain this clearance will delay NIH action on an application. The State Historic Preservation
Liaison Officer or the National Trust for Historic Preservation may be contacted for additional
details.

22This listing may be obtained from the StateLiaison Officersdesignated by their respective States to administer
thisprogram or from theAdvisory Council onHistoricPreservation, I100 PennsylvaniaAvenue,NW,Washington,DC
20004, telephone: (202) 606-8503. The National Trust for Historic Preservation is located at 1785Massachusetts
Avenue, NW, Washington, DC 20036, telephone: (202) 588-6000 or 1-800-944-6847.
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Intergovernmental Review Under Executive Order 12372

Executive Order 12372, Intergovemmental Review of Federal Programs (July 14, 1982), requires
consultation with State and local officials on certain proposed Federal assistance. N1H construction

grants are subject to these requirements, as implemented by 45 CFR Part 100, Intergovemmental
Review of Department of Health and Human Services Programs and Activities. Applicants (other

than federally recognized Indian tribal governments) should contact their State Single Point of
Contact (SPOC) as early as possible to alert the SPOC to the forthcoming application and to obtain

necessary instructions on the State process (see application material or

http://www.whitehouse.gov/omb/grants/spoc.html for a listing of the SPOCs). The SPOC is given

60 days to review the application. To accommodate this time frame and the NIH review process, an
applicant must provide a copy of the application to the SPOC no later than the time the application
is submitted to NIH. SPOC comments must be submitted to NIH with the application, or the appli-

cation must indicate the date on which the application was provided to the SPOC for review. If

SPOC comments are not submitted with the application, the applicant must provide them upon re-

ceipt and may include its reaction to the comments, or must notify NIH that no SPOC response
was received.

Metric System

Consistent with Executive Order 12770 (July 25, 1991), Metric Usage in Federal Government

Programs, all construction projects supported by N-IH grant funds shall be designed using the
metric system.

Relocation Assistance and Real Property Acquisition

The Uniform Relocation Assistance and Real Property Acquisition Policy Act of 1970 (the Uni-

form Relocation Act), 42 U.S.C. 4601 et seq., applies to all programs or projects undertaken by

Federal agencies or with Federal financial assistance that cause the displacement of any person.

The HHS regulations and procedures for complying with the Uniform Relocation Act are set forth
in 49 CFR Part 24. The rules at 49 CFR Part 24 provide uniform policies and procedures for the

acquisition of real property, including acquisition by grantees, and require that displaced persons

are treated fairly and equitably. The regulations encourage acquiring entities to negotiate with

property owners in a prompt and amicable manner so that litigation can be avoided and property
owners' interests are protected.

Other Public Policy Requirements

Recipients of NIH construction grants must comply with, or require their contractors to comply

with, the design requirements set forth in the following:

Clean Air Act, 42 U.S.C. 7401 et seq., and Federal Water Pollution Control Act, as
amended, 33 U.S.C. 1251 et seq., for contracts exceeding $100,000.

Uneconomical, hazardous, or unnecessary use of flood plains for construction--

Executive Order 11988 (May 24, 1977).
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• Provisionsforpotablewatersupply--SafeDrinkingWaterAct (TitleXIV ofthePublic
HealthServiceAct,asamended).

Conservationof vital energyresources(gas,oil, electricity,etc.)mFacilitydesignwill be
evaluatedonthebasisofArnericanSocietyof Heating,Refrigeration,andAir Condition-
ingEngineers(ASHRAE)standardsfor energyconservation.

• Conservationofpetroleumandnaturalgas--ExecutiveOrder12185(December17,
1979).

Other Design Requirements for NIH-Assisted Construction 23

Grantees may not advertise for bids or negotiate a contract for construction or A&R activities ex-

ceeding $500,000 until working drawings and specifications have been approved by the designated

NIH official. One purpose of the NIH review is to apply program-specific design standards to the
working drawings and specifications to ensure that program needs are met and the facility will

suitably accommodate the activities to be carried out there. In addition, NIH will determine
whether the final plans and specifications conform to the minimum standards of construction and

equipment specified in 42 CFR Part 52b, in the NIHDesign Policy and Guidelines issued by the

Division of Engineering Services, NlI-I, and in the documents cited in this subsection. (The N/H
Design Policy and Guidelines are available at http ://des. od.nih, gov/eWeb/planning/html/nihpol.htm

These standards are subject to modification by the Division of Engineering Services, NIH. The

grantee will be subject to the standards in effect at the time of design or construction, as appropriate.
NII-I will monitor compliance during the project's design phase.

Where State or local codes are proposed to be used as a basis for facility design in lieu of the NIH

design requirements, a prior determination must be made by NIH that the specific State or local
code is equivalent to, or exceeds, NIH requirements. If State and local codes or requirements ex-

ceed the design requirements set forth in NIH regulations or incorporated in program guidance, the

more stringent requirements will apply.

Elimination of Architectural Barriers to the Physically Handicapped

The Architectural Barriers Act of 1968, as amended, the Federal Property Management Regula-

tions 101-19.6 (41 CFR 101-19.6), and the Uniform Federal Accessibility Standards issued by the
General Services Administration (41 CFR 101-19.6, Appendix A) set forth requirements to make

facilities accessible to, and usable by, the physically handicapped, and include minimum design

standards. All new facilities constructed with NIH grant support must comply with these require-

ments. These minimum standards must be included in the specifications for any NIH-funded new
construction unless the grantee proposes to substitute standards that meet or exceed these stan-

dards. Where NII-I assistance is provided for alteration or renovation (including modernization and

expansion) of existing facilities, the altered facility (or part of the facility) must comply, including
use of the minimum standards in the specifications. The grantee will be responsible for conducting

inspections to ensure compliance with these standards by any contractor performing construction

23References are to the latest editions of cited publications. Grantees and their contractors are responsible for
determining what applies at the time of the affected activity.
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servicesunderthegrant.Alsosee"PublicPolicyRequirementsand Objectives---Civil Rights--
Rehabilitation Act of 1973."

Guidelines for Design and Construction of Hospital and Healthcare Facilities (1996-97)

Available from the American Institute of Architects (AIA), Academy of Architecture for Health,

AIA Rizzoli Catalogue Sales, 117 Post Street, San Francisco, CA 94108; telephone: 1-800- 52-

BOOKS; fax: (415) 984-0224.

American Society of Heating, Refrigeration, and Air Conditioning Engineers
Handbook--HVAC Applications (1995)

Available from the American Society of Heating, Refrigeration and Air Conditioning Engineers
(ASHRAE), 1791 Tullie Circle, NE, Atlanta, GA 30329; telephone: (404) 636-8400 or, for order

questions, 1-800-527-4723.

Seismic Safety for Federally Assisted Construction

The Earthquake Hazards Reduction Act of 1977, as amended (Public Law 95-124), and Executive
Order 12699, Seismic Safety of Federal and Federally Assisted or Regulated New Building Con-

struction (January 5, 1990). The Executive Order requires that new federally assisted or regulated

buildings be to be designed and constructed using appropriate seismic standards. State, county, or
local jurisdictional building ordinances adopting and enforcing these model codes, in their entirety

or without material revisions reducing the level of seismic safety, also are acceptable.

The latest editions of the model codes listed below provide a level of seismic safety considered ap-

propriate for implementing Executive Order 12699 and apply to all federally assisted construction

in the applicable geographic location.

Uniform Building Code, International Conference of Building Officials (ICBO) (5360

Workman Mill Road, Whittier, CA 90601-2298; telephone: (562) 699-0541 or 1-800-284-

4406; fax: 1-888-329-4226).

1998 Supplements to the National Building Code (1996) and National Fire Prevention
Code (1996), Building Officials and Code Administrators International, Inc. (BOCA)

(4051 West Fossmoor Road, Country Club Hills, IL 60478-5795; telephone: (708) 799-

2300; fax: (708) 799-4981).

Southern Building Code Congress Standard Building Code (1997) Southern Building
Code Congress International (SBCCI) (900 Montclair Road, Birmingham, AL 35213-

1206; telephone: (205) 591-1853); fax: (205) 599-9845).

Recommended Lateral Force Requirements and Commentary (1996), Seismology Com-

mittee, Structural Engineers Association of California (available from ICBO as indicated
above).

Where necessary, special structural and other features to protect life and minimize damage to facili-

ties from tornadoes also may be required.
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Life Safety Code

National Fire Protection Association (NFPA) Publication No. 101 and supplements that apply for

the code classification and type of occupancy of the particular facility. This document is available
from NFPA, 11 Tracy Drive, Avon, MA 2322; telephone: (617) 770-3000 or 1-800-735-0100.

Standards on Fire Protection for Laboratories Using Chemicals

National Fire Protection Association (NFPA) Publication No. 45. NPFA, 11 Tracy Drive, Avon,
MA 02322; telephone: (617) 770-3000 or 1-800-735-0100.

Prudent Practices for Safety in Laboratories (1995)

National Research Council. National Academy Press, ISBN 0-309-05229-7;
http ://books.nap.edu/catalog/4911 .html

National Sanitation Foundation Standard No. 49 for Class II (Laminar Flow)
Biohazard Cabinetry (1992)

National Sanitation Foundation (NSF), 3475 Plymouth Road, P.O. Box 1468, Ann Arbor, MI

48106; telephone: (313) 769-8010.

International Standard Plumbing Code (1996)

Southern Building Congress Code International (SBCCI), 900 Montclair Road, Birmingham, AL

35213-1206; telephone: (205) 591-1853; fax: (205) 599-9845.

Industrial Ventilation: A Manual of Recommended Practice (1998)

American Conference of Government Industrial Hygienists (ACGIH), 1330 Kemper Meadow

Drive, Cincinnati, OH 45240-1634; telephone: (513) 742-2020; fax: (513) 742-3355.

Health Care Facilities Handbook (1997)

National Fire Protection Association (NFPA), 11 Tracy Drive, Avon, MA 02322; telephone: (617)
770-3000 or 1-800-735-0100.

Standards for Nonflammable Medical Gas Systems

National Fire Protection Association (NFPA) Publication No. 99 (at the address and telephone

number above).

National Electric Code

National Fire Protection Association (NFPA) Publication No. 70. (at the address and telephone

number above).
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Laboratory Ventilation Workbook (1994)

D. Jeff Burton, American Industrial Hygiene Association (AIHA), 2700 Prosperity Avenue, Suite

250, Fairfax, VA 22031; telephone: (703) 849-8888; fax: (703) 207-3561.

Funding

Construction grants usually involve a single award, covering more than 1 year, made on the basis

of an application for the entire construction project. The project period system of funding normally
is not used for construction grants.

Matching

NIH construction grants generally require the grantee to share in the costs of the project. This

requirement, if applicable, is stated as a matching percentage, and the grantee's match is usually
at least 50 percent of the total allowable project costs. Any required non-Federal participation

may be in the form of allowable costs incurred by the grantee or a contractor under the grant.

Unless required by statute or regulation, N-IH generally does not allow grantees to use the value
of third party in-kind contributions as a source of matching. Matching funds and in-kind contri-

butions (if authorized) must meet the allowability and documentation requirements of 45 CFR

74.23 or 92.24, as applicable. These costs/in-kind contributions are subject to the same require-
ments in 45 CFR Part 74 or 92, the applicable cost principles, and this policy statement, as if the

grantee were spending NIH funds.

The source and amount of funds proposed by an applicant to meet a matching requirement must
be identified in the application. The applicant will be required to demonstrate that the funds are

committed or available prior to award. This may take the form of a certification as specified by

the awarding IC. The amount of NIH (Federal) funds awarded, combined with the non-Federal
share, will constitute the total approved budget as shown in the NGA. The prior approval and

other dollar thresholds contained in this section are determined on the basis of the total approved

budget unless otherwise specified.

Allowability of Costs/Activities

Construction activity is allowable only when the program legislation includes specific authority

for construction, modernization, or major alteration and renovation of facilities, and N/H specifi-

cally authorizes such costs. The following listing indicates types of costs and activities generally
allowable and unallowable under NIH construction grants. This list is not all-inclusive. Program

guidelines and other terms and conditions of the award should be consulted for the specific costs

allowable under a particular program or grant.

Allowable Costs/Activities

Acquisition and installation of fixed equipment.

Under programs that have statutory A&R, modernization, or facilities assistance author-

ity, the costs of adapting any of the following interior building features to the needs of the

grant-supported activity are allowable:
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• Physical characteristics of space, such as interior dimensions, surfaces, and finishes.

• Internal environment, such as heating, ventilation, humidity, and acoustics.

• Utility services, such as plumbing, electricity, gas, vacuum, or other laboratory pip-

ing.

• Completion of unfinished shell space to make it suitable for purposes other than hu-
man occupancy, such as the storage of pharmaceuticals.

• Fixed equipment, such as casework, fume hoods, large autoclaves, or biological

safety cabinets.

A&R costs of this type associated with a building under construction or an otherwise in-
complete structure may be allowed if:

• The space is to be adapted to particular program needs,

• It is cost-effective to perform the work while the building is being constructed or the

structure is being completed, and

A&R costs are limited to the difference between the cost of completing the interior

space for general use and the cost of adapting the space and utilities to meet specific

program requirements.

When the grantee's own construction and maintenance staff are used in carrying out the
A&R (i.e., force account), the associated costs are allowable provided the grantee can
document that force account is less expensive than if the project were competitively bid,

and all costs are substantiated by appropriate receipts for the purchase of materials and

certified pay records for the labor involved.

Architectural and engineering services.

Bid advertising.

Bid guarantees, performance and payment bonds (in accordance with 45 CFR 74.48 or

92.36(h)).

Contingency fund: Applicants for construction grants may include a project contingency
fund in initial cost estimates to provide for unanticipated charges. These funds will be lim-

ited to 5 percent of construction and equipment costs before bids are received and must be

reduced to 2 percent after a construction contract has been awarded.

Filing fees for recording the Notice of Federal Interest (see "Real Property Management
Standards--Notice of Federal Interest" in this section).

• Inspection fees.
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• Insurance:Costsof title insurance,physicaldestructioninsurance,andliabilityinsurance
aregenerallyallowable.Physicaldestructionandliabilityinsuranceareusuallytreatedas
F&Acostsbutmaybetreatedasdirectcostsin accordancewith theestablishedpolicyof
thegrantee,consistentlyappliedregardlessof thesourceof funds.Titleinsurance,if re-
quired,maybechargedtothegrantinproportionto theamountof NIH(Federal)partici-
pationin theproperty(see"RealPropertyManagementStandards--InsuranceRequire-
ments"in thissection).

• Legalfeesrelatedtoobtainingalegalopinionregardingtitle to asite.

• Preawardcosts:Costsincurredbeforeanawardforarchitect'sfeesandconsultant'sfees
necessarytotheplanninganddesignof theprojectareallowableif theprojectissubse-
quentlyapprovedandfunded.

• Projectmanagement.

• Relocationexpenses.

• Sidewalksnecessaryfor useof facility.

• Sitesurveyandsoilinvestigation.

• Siteclearance(aslongasreflectedinbid).

UnallowableCosts/Activities

• Bonuspaymentstocontractors,includingguaranteedmaximumpricecontractors.

• Constructionof shellspacedesignedforcompletionatafuturedate.

• Consultantfeesnotrelatedto actualconstruction.

• Damagejudgmentsuits.

• Equipmentpurchasedthroughaconditionalsalescontract.

• Fund-raisingexpenses.

• Landacquisition.

• Legalservicesnotrelatedto siteacquisition.

• Movableequipment.

• Off-siteimprovements.
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Procurement Requirements for Construction Services Under NIH
Construction Grants

General

Construction activity is usually carried out through a contract(s) under the grant. Therefore, the

circumstances of the procurement are critical to the successful completion of the grant-supported

project. All construction work must be procured by the methods described in 45 CFR 74.40

through 74.48 or in 92.36, as applicable. Normally, this means a prime construction contract
awarded following a competitive sealed bidding (previously "formal advertising") process result-

ing in a lump sum, fixed-price contract. NIH may authorize other procurement methods and

other types of contracts when sealed bidding or a fully competitive negotiated process is imprac-
tical. The specific requirements for contracting for construction management services and de-

sign-build services are described below.

In general, grantees must:

• Ensure that all qualified contractors are given an opportunity to bid and have their bids

fairly considered.

Guarantee, insofar as possible, that the contract(s) will result in the completion of a facil-

ity (ready for occupancy) that conforms to the design and specifications approved by the

NIH awarding office (or any appropriate modification thereof with NIH awarding office
approval, as required) at a cost that is within the owner's ability to pay (the term "owner"

refers to the legal entity that holds (or will hold) title to the property on which the grant-

supported construction is performed and is generally the applicant or grantee).

Obtain NIH awarding office approval of plans and specifications both before bids or pro-

posals are solicited and before the award of a prime construction contract. The procure-
ment methods to be employed must be reviewed and approved by the NIH awarding of-

rice. The grantee (owner) is responsible for ensuring that the project is constructed to

completion in accordance with the approved plans or specifications and for obtaining

necessary approvals for changes as specified in this section.

The grantee (owner), including the ftrms acting for it in a professional capacity, must take
adequate steps to ensure that the total cost of all contracts, i.e., total cost of construction,

awarded under a project will be within the amount of funds available for the project. This
can be accomplished by accurate price estimating and/or the use of bid alternates. A pre-

cise description of the scope of work, specifications, materials, and construction tech-

niques in the invitation for bids will facilitate accurate cost estimating by both the bidder

and the grantee's (owner's) professional representatives. The description of work be-
comes especially important when multiple contracts will be let in support of the same

project, since each contractor must know exactly what is involved in the portions of the

job on which he or she is bidding.

• Stipulate in invitations for bids a time for completion of the project, expressed either in
calendar days or as a fixed date, for each prime contract to be awarded under the project.
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Where more than one NIH or HHS program will support a construction project, or where the

NIH-supported project is less than the entire facility or construction to be bid, the grantee must

obtain bids that provide, to the maximum extent possible, the costs for that portion of the total

job that will be financed by NII-I funds and any required grantee matching. This may be done by
(1) "showing the cost for each building or site in the project, if it consists of more than one build-

ing or construction site and can be divided for bidding and construction purposes, or (2) identify-
ing, to the extent possible, or prorating the applicable costs when the project is a single site or

contains common space and cannot be divided for bidding and construction purposes.

Where practical, the grantee (owner) may request, in the invitation for bids, alternates to the base

bid that are keyed to specified and explicitly stated changes in the project scope, materials, or
construction techniques. Alternates may be used when it is anticipated that the amount of the low

bid will exceed the amount of funds available to the owner to award a contract, and the grantee
(owner) must make adjustments to the project to reduce costs in order to award a contract within

the funds available. "Add" alternates will make it possible to incorporate necessary features that

otherwise would not have been included in the project. Alternates that are selected may be in-
cluded in determining the low aggregate bid. The grantee must identify, in its bid schedule,
whether the low bid will be determined inclusive or exclusive of alternates. If inclusive, then al-

ternates shall be awarded in order, up to the amount of funds available. For example, Alternate

#1 will be awarded first, Alternate #2 second, Alternate #3 third, etc. No alternate may be

awarded out of sequence. If all bids exceed the funds available even after the steps described

above have been taken, the grantee (owner) may:

Decline to award a contract and instead issue a revised invitation for bids containing

changes in specifications or other factors affecting price that have been approved by the

NIH awarding office.

Negotiate with the low bidder (this is an exception to sealed bidding), or, if that bidder

should refuse, in writing, to negotiate, negotiate with the next lowest bidder. Any changes

in design and specifications resulting from such negotiations must be approved by the
NIH awarding office. If efforts to negotiate are unsuccessful, all bids shall be canceled

and the project shall be rebid.

If a construction management firm is currently employed by the grantee (owner), author-

ize that firm to perform the construction work after obtaining NIH awarding office prior

approval. The price for the work involved must not exceed the line-item prices stipulated
in the construction management contract (guaranteed maximum price) as approved by the

NIH awarding office (see "Construction Management Services" in this section for re-

quirements for a construction management agreement).

Enter into a desigu-build contract (see "Design-Build Services" in this section) for a

functionally equivalent facility.
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Construction Management Services

Construction management services are management services that may be procured on a negotiated

basis rather than by sealed bidding. These services include technical consultation during the design
stage of a project and organization and direction of construction activities during the construction

phase. In the negotiated procurement process, the request for proposal (R_P) shall address both the

technical qualifications of the offeror (possibly 75 percent of the evaluated score) and the business
(cost) aspects of the proposal (possibly 25 percent of the evaluated score). The award shall be

based on a combination of both the technical and business evaluations. The basis of the award, i.e.,

whether cost or technical qualifications will weigh more heavily in the award decision, must be
stated in the RFP. The services of construction managers may be procured by sealed bidding if

State or local governments prohibit the procurement of construction management services on a ne-

gotiated basis.

Contracting for construction work on a project covered by a construction management agreement
is subject to all of the requirements otherwise applicable to the solicitation and award of contracts,

except that bids may be obtained by prequalification and selective solicitation. When pre-
qualification and selective solicitation are used, the construction manager must (1) pre-qualify all

fkrms that respond to the announcement and are determined to meet the prequalification standards;

(2) establish bidders lists for each of the invitations for bids, including, at least, all fm-ns qualified
in (1), and possibly including other known qualified firms; (3) solicit, in writing, bids from all

firms on the bidders fist; (4) consider bids from any contractor who requests permission to bid and

who is determined bythe grantee (owner) to meet the prequalification standards; and (5) prepare a
bid abstract.

Guaranteed maximum price (GMP) is not the preferred method of award for construction man-
agement services under NIH grants. The grantee must obtain NIH prior written approval to use this

method./_fuse of this method is approved, the grantee must comply with the following require-
ments:

The construction management contract must place total financial responsibility on the

construction manager to complete construction of the project at or below the GMP. If the
contract exceeds $100,000, the construction manager will be required to comply with the

bid guarantee and bonding requirements as specified in 45 CFR 74.48(c) or 92.36(h).

The GMP must be obtained from the construction manager before NIH will authorize the

solicitation and award of the first construction contract. This requirement applies whether
or not phased construction techniques are employed. Each portion of the work for which

a separate contract is expected to be let shall be separately priced as an individual line
item in the GMP contract.

The grantee must transmit all GMP bids to the designated GMO, with its recommendation for

award to the lowest responsive responsible bidder.

After the competitive award ofa GMP contract, the following applies:
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All GMPsubcontractsshallbebidontheopenmarket,andtheremustbeatleastthree
biddersto allowfor anaward.In thoseinstanceswherethreebidscannot be obtained, the

grantee must submit, in writing, to the GMO or other designated official, a detailed ex-

planation of why the GMP contractor is unable to comply, along with supporting docu-
mentation for NIH consideration and approval or other action.

t All GMP bids must be completely itemized, by trade, to include a separation of labor and
materials, all markups, and no contingency other than that which will cover change order

items as approved by the grantee.

All costs lower than the GMP line item bid as approved by the NIH awarding office shall

be refunded or credited to the grantee by the contractor and by the grantee to NIH. All
costs in excess of the GMP after all items have been bid are the responsibility of the GMP
contractor.

_1, All subcontract prices must be approved by the NIH awarding office prior to individual
awards. The awards shall be made to the lowest-priced responsible, responsive bidders.

In the event a contract with a GMP clause was awarded to a construction management fm-n prior to

the NIH grant award, the firm's subcontractors must compete in an open competition for the sub-
contract work under the GMP contract. The GMP contractor must make available all pertinent in-

formation to the public that could influence bids and interpretation of the design intent.

Design-Build Services

In design-build contracting, construction firms respond to an RFP by submitting building designs

to meet the grantee's (owner's) performance requirements within a guaranteed maximum price

(see GMP requirements under "Construction Management Services" in this section) that covers
all architectural, engineering, and construction services required. The design-build firm must be

selected in a manner that will allow maximum feasible competition. The selection must be ac-

complished by a process that includes public announcement of the RFP, provided that at least one
form of the announcement receives nationwide distribution; consideration of all proposals from

firms that are determined to be qualified; and selection based on the firms' qualifications, respon-
siveness to the criteria in the RFP, and cost.

Because of the nature of design-build contracting, the following departures from sealed bidding are
authorized:

• Technical considerations as well as cost may be treated as competitive factors;

• The grantee (owner) may negotiate cost or design with one or any number of firms.

On all design-build projects, the grantee (owner) must ensure a firm total cost by including in the
contract a provision that extra costs resulting from errors or omissions in the drawings or estimates

will be the design-build firm's responsibility.
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Equal Employment Opportunity, Labor Standards, and
Other Contract Requirements

Labor standards and equal employment oppommity requirements for federally assisted construc-
tion must be specified in the information provided to bidders on construction contracts under

NIH grants and must be included in the contract documents for all such projects (see 45 CFR

Part 74, Appendix A, and 45 CFR 92.36(i)). NIH construction grants are not subject to the re-
quirements of the Davis-Bacon Act or the Copeland "Anti-Kickback" Act.

Equal Employment Opportunity

Construction contracts (and subcontracts) awarded under NIH grants are subject to the require-
ments of Executive Order 11246 (September 24, 1965), as amended, as implemented in 41 CFR

Part 60-1 by the Office of Federal Contract Compliance Programs (OFCCP), U.S. Department of

Labor. The grantee is required to include the "Equal Opportunity Clause" at 41 CFR 60-1.4(b) in
any construction contract under the gran_ The contractor must be directed to include this clause

in any applicable subcontracts.

In addition, grantees and construction contractors under NIN grants are required to comply with
the solicitation and contract requirements for alTu-mative action specified in 41 CFR Part 60-4 for

contracts that will exceed $10,000 in designated geographical areas. These requirements are
specified in the "Notice of Requirement for Affirmative Action To Ensure Equal Employment

Oppommity (Executive Order 11246)" and the "Standard Federal Equal Employment Opportu-
nity Construction Contract Specifications (Executive Order 11246)."

The OFCCP regulations also require that the grantee notify the applicable OFCCP regional, area,

or field oNce when it expects to award a construction contract(s) that will exceed $10,000.

Further information about these requirements and the full text of these regulations is available at

http://www.dol.gov/dol/esa/public/ofcp org.htm.

Non-Segregated Facilities

Pursuant to 41 CFR 60-1.8, the grante e shall require each prospective construction contractor for

a contract that will exceed $10,000 to submit a certification that the contractor does not, and will

not, maintain any facilities it provides for its employees in a segregated manner, or permit its

employees to perform their services at any location, under the contractor's control, where segre-
gated facilities are maintained, and the contractor will obtain a similar certification prior to the

award of any covered subcontract.

Labor Standards

Contract Work Hours and Safety Standards Act

Construction contractors and subcontractors with contracts/subcontracts exceeding $100,000 un-

der NIH grants are subject to the requirements of the Contract Work Hours and Safety Standards

Act, 40 U.S.C. 327-333, concerning the payment of overtime and the maintenance of healthful
and safe working conditions.
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Wagespaidanylaborer or mechanic employed by the contractor or subcontractor must be com-

puted on the basis of a standard workweek of 40 hours. For all work in excess of the standard
workweek, mechanics and laborers shall be compensated at a rate not less than one-and-a-half

times the basic rate of pay. If this requirement is violated, the contractor or subcontractor is liable
to the employee for the unpaid wages and may be liable to the Government for liquidated dam-

ages. NIH or the grantee may withhold otherwise payable funds to satisfy any such liability. The
statute also specifies penalties for intentional violation of these requirements.

Further, no contractor or subcontractor under an NIH grant shall require any laborer or mechanic

employed in the performance of the contract to work in surroundings or under working condi-
tions that are unsanitary, hazardous, or dangerous to an individual's health or safety, pursuant to

standards issued by the Secretary of Labor. Violation of these requirements may be cause for de-
barment from future Federal contracts or financial assistance.

Liquidated Damages

Invitations for bids must stipulate a time for completion of the project, expressed either in calendar

days or as a fixed date, for each prime contract to be awarded under the project.

At the option of the grantee (owner), a liquidated damages provision may be included in the con-

struction contract, allowing for assessment of damages when the contractor has not completed con-

struction by the date specified in the contract. Liquidated damages must be real and justified and
must be approved by NIH prior to solicitation. Where there is an assessment of damages, any

amounts paid belong to the owner.

Disposition of Unclaimed Wages

If it is discovered, either during or after the period of performance of an N/H-assisted construction

contract, that an employee is entitled to wages but cannot be located for the purposes of payment

(or for some reason refuses to accept payment), the grantee may eventually have to repay the Fed-
eral Government. Therefore, NIH suggests that the contractor be required to turn over any un-

claimed wages to the grantee.

The grantee should notify the GMO that an escrow account has been established in the affected

employee's name and should maintain the account for a period of either 2 years following the
completion of the contract or such longer period as may be required by State or local law. Upon the

expiration of this period, any amounts still unclaimed will be disbursed by refunding to NIH either
the entire amount, if the construction project was 100 percent funded by NIH, or an amount repre-

senting the percentage of NIH participation in the project. In the event the project was funded by

more than one N1H or HHS program at differing rates, the percentage on which the refund is based

should be an average percentage calculated by weighting each program's rate of participation by
the dollar amount of that program's contribution.

If the contractor has made a reasonable effort to locate the employee by having mail forwarded and

contacting the employee's union, the grantee need not repeat such attempts. If there is reason to
believe that the contractor's efforts to locate employees that are due wages were not thorough, the
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granteeshouldattempttolocatetheemployees.Doingsowill reducethelikelihoodof future
claimsagainstthegrantee.

If anywagesheld in escrow are paid to an employee or an employee's legal representative during

the period in which the account is maintained, a complete report must be made to the GMO when
the account is closed.

Administrative Requirements

Prior Approval Requirements

Construction Grants

Grantees (owners) must obtain written prior approval from the GMO for grantee-initiated

changes in project or budget as follows:

• A revision that would result in a change in scope of the project, including proposed modi-

fications that would materially alter the costs of the project, space utilization, or financial

layout, and associated changes in the previously approved solicitation or contract.

• Arevision that would increase the amount of Federal funds needed to complete the pro-

ject.

• Any other applicable change as specified in "Administrative Requirements---Changes in
Project and Budget." Construction grants are not eligible for expanded authorities.

The request for approval shall include sufficient information to allow NIH review of the circum-

stances and need for the proposed change. After receipt of written prior approval from the GMO,
the grantee may authorize the approved modification(s) of the construction contract. Other less

substantive modifications to construction contracts may be accomplished without the prior ap-

proval of the NIH awarding office. However, copies of all change orders to construction con-
tracts must be retained as grant-related records (see "Administrative Requirements--

Monitoring--Record Retention and Access").

Alteration and Renovation Projects under Non-construction Grants

Two copies of each of the following documents are to be submitted with each request for ap-
proval of A&R costs greater than $300,000, but not more than $500,000 (whether proposed in

the application or as a postaward rebudgeting request):

• A single line drawing of the existing space and proposed alterations.

• A narrative description of the proposed functional utilization of the space and equipment

requirements prepared by the program and administrative managers who will use and be

responsible for the working space and, when appropriate, with input from architectural
and engineering advisors. Final drawings and specifications will be based on this descrip-
tion.
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• Thedescriptionshallincludeadetailedexplanationof theneed,character,andextentof
thefunctionstobehousedin thespaceproposedforA&R,usingthefollowingheadings,
asappropriate:

• Generalinformation,

• Descriptionofthefunctionsto beperformedin thespace,

• Spaceschedule(detaileddescriptionof floor space),

• Listof fixedequipmentproposedfor thefacility,

• Costestimate(seesampleformatin ExhibitH-l),

• Specialdesignproblems,

• Descriptionof theexistingandproposedutility systemsfor themodifiedspace,

• Descriptionof planstoprovideaccessibilityfor thephysicallyhandicapped,

• Provisionsfor meetingtherequirementsof theLife SafetyCode,

• Thelengthof thepropertyleaseif thespaceisrented,and

• Otherinformationrequiredbyprogramlegislationorregulations.

Whentheproposedalterationis to occurinabuildingthatisunderconstruction or in an in-

complete structure, two copies of the following documentation also must be provided:

• A detailed justification for the need to perform the work before the building is completed,

• A cost comparison between doing the work before and after the building is completed,
and

• A description of other specific benefits to be gained by doing the work before the build-

ing is completed.

Applicants/grantees undertaking A&R projects that will require NIH funding of more than
$500,000 are subject to the review, approval and documentation requirements included or refer-

enced in this section for construction grants.

Real Property Management Standards

General

Real property constructed under an NIH grant-supported project is subject to the requirements of

42 CFR Part 52b and the provisions of 45 CFR 74.30 through 74.32 and 74.37 or 92.31, as appli-

cable, regarding use, transfer of title, and disposition, unless alternate requirements are specified
in the governing statute. For example, the governing statute for a construction grant program
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maycontainusageanddispositionrequirementsthatarein addition to or different from the usage

and disposition requirements of 42 CFR 52b and 45 CFR 74.32 or 92.31, as applicable. These

may include provisions governing the length of the grantee's accountability obligations, the Fed-
eral right of recovery, or waivers. In those cases, to the extent the statutory provisions are incon-

sistent with the requirements of 42 CFR Part 52b and/or 45 CFR Part 74 or 92, including those

described in this subsection, the statutory provisions, as reflected in the terms and conditions of
the award, apply. Real property constructed or renovated with NIH grant support may not be

conveyed, transferred, assigned, mortgaged, leased, or in any other manner encumbered by the
grantee, except as expressly authorized in writing by NIH. In the event of any default of any de-

scription under a mortgage on the part of a grantee, the grantee shall immediately provide the

designated GMO with both telephonic and written notification of the default.

The mortgage agreement shall:

• Provide that the mortgagee notify NIH at least 30 days prior to initiating foreclosure ac-
tion;

• Specifically allow, in the case of default, that NIH or its designee may assume the role of

mortgagor and continue to make payments; and

Provide that, in the event NIH (or its designee) chooses not to assume the role of mortga-
gor in the case of default, the mortgagee shall pay NIH an amount equal to the share of

the sales proceeds otherwise due the grantee (mortgagor) multiplied by the Federal (NIH)

share of the property.

Any NIH assignment of the property and mortgage responsibilities to any party, other than NIH,

shall be subject to prior approval of the mortgagee.

Use and Disposition

N/H construction awards generally require that a facility be used for biomedical or behavioral
research so long as needed for that purpose (usually no more than 20 years from the date of bene-

ficial occupancy) or other period prescribed by statute. During that time, the grantee shall com-

ply with applicable disposition requirements. If, during the required usage period, the facility is
no longer used for the original intended purpose and NIH did not provide prior approval for an

alternate use, NIH may recover the Federal share. NIH will monitor grantee compliance with

these requirements for the duration of the required use period. After the required usage period,
the grantee has no further accountability to NIH concerning the use of the property or any sales

proceeds.

For disposition of property acquired on an amortized acquisition basis, the formulas in 45 CFR
74.32 and 92.31 do not apply in determining the Federal share. In cases of amortized acquisition,

the Federal share will be determined by multiplying the amount of mortgage principal already

repaid at the time of disposition by the average Federal participation (taken from the Financial

Status Report) plus the increase in value over the purchase price multiplied by the average Fed-
eral participation plus the Federal participation in the down payment. The computation of the

Federal share of real property acquired with long-term debt fmancing must be computed for each
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yearof grantsupportin which Federal funds are used to meet all or a portion of the down pay-
ment and/or principal on the mortgage.

Real Estate Appraisals

If a real estate transaction funded in whole or in part by NIH requires the use of a real estate ap-

praisal (including, but not limited, to appraisals to determine the Federal share of real property

and appraisals to determine required insurance levels), the appraisal must be performed by ap-

praisers certified or licensed by the applicable State in accordance with the requirements estab-
lished by Title XI of the Financial Institutions Reform, Recovery, and Enforcement Act of 1989

(FIRREA), as amended (Public Law 101-73).

Notice of Federal Interest

In order to protect the Federal interest in real property that has been constructed or has under-

gone major renovation with NIH grant funds, grantees shall record a lien or other related notice
of record (Notice of Federal Interest) in the appropriate official records of the jurisdiction in

which the property is located. The time ofrecordation shall be when construction or renovation
begins. Fees charged for recording the Notice of Federal Interest may be charged to the grant

(see "Allowability of Costs/ActivitiesmAllowable Costs/Activities" in this section).

Insurance Requirements

Immediately upon completion of construction, nongovernmental grantees shall, at a minimum,

provide the same type of insurance coverage as they maintain for other property they own, con-
sistent with the minimum coverage specified below. "Completion of construction" means either

the point at which the builder turns the facility over to the grantee (e.g., the date of the final ac-

ceptance of the building) or the date of beneficial occupancy, whichever comes first.

Federally owned property provided to a grantee for use need not be insured by the grantee. If title

to real property acquired with NIH grant funds vests in the grantee, the following minimum in-
surance coverage is required:

A title insurance policy that insures the fee interest in the real property for an amount not

less than the full appraised value of the property. When the Federal participation in the
construction of real property covers only a portion of a building, title insurance should

cover the total cost of the facility in order to prevent liens on the unsecured portion from

having an adverse impact on the portion with a Federal interest. In those instances where
the grantee already owns the land, such as a building being constructed in the middle of a

campus setting, in lieu of a title insurance policy, the grantee may provide evidence satis-

factory to the NIH awarding office, such as legal or title opinion, that it has good and
merchantable title free of all mortgages or other forecloseable liens to all land, rights of

way, and easements necessary for the project. In instances where a grantee is given land

by the State, if the State recently acquired the land in a land swap transaction, the grantee

that is then given the land should obtain title insurance. However, if the State has owned
the land for a considerable period of time, title insurance would not be necessary, and a

copy of the State documents giving the land to the grantee would be sufficient. If the
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granteemustbuythelandonwhichto build,a legalopinionwouldnotbesufficient,and
title insurancemustbeobtainedinordertoprotecttheFederalinterestin thebuildingto
beconstructed.

A physicaldestructioninsurancepolicythatinsuresthefull appraisedvalueofthefacility
fromriskof partialandtotalphysicaldestruction.WhentheFederalparticipationin the
constructionorrenovationof realpropertycoversonlyaportionof abuilding,theinsur-
anceshouldcoverthetotalcostof thefacility,becauseanydamageto thebuildingcould
makethebuildingunusableandcouldthusaffecttheFederalinterest.Theinsurancepol-
icy is to bemaintainedforthedurationof theFederalinterestin theproperty(usually20
years)(see"RealPropertyManagementStandards--UseandDisposition"in thissec-
tion).Thecostof insurancecoverageaftertheperiodof grantsupportmustbebornebya
sourceotherthanthegrantthatprovidedthefundsfortheconstructionorrenovation.The
grantaccountwill notremainactivefor thispurpose.

Within5 daysof completionorbeneficialoccupancy,thegranteeshallsubmit,to theGMO,a
writtenstatementsignedbytheauthorizedorganizationalofficialcertifyingthatthegrantee(1)
haspurchasedtherequiredinsurancepoliciesontheNIH-fundedfacility,and(2)will maintain
theinsurancecoverageatthefull appraisedvalueofthefacilitythroughouttheperiodof Federal
interestasspecifiedin theNGA.

The NIH IC may waive one or both of the requirements above upon a showing that the grantee is
effectively self-insured against the risks involved. The term "effectively self-insured" means that

the grantee has sufficient funds to pay for any damage to the facility, including total replacement

if necessary, or to satisfy any liens placed against the facility. If the grantee claims self-insurance,

the grantee must provide to NU-I a certification that it has sufficient funds available to replace or
repair the facility or to satisfy all liens. This certification should state the source of the funds,

such as the organization's endowment or other special funds set aside specifically for this pur-

pose.
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EXHIBIT I1-1
ALTERATION AND RENOVATION COST ESTIMATE OUTLINE

This is a suggested format and is not to be construed as a required form.

Estimate the costs in which the Federal Government is requested to participate

1. Demolition $

2. General alteration and renovation $.......

(e.g., carpentry, masonry, painting)

3. Plumbing $

4. Heating, ventilation, and air conditioning $

5. Electrical $

6. Architect's and engineer's fees

7. Other costs (specify)

8. TOTAL A&R COSTS (To Federal Government)

9. Fixed equipment
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EXHIBIT I1-1 (Continued)

LIST SOURCE AND AMOUNT OF FUNDS FOR TOTAL ALTERATION AND
RENOVATION PROJECT:

NIH SOURCES AND AMOUNTS ALL SOURCES AND

AMOUNTS OTHER
THAN NIH

Total gross square meters/feet of floor area in alteration and renovation proposal

Estimated cost per gross square meter/foot excluding fixed equipment

Total net square meters/feet of floor area in alteration and renovation proposal

Estimated cost per net square meter/foot, excluding fixed equipment
$.
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NATIONAL RESEARCH SERVICE AWARDS

Applicability

This section is a self-contained document that includes the National Research Service Awards

(NRSA) guidelines for individual and institutional awards. It includes all requirements of NRSA

awards and, therefore, should be followed by NRSA recipients in lieu of the coverage in Part II
of this policy statement.

General

Background

Section 487 of the Public Health Service Act (PHS Act) (42 U.S.C. 288) provides authority for

the National Institutes of Health (NIH) to award N-RSAs to support predoctoral and postdoctoral

training. This section of the PHS Act states that the Secretary shall provide NRSAs for
predoctoral and postdoctoral training of individuals to undertake biomedical and behavioral

research at domestic and foreign, public and private institutions (profit and non-profit). Section

487(a)(1)(B) authorizes institutional NRSA grants limiting NRSA support to training and

research at public and non-profit private entities. The NRSA legislation requires recipients to pay
back to the Federal Government their initial 12 months of NRSA postdoctoral support by

engaging in health-related biomedical or behavioral research, research training, health-related

teaching, or any combination of these activities (See "Payback Reporting--Requirements for
Recipients"). The regulations at 42 CFR Part 66 are applicable to these awards.

Nondiscrimination

The NIH research training and career development programs are conducted in compliance with
applicable laws that provide that no person shall, on the grounds of race, color, national origin,

handicap, or age, be excluded from participation in, be denied the benefits of, or be subjected to

discrimination under any program or activity (or, on the basis of sex, with respect to any educa-

tion program or activity) receiving Federal assistance. Applicant organizations are required to
have appropriate Assurance of Compliance forms filed with the Office for Civil Rights, Office of

the Secretary, DHI-IS before a grant may be made to that institution. The NIH IC should be con-

tacted if there are any questions concerning compliance. (See "Public Policy Requirements and

Obj ectives--Civil Rights.")

Individual National Research Service Awards (Fellowships)

General

The Congress of the United States enacted the National Research Service Act Program in 1974

to help ensure that highly trained scientists would be available in adequate numbers and in ap-
propriate research areas to carry out the Nation's biomedical and behavioral research agenda.

Under this congressional authority, NIH awards individual postdoctoral fellowships (F32) to the

most promising applicants to support full-time research training related to the mission of the NIH
ICs. Some specialized individual predoctoral fellowships (F31 s and F30s) and Senior Fellow-
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ships(F33s)alsoareprovidedundertheNRSAauthority.Forindividualpredoctoralfellowships,
NIH awardingofficeshavedifferingrequirements.Thusspecificprogramannouncementsshould
beconsultedforguidance.

NRSAsaremadetoindividualfellowship applicants selected for award as a result of national

competition for research training in specified health-related areas. All N/H ICs except the

Fogarty International Center (FIC) and the National Library of Medicine (NLM) make individual
NRSAs. FIC and NLM have unique funding authorities for fellowships that are not under the

NRSA authority.

Eligibility

RESEARCHAREAS

NRSAs may be made for research training in areas that fall within the mission of the NIH ICs.

Applications that do not fit these areas will be returned. An increased emphasis has been placed
on the research training of physicians. The Secretary, DHHS, is required by law, in taking into

account the overall national needs for biomedical research personnel, to give special considera-

tion to physicians who agree to undertake a minimum of 2 consecutive years of biomedical and
behavioral research training.

RESEARCHTRAININGPROGRAM

The NRSA fellowship must be used to support a program of research training. It may not support
studies leading to the M.D., D.O., D.D.S., D.V.M., or other clinical, health professional degrees

nor be used to support residencies, the primary purpose of which is the attainment of a medical
or nursing specialty. Research trainees in clinical areas are expected to devote full time to the

proposed research training and to con/me clinical duties to those that are part of the research
training.

Degree Requirements

PREDOCTORAL

Individuals must have received, as of the activation date of their NRSA award, a baccalaureate

degree and must be enrolled in and training at the post-baccalaureate level in a program leading
to the award of a Doctor of Philosophy of Science (Ph.D. or Sc.D.) or a combined clinical degree

and Ph.D. degree such as M.D./Ph.D.

POSTDOCTORAL

Before an NRSA award can be activated, individuals must have received a Ph.D., M.D., D.O.,

D.D.S., D.V.M., O.D., D.P.M., Sc.D., D.Eng., D.N.S., or equivalent doctoral degree from an ac-
credited domestic or foreign institution. Certification by an authorized official of the degree-

granting institution that all degree requirements have been met also is acceptable.
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SENIOR FELLOWS

As of the beginning date of their award, senior fellows must have received a doctoral degree (as
in "General--Degree Requirements--Postdoctoral") and must have had at least 7 subsequent

years of relevant research and professional experience. The senior fellowship is awarded to pro-

vide opportunities for experienced scientists to make major changes in the direction of their re-
search careers or to broaden their scientific backgrounds by acquiring new research capabilities.
In addition, these awards will enable individuals beyond the new investigator stage to take time

from regular professional responsibilities for the purpose of increasing their capabilities to en-

gage in health-related research. Senior fellowships are made for full-time research training.

Health professionals may utilize some of their time in clinical duties that are part of their re-
search training. More information on the Senior Fellowship program can be found in the NIH

NRSA Senior Fellows (F33) Program Announcement published in the NIH Guide for Grants and
Contracts.

Citizenship

The individual to be trained must be a citizen or a non-citizen national of the United States or

have been lawfully admitted for permanent residence at the time of award. Non-citizen nationals

are persons, who, although not citizens of the United States, owe permanent allegiance to the
U.S. They are generally persons born in outlying possessions of the United States (e.g., Ameri-
can Samoa and Swains Island). Individuals who have been lawfully admitted for permanent resi-

dence must be in possession of a currently valid Alien Registration Receipt Card (I-551), or must

be in possession of other legal verification of such status. For example, if an individual is in pos-

session of the proper validation on his/her passport, a notarized photocopy of the passport could
suffice. Since there is a 6-month limitation on this validation, it is the responsibility of the spon-

soring institution to follow-up and assure that the individual received the 1-551 prior to the 6-

month expiration date.

An individual expecting to be admitted as a permanent resident by the earliest possible award
date listed in the fellowship program announcement may submit an application for an individual

NRSA fellowship. The submission of documentation concerning permanent residency is not

required as part of the initial application. Any applicant selected to receive an award must

provide a notarized statement of admission for permanent residence prior to award.

Applicants who have been lawfully admitted for permanent residence, i.e., are in possession of
an Alien Registration Receipt Card or other legal verification of such status, should check the
Permanent Resident box in the citizenship section on the face page of the fellowship application.

Applicants who have applied for and have not yet been granted admission as a permanent
resident should check the same box, but should write in the word "pending."

Individuals on temporary or student visas are not eligible for NRSA support.
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Sponsorship

GENERAL

Before submitting a fellowship application, the applicant must identify a sponsoring institution
and an individual who will serve as a sponsor and supervise the training and research experience.
The sponsoring institution may be private (profit or non-profit) or public, including the NIH in-

tramural programs and other Federal laboratories. The applicant's sponsor should be an active

investigator in the area of the proposed research who will directly supervise the candidate's re-
search. The sponsor must document in the application the training plan for the applicant as well

as the availability of staff, research support, and facilities for high-quality research training. Ap-

plicants proposing training at their doctoral institution or at the institution where they have been

training for more than a year must document thoroughly the opporttmity for new training experi-
ences that would broaden their scientific backgrounds.

FOREIGN SPONSORSHIP

Under exceptional circumstances, an individual may request support for training abroad. In such

cases, the applicant is required to provide detailed justification for the foreign training and why

the facilities, the mentor, or other aspects of the proposed experience are more appropriate than
training in a domestic setting. The justification is evaluated in terms of the scientific advantages

of the foreign training as compared to the training available domestically. Only in cases where
there are clear scientific advantages will the foreign training be considered for funding.

NIH Employees

Both Civil Service employees and PHS Commissioned Officers at NIH are permitted to compete

for predoctoral and postdoctoral fellowships. The proposed training should be primarily for ca-
reer development rather than for the immediate research needs of NIH. The employee's supervi-

sor must disassociate him/herself from the review and award process.

Successful NIH applicants for predoctoral or postdoctoral fellowship awards must either resign
from NIH or take leave without pay prior to activating the award. (There is no obligation or

commitment by NIH or the fellow for future employment at NIH upon termination of the

fellowship.)

Individuals on Active Military Duty

NIH does not restrict career military personnel from applying for research fellowship awards

while on active military duty. At the time of appfication, a letter from the applicant's branch of

the military service should be submitted endorsing his/her application and indicating willingness
to continue normal active duty pay and allowances during the period of the requested fellowship.

ff an award is made, the institutional allowance and necessary tuition and fees permitted on a

postdoctoral program will be paid by NIH. However, stipends, health insurance, and travel al-
lowances are not allowable charges to the NRSA award for career military personnel. Payment

of concurrent benefits by NIH to active duty career military awardees is not allowed.
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Application Requirements and Receipt Dates

Application

Each applicant must submit an application using the Form PHS 416-1. At least three letters of

reference on his or her behalf also must be submitted. The major emphasis of the application
should be the research training experience and broadening of scientific competence. The

application must include the sponsor's Facilities and Commitment Statement. By signing the

face page of the application, the applicant indicates that he or she has read the payback
information and will meet any payback provisions required under the law as a condition for

accepting the award.

Applicants and sponsoring institutions must comply with policies and procedures governing the

protection of human subjects, the humane care and use of live vertebrate animals, and the
inclusion of women, minorities and children in study populations.

If an application is submitted in response to a Program Announcement (PA) or Request for

Application (RFA) from a particular IC, the applicant should identify the number of the PA or
RFA on the face page. This information will be used as a guide in the application assignment

process.

Concurrent Applications

An individual may not have two or more competing NRSA applications pending review concur-

rently.

Application Availability

Application kits containing forms, instructions, and related information may be obtained from:

Division of Extramural Outreach and Information Resources, OER, NIH

Rockledge I, Suite 1120, MSC-7974
Bethesda, MD 20892-7974

Phone: (301)-435-0714
E-mail: GrantsInfo@nih.gov

Receipt Dates

Individual fellowship applications undergo a review process that takes between 5 and 8 months.
The annual receipt dates and review cycle are found in Appendix II-1.

Review

Each initial and competing renewal application will be evaluated for scientific merit by an NIH

Scientific Review Group (SRG). Review criteria for this evaluation will include the applicant's

past academic and research record, the research training proposal, the sponsor's general

qualifications, the training environment, publications, references, and the applicant's research
goals. Individual fellowship applications receive a secondary level of review by IC staff.
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It is importantto rememberthatthepurposeofthefellowshipprogramisforresearchtraining.
Majorconsiderationsin thereviewaretheapplicant'spotentialforaproductivescientificcareer,
theapplicant'sneedfor theproposedtraining,andthedegreeto whichtheresearchtrainingpro-
posal,thesponsor,andtheenvironmentwill satisfytheseneeds.

Notification of Action

Shortly after the initial review meeting, each candidate receives a mailer that includes the SRG
recommendation/priority score and the name of a program official in the assigned NIH awarding

office. A copy of the summary statement is automatically forwarded to the applicant as soon as

possible.

The applicant will be notified by letter concerning the final review recommendation. Any

questions about initial review recommendations and funding possibilities should be directed to
the appropriate IC Program Official not the scientific review administrator of the SRG. A Notice

of Research Fellowship Award will be issued to applicants selected for funding.

Period of Support

All fellows are required to pursue their research training on a full-time basis, normally defined as

40 hours per week or as specified by the sponsoring institution in accordance with its own poli-
cies.

No individual fellow may receive more than 5 years of aggregate NRSA support at the

predoctoral level and 3 years of aggregate NRSA support at the postdoctoral level, including any

combination of NRSA support from institutional and individual awards. Any exception to this
requires a waiver from the NIH awarding office based on review of justification from the

individual and sponsoring institution. The grounds for approving extensions of support are as
follows:

Physicians/Clinicians

Individuals requiring additional time to complete training, either as participants in a combined

M.D./Ph.D. program or as clinicians (e.g., physicians, dentists, veterinarians) who are complet-

ing postdoctoral research training, may anticipate favorable consideration of a request for waiver
of the time limitation. This action is contingent upon certification of the recipient's good aca-

demic standing and justified need for the exception.

Interruptions (Break-In-Service)

Requests for additional time also will be considered if an event unavoidably has altered the
planned course of the research training; the interruption has significantly detracted from the

nature or quality of the planned research training; and if a short extension would permit

completion of the training as planned. Such events include sudden loss of the preceptor's
services or an accident, illness, or other personal situation, which prevent a trainee or fellow

from pursuing research training in an effective manner for a significant period of time. Requests

for extension of support also will be considered if a short additional period would provide the
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fellowanopportunityto useartexceptionaltrainingresourcedirectlyrelatedto theapproved
researchtrainingprogram.

Other Exceptions

Requests that do not arise from circumstances covered in "Period of Support--

Physicians/Clinicians or Interruptions (Break-in-Service)" above will be considered if they are

accompanied by an exceptionally strong justification. Requests must be made in writing to the
NIH awarding office by the fellow. The fellow's sponsor and an authorized organizational

official, must endorse the request certifying the need for additional support. The request must

specify the amount of additional support for which approval is sought.

Initiation of Support

Process

The NIH IC will notify the individual of the intention to make an award and confm'n the actual

plans for the start of the fellowship support. The Notice of Research Fellowship Award allows

the individual to begin the fellowship immediately on or after the issue date, but permits a period
of up to 6 months for the individual to finalize arrangements, such as the completion of degree

requirements, final coordination with the sponsor, and, if necessary, a move to the sponsoring
institution. The fellow must start the period of training under the award by the latest activation

date as shown on the Notice of Research Fellowship Award, i.e., 6 months from the award issue

date. Extensions of the activation period may be granted in unusual circumstances. Written re-

quests for extensions should be submitted by the fellow, and must be countersigned by the spon-
sor and authorized organizational official.

The Activation Notice and the Payback Agreement (only for postdoctoral fellows in their first 12

months of NRSA postdoctoral support) must be completed and submitted to the NIH awarding

office as of the day the fellow begins training (see "Reporting Procedures--Activation Notice"
and "Reporting Procedures--Payback Agreement"). A stipend may not be paid until these forms

are submitted and the fellow begins training. If necessary for payroll purposes, the Activation

Notice and Payback Agreement may be submitted up to 30 days in advance of the start date.

However, any change in this planned activation start date must be reported immediately to the
business office of the institution and to the NIH IC. If an award is conditioned upon the

completion of degree requirements, certification of completion by the degree granting institution
must be submitted with the Activation Notice.

The initial award is usually for 12 months. Subsequent periods of approved fellowship training

are consecutive with the ftrst year of support and are usually in 12-month increments. If a fellow
decides not to activate the award, or to terminate early, he or she should notify the institution's

business office, the sponsor, and the NIH IC immediately, in writing.
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Payment

DOMESTIC

Domestic, Non-Federal

Sponsoring institutions receive an award for the stipend, institutional allowance, and tuition and
fees (when applicable). The institution directly pays the fellow and disburses all other awarded
costs.

Federal Laboratories

Fellows training at Federal laboratories are paid stipends directly by the NIH IC through the Of-

fice of Financial Management (OFM), N/H, which also reimburses the fellow for appropriate
expenditures from the institutional allowance.

FOREIGN

Fellows training at foreign sites receive stipends directly from OFM; however, the institutional
allowance is awarded to and disbursed by the sponsoring institution.

Financial Provisions

Costs are normally provided based on a 12-month budget period. Awards for less than 12 months
will be prorated accordingly.

Stipends

A stipend is provided as a subsistence allowance for fellows to help defray living expenses

during the research training experience. It is not provided as a condition of employment with

either the Federal Government or the sponsoring institution. Stipends must be paid in accordance

with stipend levels set by this policy. No departure from the standard stipend schedule, as

provided from the fellowship, may be negotiated by the sponsoring institution with the fellow.

LEVELS

Stipend levels are published in the NIH Guide for Grants and Contracts. That publication should
be reviewed for any changes to stipend levels.

Predoctoral

One stipend level is used for all predoctoral candidates, regardless of the level of experience.

Postdoctoral

The stipend level for the entire first year of support is determined by the number of full years of
relevant postdoctoral experience at the time the award is issued. Relevant experience may

include research experience (including industrial), teaching assistantship, internship, residency,
clinical duties, or other time spent in a health-related field beyond that of the qualifying doctoral
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degree.Oncetheappropriatestipendlevelhasbeendetermined,thefellowmustbepaidatthat
levelfortheentiregrantyear.Thestipendfor eachadditionalyearof NRSAsupportis thenext
levelin thestipendstructureanddoesnotchangemid-year.

Senior Fellows

The amount of the NRSA stipend to be paid shall be commensurate with the base salary or re-

muneration which the individual receiving the award would have been paid by the institution

with which he or she has permanent affiliation on the date of the fellowship award, but in no case
shall the stipend award exceed the current NRSA stipend limit set by NIH. Fringe benefits are

not provided with this award. The level of NRSA support will take into account concurrent sal-

ary support provided by the institution, and the policy of the sponsoring institution.

STIPEND SUPPLEMENTATION

Fellows are supported for 12-month full-time training appointments for which they receive sti-

pends to defray living expenses. Stipends may be supplemented by an institution from non-
Federal funds provided this supplementation does not require any additional obligation from the

fellow. An institution can determine what amount of stipend supplementation, if any, will be

provided according to its own formally established policies governing stipend support. These

policies must be consistently applied to all individuals in a similar status regardless of the source
of fimds. Federal funds may not be used for stipend supplementation unless specifically author-

ized under the terms of the program from which funds are derived. Under no circumstances may

PHS funds be used for supplementation.

An individual may make use of Federal educational loan funds or VA benefits when permitted

by those programs as described in "Financial Provisions--Stipends--Educational Loans or G.I.
Bill."

COMPENSATION

It is recognized that fellows may seek part-time employment coincidental to their training

program in order to offset further their expenses. Funds characterized as compensation may be

paid to fellows only when there is an employer-employee relationship, the payments are for
services rendered, and the situation otherwise meets the conditions of the compensation of
students as detailed in "Cost Considerations--Allowability of Costs/Activities--Selected Items

of Cost--Salaries and Wages---Compensation of Students." Additionally, compensation must be
in accordance with institutional policies applied consistently to both federally and non-federally

supported activities and must be supported by acceptable accounting records that reflect the

employer-employee relationship agreement. Under these conditions, the funds provided as

compensation (salary or tuition remission) for services rendered, such as teaching or laboratory
assistance, are not considered stipend supplementation, and are allowable charges to Federal

grants, including PHS research grants. However, it is expected that compensation from research

grants will be for limited part-time employment apart from the normal training activities.

Compensation may not be paid from a research grant that supports the same research that is part
of the fellow's planned training experience as approved in the fellowship application. Under no

circumstances may the conditions of stipend supplementation or the services provided for
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compensationinterferewith,detractfrom,orprolongthefellow'sapprovedNRSAtraining
program.Fellowshipsponsorsmustapproveall instancesof employmentonresearchgrantsin
ordertoverifythatthecircumstanceswill notdetractfromorprolongtheapprovedtraining
program.

CONCURRENT BENEFITS

An NRSA may not be held concurrently with another federally sponsored fellowship or similar
Federal award that provides a stipend or otherwise duplicates provisions of the NRSA.

EDUCATIONAL LOANS OR GI BILL

An individual may accept concurrent educational remuneration from the Department of Veterans

Affairs (GI Bill) and Federal educational loan funds. Such funds are not considered supplementa-
tion or compensation.

TAXABILITY OF STIPENDS

Section 117 of the Internal Revenue Code applies to the tax treatment of scholarships and fel-

lowships. The Tax Reform Act of 1986, Public Law 99-514, affects the tax liability of all indi-

viduals supported under the NRSA program. Degree candidates may exclude from gross income
(for tax purposes) any amount used for course tuition and related expenses such as fees, books,

supplies and equipment required for courses of insmaction at a qualified educational organiza-
tion. Non-degree candidates are required to report as gross income all stipends and any monies

paid on their behalf for course tuition and fees required for attendance.

The taxability of stipends, however, in no way alters the relationship between NRSA fellows and

sponsoring institutions. NRSA stipends are not considered salaries. In addition, recipients of
NRSA fellowships are not considered to be in an employee-employer relationship with the NIH

or the sponsoring institution solely as a result of the NRSA award.

It must be emphasized that the interpretation and implementation of the tax laws are the domain

of the Internal Revenue Service ORS) and the courts. NIH takes no position on what the status

may be for a particular taxpayer, and it does not have the authority to dispense tax advice.

Individuals should consult their local IRS office about the applicability of the law to their
situation and for information on their tax obligations.

FORM 1099

Although stipends are not considered salaries, this income is still subject to Federal and, some-

times, State income tax. Such income may be reported by the sponsoring institution on the IRS
Form 1099, Statement of Miscellaneous Income. Normally, the business office of the sponsoring

institution will be responsible for the annual preparation and issuance of the IRS Form 1099 for

fellows paid through the institution (fellows at domestic non-Federal institutions). It should be
noted, however, that sponsoring institutions are not required to issue a Form 1099, but it does
serve as a useful form of documentation of income received and as a reminder to the fellow that

some tax liability may exist. Fellows are reminded that, even if the sponsoring institution does

not issue the Form 1099, they are still required to report NRSA stipends as income. NIH will is-
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sueaForm1099for eachfellowtrainingataFederalor foreignlaboratoryandreceivingasti-
pendcheckfromtheU.S.Treasury.

EMPLOYEEBENEFITS

Since NRSA awards are not provided as a condition of employment with either the Federal gov-
ernment or the sponsoring institution, it is inappropriate and unallowable for institutions to seek

funds for or to charge individual fellowship awards for costs that would normally be associated

with employee benefits (for example, FICA, workman's compensation, and unemployment in-

surance).

Other Costs

INSTITUTIONALALLOWANCE

NIH awards an institutional allowance to help support the costs of training. Interested applicants

should consult the NIH program announcement(s) regarding the specific level of allowance for

predoctoral and postdoctoral support, including those individuals training at Federal laboratories,

for-profit, or foreign institutions. Allowance levels are published in the NIH Guide for Grants
and Contracts. Current institutional allowance levels are found in Appendix II-2. Beginning in

FY 1997, for postdoctoral fellowships, costs for tuition and fees, where appropriate, will be

awarded independent of the institutional allowance. (See "Financial Provisions---Other Costs--
Tuition and Fees" for details on tuition reimbursement.)

The institutional allowance is a fixed amount. Expenditures under institutional allowances are

not subject to NIH prior approval requirements and the institution is not required to account for

these expenditures on an actual cost basis, However, NIH policy governs the type of expendi-
tures appropriate for the institutional allowance.

Allowable Costs for Sponsoring Institutions

The type of sponsoring institution dictates what costs may be charged to this category and how
the funds are to be administered.

Non-Federal public and private non-profit institutions (domestic and foreign)

The allowance is intended to defray such expenses for the individual fellow as research supplies,

equipment, travel to scientific meetings, health insurance and to otherwise offset, insofar as pos-
sible, appropriate administrative costs of graduate training. Funds are paid directly to and admin-

istered by the sponsoring institution.

Federal laboratories

The allowance is intended to cover the costs of scientific meeting travel, health insurance, or

books. Funds are administered by the NIH awarding office and disbursed from OFM.
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For-profit institutions

The allowance is intended to cover the costs of scientific meeting travel, health insurance, or

books. Funds are paid directly to and administered by the sponsoring institution.

Guidelines

The following are specific guidelines for the use of the institutional allowance:

Health Insurance

A fellow's health insurance is an allowable cost only if applied consistently to all persons in a
similar training status regardless of the source of support. Family health insurance is an allow-

able cost for fellows who have families and are eligible for family health insurance coverage at

the sponsoring institution. Self-only health insurance is an allowable cost for fellows without
families.

Travel

Payment for travel to scientific meetings is appropriate when it is necessary to the individual's

training and when the costs are incurred within the period of grant-supported training.

For fellows at Federal laboratories, reimbursement of travel costs must be in accordance with

current Government travel regulations.

Funds may not be expended to cover the costs of travel between the fellow's place of residence

and the domestic training institution, except that the grantee institution may authorize the cost of
a one-way travel allowance in an individual case of extreme hardship.

Extraordinary Costs

Additional funds may be requested by the institution when the training of a fellow involves ex-

traordinary costs for travel to field sites remote from the sponsoring institution or accommoda-
tions for fellows who are disabled, as defined by the Americans with Disabilities Act. The funds

requested for extraordinary costs must be reasonable in relationship to the total dollars awarded

under a fellowship and must be directly related to the approved research training project. Such
additional funds shall be provided only in exceptional circumstances that are fully justified and

explained by the institution.

Expenditure

Except for fellows at Federal training sites, the sponsoring institution authorizes the expenditure
of the allowance on behalf of the fellow according to the institutional policy. The institution is

entitled to expend up to the full institutional allowance upon official activation of the award.

However, if an individual fellow is not in a training status for more than 6 months of the award

year, only one-half of that year's allowance may be charged to the grant. The Notice of Research
Fellowship Award will be revised and the balance must be refunded to NIH.
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ForfellowsatFederaltrainingsites,theNIHIC authorizestheexpenditureof theallowance.
PaymentismadethroughOFM.

TUITIONAND FEES

Tuition and fees for postdoctoral fellows are limited to those for specific courses required by the

training program and must receive prior approval from the NIH awarding office. For the pur-

poses of calculating this budget item, health insurance is not included since it is part of the insti-
tutional allowance.

For predoctoral fellows, the award of tuition and fees (including health insurance) varies depend-

ing on the policy of the NIH awarding office. Specific programmatic guidelines should be con-

suited for guidance. Also see Appendix II-2.

When tuition, fees and insurance are awarded as a separate budget item, these funds may not be

rebudgeted into any other budget category with written prior approval from the NIH IC.

TRAVELTO FOREIGNTRAININGSITES

For fellows at foreign training sites, in addition to the institutional allowance, awards may in-

chide a single economy or coach round-trip travel fare. No allowance is provided for dependents.

U.S. flag air carriers must be usedto the maximum extent possible when commercial air trans-
portation is the means of travel between the United States and a foreign country or between for-

eign countries. This requirement shall not be influenced by factors of cost, convenience, or per-

sonal travel preference.

Reporting Procedures

The documents described here are critical to the process of establishing the payment of stipends
and other costs as well as the determination of possible payback service.

Activation Notice

Immediately upon the initiation of training, the individual completes and signs the Activation

Notice (Form PHS 416-5), obtains the signature of the designated sponsoring institution officials,

and forwards the notice along with the Payback Agreement (postdoctoral fellows in their fn'st 12
months of NRSA support only) to the NIH awarding office. An Activation Notice is enclosed

with all competing awards (see Appendix II-3).

For fellows paid directly by NIH, the Activation Notice is required at the start of each award

year. The form should not be submitted before the fellow actually begins training. Stipend
checks are issued when both the Activation Notice and the Payback Agreement (postdoctoral

fellows in their first 12 months of NRSA support only) are received by the awarding office.

For fellows whose stipend is paid through the institution, the Activation Notice is required for

the initial year only. The Notice may be submitted up to 30 days before the individual begins

training if necessary for payroll purposes. However, the institution must not release any funds
until the individual has actually started training. Furthermore, if the individual does not begin
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researchtrainingonthedayindicated,theinstitutionmustnotifytheNIH ICimmediately.
Competingcontinuationawardsmustbeactivatedonthedayfollowingtheendof thelastbudget
periodofthepreviousaward.

Payback Agreement

A National Research Service Award Payback Agreement (Form PHS 6031) that covers the initial

12 months of NRSA postdoctoral support must be signed by each person who is to receive an

individual postdoctoral fellowship t. If the individual has already received 12 months of postdoc-
toral NRSA support under any training grant or fellowship award, this form is not required. No

Payback Agreement is required for predoctoral fellows. For details on NRSA payback, see "Pay-

back Reporting Requirements for Recipients."

Termination Notice

The Termination Notice (Form PHS 416-7) (along with the Activation Notice and the Notice of
Research Fellowship Award) is the basis for validating the total period of NRSA support and es-

tablishing the amount ofpayback obligation for each NRSA fellow. For individual fellowships, a
Termination Notice is sent to the fellow by the NIH awarding office prior to the scheduled ter-

mination date. For early terminations, the forms will be issued immediately upon receipt of noti-

fication from the fellow or an authorized organizational official. This form must be completed
and returned to the NIH IC immediately. The lack of timely and accurate information on this

form could adversely affect the payback process.

Consecutive Support

If a fellow switches from one NRSA grant mechanism to another (e.g., from a training grant to a
fellowship or from one NIH awarding office to another), the requirement for payback service

incurred is deferred until the total NRSA support is completed. All fellowship applications are

reviewed to determine if previous NRSA support has been provided.

\

Progress Reports, Financial Status Reports, Changes in the Project

Progress Reports

Progress reports must be submitted with all applications for noncompeting continuation support

in accordance with the instructions accompanying the application forms. Inadequate or incom-

plete progress reports may be returned to the fellow for revision and may result in a delay of con-
tinued support. For individual awards, the final progress report is required as part of the Termi-
nation Notice.

Financial Status Report

An annual or final Financial Status Report is not required on individual awards. In the event of

early termination, the stipend will be prorated according to the amount of time spent in training

and the Notice of Research Fellowship Award will be revised. The balance of any institutional

allowance (at least 1/2) must be refunded if the training has been for 6 months or less.
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Changes in the Project

Individual awards are made for training at a specific institution under the guidance of a particular

sponsor. A transfer of the award to another institution or a change in sponsor and/or project re-

quires the approval of the NIH awarding office. As part of that approval process, if a fellow
sponsored by a domestic non-Federal institution requests a transfer to another domestic non-

Federal institution before the end of the current award year, the initial institution may be re-

quested to continue to pay the stipend until the end of the current year. Disposition of the institu-
tional allowance is negotiable between the two sponsoring institutions. No activation notice is

required from the new sponsoring institution.

Transfers involving Federal or foreign sponsoring institutions require unique administrative

procedures and approvals. Regardless of the type of sponsoring institution involved, since each

transfer varies depending upon individual circumstances, the NIH awarding office should be

contacted for specific guidance.

Any proposed change in the individual's specified area of research training must be reviewed

and approved in writing by the NIH IC to assure that the training continues to be an area that

falls within the scientific area of the original peer reviewed application.

An interim sponsor must be named by the institution and approved in writing by the awarding

office when the sponsor is going to be absent for a period of more than 3 months.

Other Terms and Conditions

Leave

VACATIONS AND HOLIDAYS

Fellows may receive the same vacations and holidays available to individuals in comparable
training positions at the sponsoring institution. Fellows shall continue to receive stipends during

vacations and holidays. At academic institutions, the time between semesters or academic

quarters is generally considered an active part of the trainkng period.

SICK LEAVE AND OTHER LEAVE

Fellows may continue to receive stipends for up to 15 calendar days of sick leave per year. Under

exceptional circumstances, this period may be extended by the awarding office in response to a

written request from the sponsor, countersigned by an authorized organizational official. Sick

leave may be used for the medical conditions related to pregnancy and childbirth.

PARENTAL LEAVE

Fellows also may receive stipends for up to 30 calendar days of parental leave per year for the

adoption or the birth of a child when those in comparable training positions at the grantee or

sponsoring institution have access to paid leave for this purpose. Either parent is eligible for pa-
rental leave. In the case of individual fellowships, the use of parental leave requires approval by

the sponsor.
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A periodofterminalleaveisnotpermitted,andpaymentmaynotbemadefromgrantfundsfor
leavenottaken.

UNPAID LEAVE

Individuals requiring extended periods of time away from their research training experience,
which could include more than 15 calendar days of sick leave or more than 30 calendar days of

parental leave, must seek approval for an unpaid leave of absence. Approval for a leave of ab-

sence must be requested in advance from the NIH IC. Fellows must provide a letter of support

from the sponsor, countersigned by an authorized organizational official, and must advise the
N-IH IC of the dates of the leave of absence. Upon approval of the request, the NIH IC will issue

a revised Notice of Research FeUowship Award extending the ending date of the current budget

period by the number of months of the leave. A restriction is included in the terms and conditions
of the award precluding the expenditure of funds from the fellowship during the period of the
leave of absence.

During a leave of absence, documentation to suspend the award and/or the accrual of service for
calculating the payback obligation must be completed by the sponsoring institution. When the

fellowship is eventually terminated, the leave of absence must be clearly documented on the
Termination Notice.

Termination

An individual NRSA may be terminated prior to its normal expiration date by N1H if it is found

that the recipient has materially failed to comply with the terms and conditions of the award or to
carry out the purpose for which it was made. In the event an award is terminated for cause, the

Director, NIH, shall notify the awardee in writing of this determination, the reasons therefore, the

effective date, and the right to appeal the decision. An award also may be terminated by NIH at
the request of the recipient.

Publications

Fellows are encouraged to submit reports of their findings for publication to the journals of their
choice. Responsibility for direction of the project should not be ascribed to NIH. However, NIH

IC support must be acknowledged by a footnote in language similar to the following: "This In-

vestigation was supported by the National Institutes of Health, National Research Service Award
(number) from the (name ofNIH IC)." In addition, HHS funding must be acknowledged as pro-

vided in "Public Policy Requirements and Objectives--Availability of Information--

Acknowledgment of Federal Funding."

Copyright

Except as otherwise provided in the conditions of the award, when publications or similar copy-
rightable materials are developed from work supported by NIH, the author is free to arrange for

copyright without NIH IC approval. Any such copyrighted material shall be subject to a royalty-
free, nonexclusive, and irrevocable license to the Government to reproduce them, translate them,

publish them, use and dispose of them, and to authorize others to do so for Government pur-

poses.
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Pa_n_

As specified in 45 CFR Part 74 and in 37 CFR 401.1 (b), fellowships that are funded primarily

for educational purposes, where the training will occur other than at NIH, are not subject to in-

vention reporting requirements. Also, no fellowship made by NIH to an awardee primarily for
educational purposes, where the training will occur other than at NIH, may contain any provision

giving NIH any rights to inventions made by the awardee. Fellows training at NIH are bound by

all provisions of Executive Order 10096 and any orders, rules, regulations or issuances there-
under wherein NIH determines the rights of the Government and the fellow in (and to) inven-

tions conceived or actually reduced to practice during the period of fellowship.

Data Sharing

NIH policy is to make available to the public the results and accomplishments of the activities
that it funds in a timely manner. Therefore, it is incumbent on fellows to make the results and

accomplishments of their fellowship activities available to the public. The sponsoring institution
should place no restrictions on the publication of results that conflicts with this policy.

Disposition of Professional Fees

Fees resulting fi:om clinical practice, professional consultation, or other comparable activities

performed pursuant to the purpose of the award may not be retained by the fellow. Such fees will
be assigned to the sponsoring institution for disposition in accordance with NIH policy on pro-

gram income (see "Administrative Requirements--Management Systems and Procedures--

Program Income"). The term "professional fees" does not apply to honoraria, fees for scholarly

writing, delivery of occasional outside lectures, or service in an advisory capacity to public or
private non-profit organizations. If permitted by organizational policy, these fees may be retained

by the awardee.

Human Subjects�Animal Welfare/Recombinant DNA Molecules

HUMAN SUBJECTS

Individual NRSA awards involving use of human subjects must comply with the requirements

for their protection (see "Public Policy Requirements and Objectives--Requirements Affecting
the Rights and Welfare of Individuals as Research Subjects, Patients, or Recipients of Services--

Human Subjects." For additional information on human subjects requirements, refer to the Indi-

vidual N-RSA application kit or contact OHRP (see contact information in Part m).

VERTEBRATE ANIMALS

Individual NRSA awards involving use of vertebrate animals must comply with the requirements

for their protection (see "Public Policy Requirements and Objectives--Animal Welfare." For
additional information on vertebrate animals, refer to the Individual NRSA application kit or

contact OLAW (see contact information in Part II1).
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RECOMBINANTDNA MOLECULES

Individual NRSA awards involving use of recombinant DNA molecules must comply with the

requirements of the NIH Guidelines for Research Involving DNA Molecules (see "Public Policy

Requirements and Objectives--Ethical and Safe Conduct in Science and Organizational Opera-
tions--Recombinant DNA Molecules." The Guidelines, available from the Office of Biotechnol-

ogy Activities (see Part HI), should be consulted for complete requirements for the conduct of

projects involving recombinant DNA techniques.

Institutional National Research Service Awards (Training Grants)

General

The National Institutes of Health (NIH) will award National Research Service Award (NRSA)

Institutional Training Grants (T32s, T34s, and T35s) to eligible institutions to develop or

enhance research training opportunities for individuals, selected by the institution, who are
training for careers in specified areas of biomedical and behavioral research. The purpose of the

NRSA program is to help ensure that highly trained scientists are available in adequate numbers

and in the appropriate research areas and fields to carry out the Nation's biomedical and
behavioral research agenda. The NRSA program supports both predoctoral and postdoctoral

research training as well as limited specialized support at the prebaccalaureate level. All NIH

awarding offices except the Fogarty Intemational Center (FIC) and the National Library of

Medicine (NLM) make Institutional NRSAs. FIC and NLM have unique funding authorities for
training grants that are separate from the NRSA authority.

Eligibility

APPLICANTELIGIBILITY

A domestic, non-profit public or private institution may apply for a grant to support a research

training program in a specified area(s) of research. Support for predoctoral, postdoctoral, or a
combination of trainees may be requested. (Specific program announcements should be con-

sulted for IC guidelines.) Support for short-term training positions for students in health-

professional degree programs also may be requested as indicated in "Degree Requirements--
Short-Term Research Training." Each applicant institution must submit an application according

to instructions, using the appropriate forms (see "Application Requirements and Receipt Dates").

RESEARCHAREAS

Institutional NRSAs may be made for research training in areas that fall within the mission of the

NIH ICs. Applications that do not fit these areas will be returned. An increased emphasis has
been placed on the research training of physicians. The Secretary, DHHS is required by law, in

taking into account the overall national needs for biomedical research personnel, to give special

consideration to physicians who agree to undertake a minimum of 2 consecutive years of bio-
medical and behavioral research training.

The applicant institution must have a strong research program in the area(s) proposed for re-
search training and must have the staff and facilities required to carry out the proposed program.
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Theresearchtrainingprogramdirectoratthegranteeinstitutionwill beresponsiblefortheselec-
tionandappointmentof traineesandtheoveralldirectionofthetrainingprogram.In selecting
trainees,theprogramdirectormustmakecertainthatindividualsreceivingsupportmeettheeli-
gibilityrequirementssetforthin theseguidelines.

Traineesappointedto thetrainingprogrammusthavetheopportunityt9carryoutsupervised
biomedicalorbehavioralresearchwith theprimaryobjectiveof developingorextendingtheir
researchskillsandknowledgeinpreparationforaresearchcareer.

RESEARCHTRAININGPROGRAM

The Institutional NRSA must be used to support a program of research training. It may not sup-

port studies leading to the M.D., D.O., D.D.S., D.V.M., or other clinical, health professional de-

grees nor be used to support residencies, the primary purpose of which is the attainment of a

medical or nursing specialty. Research trainees in clinical areas are expected to devote full time

to the proposed research training. During the 40 hours per week required for research training,
any clinical duties should be confined to those that are part of the research training.

Degree Requirements

PREDOCTORALTRAINING

Predoctoral research training is for individuals who have a baccalaureate degree and are enrolled

in a doctoral program leading to the either the Ph.D. degree, a comparable research doctoral de-

gree, or the combined M.D./Ph.D. Students enrolled in health-professional programs that are not

part of a formal, combined program (i.e., M.D./Ph.D.), and who wish to postpone their profes-
sional studies in order to gain research experience, also may be appointed to a T32 grant. Predoc-

toral research training must emphasize fundamental training in areas of basic biomedical and be-
havioral sciences.

POSTDOCTORALTRAINING

Postdoctoral research training is for individuals who have received a Ph.D., an M.D., or compa-
rable doctoral degree from an accredited domestic or foreign institution. Research training at the

postdoctoral level must emphasize specialized training to meet national research priorities in the
biomedical and behavioral sciences.

Research training grants are a desirable mechanism for the postdoctoral training of physicians
and other health professionals who may have had extensive clinical training but limited research

experience. For such individuals, the training may be a part of a research degree program. In all

cases, health-professional postdoctoral trainees should agree to engage in at least 2 years of re-

search, research training, or comparable experiences beginning at the time of appointment, since
the duration of training has been shown to be strongly correlated with post-training research ac-

tivity.
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SHORT-TERMRESEARCHTRAINING

Students in Health Professional Schools

NIH offers two short-term training programs: those that are part of a traditional institutional

training grant (T32) and those that exclusively support short-term trainees (T35). These short-
term research training experiences of 2 to 3 months are available to students in health profes-

sional schools. All short-term training must be full-time. Unless otherwise stated, provisions for

institutional training grants apply. Current stipend levels are published in the NIH Guide for
Grants and Contracts.

T32

T32 applications may include a request for short-term positions reserved specifically to train

medical or other health-professional students on a full-time basis during the summer or other
"off-quarter" periods. Short-term appointmenfs are intended to provide health-professional stu-

dents with opportunities to participate in biomedical and/or behavioral research in an effort to
attract these individuals into research careers.

To be eligible for short-term research training positions, health-professional students must have
completed at least one quarter at an accredited health-professional school leading to a clinical

doctorate prior to participating in the program. Trainees need not be enrolled at the applicant in-
stitution. Individuals matriculated in a formal research degree program, or those holding an M.S.,

a Ph.D., an M.D./Ph.D. or an equivalent graduate level research degree are not eligible. Within

schools ofpharrnacy, only individuals who are candidates for the Pharm. D. degree are eligible.

Short-term positions should be longer than 2 months but may not last longer than 3 months. Stu-

dents should be encouraged to obtain two or more periods of short-term research training during

their studies leading to a health-professional degree. Such appointments may be consecutive or

may be reserved for summers or other "off-quarter" periods.

Since some NIH ICs support short-term research training positions on a limited basis, applicants

are strongly urged to contact the appropriate NIH IC before requesting short-term research train-

ing positions as part of a T32 application.

7"35

Several NIH awarding offices provide short-term research using a separate training grant mecha-

nism (T35). The program intent and student eligibility requirements are similar to those indicated
for the T32. However, since this NRSA funding mechanism is used by only a few NIH awarding

offices, interested applicants are encouraged to contact specific awarding offices for details.

Prebaccalaureate Training

Under the auspices of the institutional undergraduate NRSA (T34), two distinct programs for

prebaccalaureate training are offered. Both programs are designed to support students from insti-

tutions with a substantial minority enrollment.
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(1)The National Institute of General Medical Sciences (NIGMS) administers the MARC Under-

graduate Student Training and Research (U'STAR) program. Formerly know as Honors Under-
graduate Research Training Program (HURT), this training program is designed to support se-

lected junior/senior undergraduate honors students at baccalaureate colleges and universities.

NIGMS recognizes that, because of the heterogeneity at minority institutions, there are differ-
ences in institutional missions. Therefore, the emphasis of this program will be on the specific

objectives and measurable goals that the applicant institution sets for itself. For more information

on this program, contact:

MARC Program, NIGMS
Room 2AS.37D

45 Center Drive MSC-6200

Bethesda, MD 20892-6200

Phone: (301) 594-3900

Fax: (301) 480-2753

(2) The National Institute of Mental Health (NIMH) administers the Career Opportunities in Re-
search (COR) Education and Training Program. The intent of this program is to strengthen re-

search and research training experiences in scientific disciplines related to mental health. An ap-

plicant institution (a 4-year college or university) must propose a 2-year COR Honors Under-

graduate Program for which six to ten highly talented third and fourth-year undergraduate stu-
dents will be selected. Students will be provided with special research training experiences de-

signed to improve their qualifications for entry into advanced research training programs leading
to the doctoral-level or M.D. research career degrees. For more information on this program con-
tact:

COR Program

Office of Special Populations/NIMH
6001 Executive Blvd.

Suite 8125
MSC-9659

Bethesda, MD 20814-9659(301) 443-3725

Citizenship

The individual to be trained must l_e a citizen or a non-citizen national of the United States or

have been lawfully admitted for permanent residence at the time of appointment. Non-citizen
nationals are persons, who, although not citizens of the United States, owe permanent allegiance

to the U. S. They are generally persons born in outlying possessions of the United States (e.g.,
American Samoa and Swains Island). Individuals who have been lawfully admitted for perma-

nent residence must be in possession of a currently valid Alien Registration Receipt Card (I-

551), or must be in possession of other legal verification of such status. For example, if an indi-
vidual is in possession of the proper validation on their passport, a notarized photocopy of the

passport could suffice. Since there is a 6-month limitation on this validation, it is the grantee's

responsibility to follow-up and assure that the individual received the 1-551 prior to the 6-month

expiration date.
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A notarizedstatementverifyingpossessionof permanentresidencydocumentationmustbe
submittedwith theStatementof AppointmentForm(PHSForm2271).Individualsontemporary
orstudentvisasarenoteligibleforNRSAsupport.

Application Requirements and Receipt Dates

Application

The application for the institutional training grant is Form PHS 398. It contains special instruc-

tions for Institutional National Research Service Awards. Application kits containing forms, in-

structions, and related information may be obtained from:

Division of Extramural Outreach and Information Resources, OER, NIH

Rockledge 1
Suite 1120

6705 Rockledge Drive, MSC-7974

Bethesda, MD 20892-7974

Phone: (301)-435-0714

E-mail: GrantsInfo@,nih.gov

Receipt Dates

Some NIH ICs receive training grant applications three times each year; however, most ICs have

one receipt date only. Information on receipt dates is available in the NIH-wide T32 Program
Announcement published in the NIH Guide for Grants and Contracts or in RFAs issued by the

individual NIH ICs. See Appendix II-1 for a complete listing of the current receipt dates and re-

view cycle.

Applicants are encouraged to contact appropriate NIH staffbefore preparing and submitting an

application.

Review

Overall

Each initial and competing continuation application will be evaluated for scientific merit by a

NIH peer review group. Institutional applications also must be reviewed by the appropriate

Council or Board of the IC whose activities relate to the proposed research training.

Institutional applications will be evaluated using criteria such as: a) past research training record

of both the program and the designated preceptors; b) objectives, design, and direction of the
research training program; c) caliber of preceptors as researchers, including successful

competition for research support; d) recruitment and selection plans for trainees and the

availability of high quality candidates; and e) the institutional training environment, including
the level of institutional commitment, quality of the facilities, availability of appropriate courses,

and the availability of research support.
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In addition,whereappropriate,therecordof theresearchtrainingprogramin retaininghealth-
professionalpostdoctoraltraineesfor atleast2 yearsin researchtrainingorotherresearch
activities,andtheconcomitanttrainingof health-professionalpostdoctorates(e.g.,individuals
with theM.D.,D.O.,orD.D.S.degree)withbasicsciencepostdoctorates(e.g.,individualswitha
Ph.D.orSc.D.)or linkageswithbasicsciencedepartmentswill receivespecialconsideration.

Applicantsalsoareencouragedto consultthePHS398applicationkit, theNIHT32Program
Announcementand/orspecificIC programannouncementsfor additionaldetails.

Short-Term Research Training Positions

In addition to the overall program criteria, applications that request short-term research training

positions in conjunction with full-time positions also will be assessed using specific criteria. The

NIH T32 program announcement and/or specific IC program announcements should be con-
suited for details.

Minority Recruitment Plan

The NRSA institutional training grant program must provide for the recruitment and retention of
individuals from underrepresented minority groups including, but not limited to, African Ameri-

cans, Hispanic Americans, Native Americans, Alaskan Natives and Pacific Islanders. All com-

peting applications for institutional NRSA research training grants must include a specific plan
to recruit minorities, and competing continuation applications also must include a report on the

recruitment and retention record during the previous award period. If an application is received

without a plan, or without a report on the previous award period, the application will be consid-

ered incomplete and may be returned to the applicant without review.

Competing continuation applications for research training grants must include a detailed section
on the outcomes of the minority recruitment plan proposed in the previous competing applica-
tion. Information must be included on successful and unsuccessful recruitment strategies. The

report should provide information on the racial/ethnic distribution of:

Students or postdoctorates who applied for admission or positions within the depart-

ment(s) relative to the research training grant;

• Students or postdoctorates who were offered admission to or a position within the de-

partment(s);

• Students actually enrolled in the academic program relevant to the research training

grant; and

• Students or postdoctorates that were appointed to the research training grant.

For those trainees who were appointed to the grant, the report should include information about

the duration of research training and whether those trainees have finished their training in good

standing.
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Peerreviewerswill examineandevaluatetheminorityrecruitmentplanandanyrecordof re-
cruitmentandretentionaftertheoveralleducationalandtechnicalmeritof artapplicationhas
been assessed so that the quality of the plan will not be a factor in determining the priority score.

For competing continuation applications, the reviewers will examine and evaluate the record of

the program in recruiting and retaining underrepresented minority trainees during the previous

competitive segment. The review group also will consider whether the experience in recruitment
during the previous award period has been incorporated into the formulation of the recruitment

plan for the next competitive segment.

The findings of the review group will be included in an administrative note in the summary
statement. If the minority recruitment plan of the application is judged to be unacceptable,

funding will be withheld until a revised plan that addresses the deficiencies is received. Staff

within the NIH IC, with guidance from the appropriate national advisory committee or council,
will determine whether amended plans and reports submitted after the initial review are

acceptable.

Information on the recruitment and retention of underrepresented minority trainees appointed

during the previous competitive segment also must be provided in progress reports included in
all noncompeting applications.

Training in the Responsible Conduct of Research

All competing Institutional NRSA (training grant) applications must include a description of the
formal and informal activities related to instruction in the responsible conduct of research that

will be incorporated into the proposed research training program.

Every prebaccalaureate, predoctoral and postdoctoral NRSA trainee must receive instruction in

the responsible conduct of research. Applications must include a description of a program to
provide formal or informal instruction in research integrity and/or the responsible conduct of re-

search, as follows:

Although NIH does not establish specific curricula or formal requirements, all programs
are encouraged strongly to consider instruction in the following areas: conflict of interest,

responsible authorship, policies for handling misconduct, policies regarding the use of

human and animal subjects, and data management. Within the context of training in re-

search integrity, it also is beneficial to discuss the mutual responsibilities of the institu-
tion and the trainees participating in the program.

Plans must address the subject matter of the instruction, the format of the instruction, the

degree of faculty participation, trainee attendance requirements, and the frequency of in-
struction. The rationale for the proposed plan of instruction must be provided.

Program reports on the type of instruction provided, topics covered, and other relevant in-
formation, such as attendance by trainees and faculty participation, must be included in

future competing continuation and noncompeting applications.

Applications without plans for instruction in the responsible conduct of research will be consid-

ered incomplete and may be returned to the applicant without review.
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NIH encouragesinstitutionstoprovideinstructionin theresponsibleconductof researchto all
individualsin atrainingprogramordepartment,regardlessof thesourceof support.

NIH initialreviewgroupswill assesstheapplicant'splansonthebasisof theappropriatenessof
topics,format,amountandnatureof facultyparticipation,andthefrequencyanddurationof in-
stmction.Theplanwill bediscussedaftertheoveralldeterminationofmerit,sothatthequality
of theplanwill notbeafactorin thedeterminationof thepriorityscore.Planswill bejudgedas
acceptableorunacceptable.Theacceptabilityof theplanwill bedescribedin anadministrative
noteonthesummarystatement.Regardlessof thepriorityscore,applicationswithunacceptable
planswill notbefundeduntilarevised,acceptableplanisprovidedbytheapplicant.Theaccept-
abilityof therevisedplanwill bejudgedbystaffwithintheNIH IC.

Followinginitial review,applicationsundergoasecondlevelreviewbytheappropriateNIHin-
stituteorcentercouncil,board,orotheradvisorygroup.In additiontotheassessmentof thesci-
entificandeducationalmeritof theresearchtraininggrantapplication,theseadvisorygroupswill
considertheinitialreviewgroup'scommentsontheplanfor instructionin theresponsiblecon-
ductof research.

Informationonthenatureoftheinstructionin theresponsibleconductof scienceandtheextent
of traineeandfacultyparticipationalsomustbeprovidedinprogressreportsincludedinall
noncompetingapplications.

Notification of Action

Shortly after the initial review meeting, each applicant will be sent a mailer that includes the
SRG recommendation/priority score and the name of a program official in the assigned NIH IC.

The IC automatically forwards a copy of the summary statement to the applicant as soon as pos-

sible after receipt from the SRG. The applicant will be notified by letter concerning the final re-
view recommendation. A Notice of Grant Award will be issued to applicants selected for fund-

ing. Any questions about initial review recommendations and funding possibilities should be di-

rected to the appropriate Program Official not to the scientific review administrator of the SRG.

Period of Support

Institutional Grants

Grants may be made for competitive segments of up to 5 years and are renewable. Awards
within an approved competitive segment are normally made in 12-month increments with sup-

port for additional noncompetitive years dependent upon satisfactory progress and availability of
funds.

Trainees

Trainees customarily are appointed for full-time 12-month continuous periods. An appointment

or reappointment may not exceed 12 months without prior approval by the NIH awarding office.
All trainees are required to pursue their research training on a full-time basis, normally defined

as 40 hours per week or as specified by the grantee institution in accordance with its own poli-
cies. The amount of the stipend, tuition and fees for each full period of appointment must be ob-
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ligatedbythegranteefromfundsavailableatthetimetheindividualbeginstrainingunlessother

instructions are furnished by the awarding office.

With the exception of specifically designated short-term research training positions, no trainee
may be appointed under a regular Institutional NRSA for a period of less than 9 months except

with the prior written approval of the awarding office and then usually only to complete a

planned program of training. An initial appointment of less than 9 months may be allowed as
long as an assurance is included that the individual will be immediately reappointed in the sub-

sequent year so that the cumulative continuous training period is at least 9 months.

NRSA Limitations

No individual trainee may receive more than 5 years of aggregate NRSA support at the

predoctoral level and 3 years of aggregate NRSA support at the postdoctoral level, including any
combination of support from institutional and individual NRSAs. Any exception to this requires

a waiver from the IC based on review of a justification from the individual and grantee

organization. The grounds for approving extensions of support are as follows:

PHYSICIANS/CLINICIANS

Individuals requiring additional time to complete training, either as participants in a combined

M.D./Ph.D. program or as clinicians (e.g., physicians, dentists, veterinarians) who are complet-

ing postdoctoral research training, may anticipate favorable consideration of a request for waiver
of the time limitation. This action is contingent upon certification of the recipient's good aca-

demic standing and justified need for the exception to this policy.

INTERRUPTIONS (BREAK-IN-SERVICE)

Requests for additional time also will be considered if an event unavoidably has altered the

planned course of the research training; the interruption has significantly detracted from the na-

ture or quality of the planned research training; and if a short extension would permit completion
of the gaining as planned. Such events include sudden loss of the preceptor's services or an acci-

dent, illness, or other personal situation that prevents a trainee from pursuing research training in
an effective manner for a significant period of time. Requests for extension of support also will

be considered if a short additional period would provide the trainee an opportunity to use an ex-

ceptional training resource directly related to the approved research training program.

OTHER EXCEPTIONS

Requests that do not arise from circumstances covered in "Period of Support--NRSA Limita-
tions-Physicians/Clinicians" or in "Period of Support--NRSA Limitations--Interruptions

(Break-in-Service)" will be considered if they are accompanied by an exceptionally strong justi-

fication. Requests must be made in writing to the NIH IC by the trainee. The trainee's program
director and an authorized organizational official must endorse the request certifying the need for

additional support. The request must specify the amount of additional support for which approval

is sought.
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Initiation of Support

A Notice of Grant Award is issued to the gra_ee organization, normally for a budget period of

12 months. A prcdoctoral or postdoctoral trainee may be appointed at any time during the course
of the budget period for an appoinbnent period of 9 to 12 months, without prior approval by the
NIH IC.

At the time of the initial appoin_nent and subsequent reappointment, the training program

director must submit a Statement of Appointment Form to the NH-I IC. Addit/onally, a signed

Payback Agreement must be submitted for each postdoctoral trainee who is in his/her first 12
months ofNRSA postdootoral support. (See "Reporting Procedures--Statement of Appointment

(Form PHS-2271)" and "Reporting Procedrtrew--Payback Agreement (Form PHS-6031)" for

specific informstion on required forms) The Statement of Appointment Form includes
biographical data on the trainee madthe stipend level for the period of appointment. The stipend

is paid by the grantee Organization directly to the trainee.

Financial Provisions

Stipends

A stipend is provided as a subsistence allowance to help defray living expenses during the re-

search training experience It is not provided as a condition of employment with either the Fed-
eral Government or the grantee organization. Stipends must be paid in accordance with estab-

fished stipend levels. No departure from the standard stipend sckedule, as provided from the

gan_ may be negotiated by the grante_ organization with the trainee For appointments of less

than 12 months, the stipend will be prorated.

LEVELS

Stipend levels are published in the N/_H Guide for Grants and Contracts. That publication should

be reviewed for any changes to stipend levels.

Prebaec.aJ,aureate

Two separate levds are provided for trainees: Freshman/Sophomore or Jurdor/Sealior.

Predoctoral

One stipend level is used for all predoctora! trainees, regardless of the level of experience

PostdoqtoraI

The stipend level for the entire fn-st year of support is determined by the number of full years of

relevant postdoctoral experience at the time cf appoinmaent Relevant experience may include

researoh experience (including industrial), teaching assistantship, internship, residency, clinical
duties, or other time spent in a health-related field beyond that of the qualifying doctoral degree.

Once the appropriate stipend level has been determined, the trainee must be paid at that level for
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the entire period of appointment, The stipend for each additional year of NRSA support is th_

next level in the stipend structure and does not change mid-year.

STIPF.ND SUPPLEMENTATION

Trainees are supported for 12-month full-time training _pointments for which they receive sti.

pends to defray living expenses Stipends may be supplemented by an institution from non-
Federal funds provided this supplementatioa is without obligation to the trainee. An institution

can determine what ,m.ount of stipend supplementation, if any, will be provided according to its
own formally established policies governi-g stipend sEpport. These policies must be consistently

applied to all individuals in a similar _aiaing status regardless of the somme of. funds. Federal
funds may not be used for stipend supplementation unless specifically authorized under the terms

of the program from which fimds are derive& An individual may make use of Federal educa-

tional loan funds or VA benefits when permitted by those progrArn_ as described in "'Financial
Pmvisions---Stipends---Educatio-nl Loans or G. L Bill." Under no circumstances may PHS

fun& be used for supplementation.

STUDENT COMPENSATION

It is recognized that trainees as students may seek part-time employment coincidental to their

training program in order to offset their expenses tin'thor Funds characterized as compensation

may be paid to trainees only when there is an employer-employee relationship, the payments are
for services rendered, and the situation otherwise meets the conditio_ of the compensation of
students as detailed in "Cost Considerations_AllowabiRtyof'Costs/Activities--SelectedItems
of Cost----Salaries and Wages--Compensation of Students." Additionally, compensation must be

in accordance wi_ organizational policies applied comistenfly to both federally and non-
federally supported activities and must be supported by acceptable accounting records that reflect

the employer-employee relationship. Under these conditions, the funds provided as compensa-
tion (salary or tuition remission) for services rendered, such as teaching or laboratory assistance

are not considered stipend supplementation, and are alldwable charges to Federal grants, includ-
ing PHS research grants. However, it is expected that compensation from research grants will be

for limited part.tlme employment apart from the normal full-time training activities

Compensation may not be paid from a research grant that supports the same research that is part

ot'the trainee's p_--cd training experience as approved in the training grant applicatioa.

Under no circumstancesmay the conditionsofstipendsupplementationorthe servicesprovided

forcompensationinterferewith,detractfrom,orprolongthetrainee'sapprovedNP,SA training

program.InstitUtionaltraininggrantprogram directorsmust approve_11instancesof employment

on researchgrantsinordertoverifythatthecircumstanceswillnotdetractfrom orprolongthe

approvedtrainingprogram.

CONCURRENT BENEFITS

An NRSA may not be held concurrently with another federally sponsored fellowship or similar

Federal award that provides a stipend or otherwise duplicsms provisions of the NRSA.

202



EDUCATIONALLOANSOR G/BILL

An individual may accept con_Lrre.nt educational remuneration from the Department of Veterans

Affairs (GI Bill) and Federal educational loan funds. Such funds arc not considered suppleznenta-

tion or compensation. In the case of the MAKC-USTAR program, funds from a PELL grant may

be accepted as well

TAXABILITYOF STIPENDS

Section 117 of the Intm'nal Revenue Code appli_ to the tax treatment of scholarships and fel-
lowships. The Tax Reform Act of 1986, Public Law 99-514, affects the tax liability of all indi-

viduals supported trader the NRSA program Degree candidates may exclude from gross income

(for tax purposes) any amount used for course tuition and related expenses such as fees, books,

supplies and equipment required for courses of instruction at a qualified educational organiza-

tion Non-degree candidates are required to report as gross income all stipends and any monies

paid on thc'F behalf for course tuition and fees required for att_danc¢.

However, the taxability of stipends in no way alters the relationship bctwemz N-RSA i_inees and
organizations NKSA stipends are not considered salaries. In addition, trainees supported under
NRSAs are not considered to be in an employee-employer relationship with thv NIH or the

grantee orgA_!._ation solely as a result of the NP,,SA support

It must be emphasized that the interpretation and implementation of the tax laws are the domain

of the IRS and the courts. NIH takes no position on what the status may be for a particular tax-

payer, and it does not have the authority to dispense tax advice. Individuals should consult their
local IKS office about the applicability of the law to their situation and for information on their

tax obligations.

FORM1099

Although stipends are not considered salaries, the income is still subject to Federal and, some-
times, State taxes Such income may be rcpor{cd by the grantee organization on the IRS Form

1099, Statement of Miscellaneous Income. Normally, the bus_tess office of the grantee organiza-

tion writ be responsible for the annual preparation and issuance of the IRS Form 1099 for train-

eva. It should be noted, however, that grantee organizations are not required to issue the Form
1099, but it does serve as a useful form of documentation of income received and as a r_dndcr

to the trainee that some tax liability may exist. Trainees are reminded that, even tithe grantee
organization does not issue the Form 1099, they are still required to report NP_SA stipends as in-

come,

EMPLOYEEBENEFITS

Since NRSA awards arc not provided as a condition of =nployment with either the Federal gov-

ernment or the grantee, it is inappropriate and _,allowable for organL_ations to seek funds for or
to charge institutional training grants for costs that would normally be associated with employee

benefits (for example, FZCA, worknum's compensation, and unemployment insurance).
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Other Direct Costs

TRAINING-RELATED EXPENSES

Funds are provided to defray such tr_ir_ing costs as staffsalades, consultant costs, equipment,
resca_k supplies, staff travel, and other expenses directly related to t_ _g prog_m. F_mds
are requested and swarded as a lump sum on the basis of the predetermined amount per predoc-

toral and postdoctoral trainee approved for support. Levels are published in the N/H Guide for
Grants and Contracts Current levels arc found in Appendix H-2. Intev_tcd applicants should

consult the program announcement rcgardl-g the specific level for programs such as the short-

term training program, the MARC program, or the COIL program

Under exceptional circ_,m_rznces, which can include accommodating the disabilities of a trainee,

it is possible to rccDest institutional costs shove t_ standard level. _ucsts for additional costs
must be explained in detail and catefLdlyjustified in the application. Consultation with NIH pro-
gram staff in advance of such requests is strongly advised.

TRAINEE TUITION AND FEES

Tuition, fees, and hoalth insurance (self-only or family) _ allowable wainee costs only if such

charges are applied consistently to all persons in a similar training status at the organi_atior_

without regard to their source of support Tuition at the postdoctoral level is limited to that re-

quired for specific courses in support oft.he approved training program and requires prior ap-

proval of the NH-I IC. For the purposes of award, tuitio_ fees and health insurance arc awarded

together in a single budget category Funds are awarded based on a formula applied to the re-
quested level. The formula is described in Appendix H-2.

TRAINEE 7P,AVEL COSTS

If requested by the organ/zation, the N-IH IC may award _rant funds to cover the costs of trainee
travel, including attendance at scientific meetings, that the organization _ietermines is necessary

to the individual's tr_Hug. Funds may not be expended to cover the costs of travel between the
trainee's place of residence and the tTaining institution, except that the grantee organization may

authorize a one-way travel aUowance in an individual case of _tl"cme hardship.

In addition, support for travel to a research training experience away from the grantee organiza-
tion may be p_niitted. Research training experiences away from the parent organization must be

justified considering the type of opl_ortunities for train/rig av_iJ_ble, how these opportunities dif-

fer from those offered at th_ parent organ/zation, and the relationship of the proposed experience
to the traincc's career stage and career goals This type of research tr_n_.ng requires prior ap-

proval from the NIH IC. Letters requesting such training may be submitted to the NIH awarding

office at any time during the appointment pedod.

SHORT-TERM

The grantee may receive up to $125 per month to offset the costs of tuition, fe_, travel, supplies,

and other expenses for each short-term, health-professional research training position.
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Rebudgeting of Funds

TRAINEE-RELATEDEXPENSES

Rebudgetingoffundsawarded inlump sum fortraincc-mtate.dexpensesdoes notrequix_NM IC
prior approval.

TRAINEECOSTS

For the purposesofrebudgeting_trainee costsincludestipends and tuitionand fees(including

healthinsurance). These costs may not be usedforotherpurposesexcept under unusualcircum-
stancesand thenonlywiththepriorwrittenapprovaloftheNM IC.Unlesso_erwise restzicted,

mbudgeting into or within the stipends and tuition/fees categories is allowable without awarding
office prior approval.

TRAINEETRAVEL

For thepurposesofmbudgeting,traineetravelisnot consideredatraineecostand,therefore,

may be mbudgetcd intoany oth_rbudgetcategorywithoutNM IC priorapproval

Expenditure of Funds

Policiesincludedinthe applicablecostprinciplesand inthispolicystatementgoverntheexpen-

ditureof all training grant funds, unless otherwise indicated in the Notice of Grant Award.

Fac17iUes and AdministrabVe (F&A) Costs

The organS_tion,otherthana Stare,localorIndiantribalgovernment,willreceiveF&A costs

(.pmviomly"indirectcosts")at8 percentofmodifiedtotaldirectcosts(exclusiveoftuitionand

fees,healthinsurance,and expendituresforequipment)ratherthanon thebasisofa negotiated

rate agreement AppLications from State and local government agencies, except State universities

or hospitals, may receive full F&A cost reimbursement.

Program Income

Applic_ts for NIH research grants,includingtralnlnggrants, arc required to include in thcLr
grant applications an estimate of the amount and sourceof program income expected to be

gcneratod as a result of the project for which suppoxt is being sought. See "Admires" _zative
gequirements--Managcmcat Systems and Procedures--Program Income" for policies that

govern the treab0aent of program income.

Reporting Procedures

The following documents arc critical to the process of establishing the payment of stipends and
other costs as w-eLlas the determination of possible payback service. Failure to submit the re-

quired forms in a timely manner may restLlt ht an expenditure disallowance or a delay in any con-

tinuation funding
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Statement of Appointment (Form PHS 2271)

GRANTEESUBMISSION

The grantee must submit this form to the NIH awarding office prior to or at the start of each

trainee's appointment or reappointment. No stipend or other allowance may be paid until the

appointment form has been submitted. If the support covers the individual's initial 12 months

of postdoctoral support, a signed Payback Agreement also must be submitte& It is important to
note that the information on the Statement of Appointment and _ Termination Notice is the ba-

sis for determ_,._Ation of the length or amount of an iz_lividual's payback requirement. An accu-

rate socia| sec_ty number should be included on the Ststea_nt of Appointment and all other
documents. The program director and the organizational financial officials should coordinate the

information reported on the Statement of Appointment. It should be treated as a financial docu-
ment for obliffating funds (stipends), which later are reflected on the Termination Notice and as

part of the total costs in the Financial Status Report. A supply of Statement of Appointment

Forms (PHS 2271) is provided to the program director bythe NH-I IC.

INTERIMREVISIONS

Any changes or corrections involving a trainee appointment under an institutional grn_t, such as

name, permanent mailing address, period oftr_,in_._, or stipend support, must be reported by the

training program director to the awarding Office on art amended PHS-2271 at the time oft.he
change.

Payback Agreement (Form PHS 6031)

A National Research Service Award Payback Agreement that covers the uxitia112 months of

NRSA postdoctoral suppo_'t must be signed by each postdoctoral individual. If the individual has
already received 12 months of postdoctoral support under any NRSA training grant or fellowship

award, this form is not required. No Payback Agreement is require d for prech3ctoral or prebacca-
laureate trainees. For details on NRSA payback, see "Payback Reporting Requirements for Re-

cipients."

Termination Notice (Form PHS 416-7)

The Termination Notice is the basis (along with the Statement of Appointment Form) for validat-

ing the tectalperiod ofNRSA suppo_ and establishing the amount ofpayback obligation (if any)
for each NRSA trainee. For an institutional award, the NIH IC sends the program director a sup-
ply of Termination Notices on an ,nMual basis. The program director is respons_le for the sub-

mission of a Termination Notice on each trainee immediately upon the termination of his/her

support. The lack of timely and accurate ,information on this form could adversely aRea the pay-
back process.

Consecutive Support

If a trainee switches from one NKSA grant mechanism to another (e g., f_om an individual
fellowship to a training grant) or from one NTH awarding office to another, the requirement for
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paybackservice_ucun-cd is deferred until the total NRSA support is completed. All Statement of

Appointmmtt forms are reviewed to dcterm_n¢ ifpr_rJous NRSA support has been provided.

Progress Reports, Financial Status Reports, and Changes in the Project

Progress Reports

Progress rcpozts must be submitted with all app]icatioRs for noncompeting continuation support
in accordance with the instructions accompanying the application forms Incomplete or

inadequate progress reports may be returned for revision and may r=sult in a delay of continued

support. In addition, if continued funding is not being provided, a _nA! progress report must be
submitted to the H[[-_ awarding office x,dthi_ 90 da_s a_er the end of _ _0_1 l_dget pe_od of

the project period.

Financial Status Report (FSR)

An ann_al FSR is required for all institutional grants no later than 90 days after the close of each
budget period. This report will document the financial status of the grant according to the official

accounting records of the grantee organization Trainee stipends and tuition a/e obligated for the

full 12-month appointment from the budget period in which the appointment is initiated. Portions
of stipends and tuition that extend beyoad the budget period are carried over as unliquidated ob-

ligations. However, ffthe report covers the final budget period of the project period, it must have

no m_ltc_Edstedobligations and must indicat_ the ¢xsct balance of unobfigated funds.

Changes in the Pmjeat

Changes in the program objectives as they relate to the area of research training for which the
grm_.twas approved require prior approval from the N]H IC

Where absence of the program director is expected to exceed a continuous period of more than 3

months, plays for the conduct of the program during his or her absence must be approved in writ-

ing by the NIH IC. Any proposed change of program director must be requested by the grantee

organi_ation and be approved ia writing by the awarding office following rev/ew of the nomi-

nee's qu:_llflcations and re-evaluation of the project in the light of the proposed change

Institutional NRSAs may not be transferred from one domestic organizati6n to another except
under the most unusual cLrcumstanees Such a change will generally be approved by the NTH IC

only if all of the major benefits attributable to the original grant can be transferred and there is no
negative impact on trainees active in the program.

Other Terms and Conditions

Leave

VACATIONSANDHOLIDAYS

Trainees may receive the same vacations and holidays available to individuals in comparable
tr'aining positions at the grantee OrganiTati0n. Trainees shag continue to receive stipends dating
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vacations and holidays. At academic institutions, the time between semesters or academic quar-

ters is genemUy considered an active part of the training period.

SICK LEAVEAND OTHP.RLEAVE

Trainees may con_iuue to r_ceive stipends for up to 15 cal_sr days of sick leave per year. Un-

der exceptional circ .umstsnces, this period may be extended by th_ NIH IC in response to a writ-
ten request Rum the training program dir¢ctor countcrsJgn_l by an authorized organ;T arlene1 of.

ficial. Sick leave may be used for the medical conditions related to pre_A-cy and childbirth.

PARENTALLEAVE

Trainees also may receive stipends forup to 30 calendar days of parental leave per year for the
adoption or the bh_h of a child when those in comparable training positions at the grantee or-
ganization have access to paid leave for this purpose. Either parent is eligible for parental leave

The use ofparental leave must be approved by the tr_.;n;-g program director.

A period of terminal leave is not p=_nitted and payment may not be made from grant funds for
leave not taken.

UNPAIDLEAVE

Individuals _ _tanded periods of _m¢ away from _dr research trainin_ experience,
which could include more th_n 15 calendar days of sick leave or more than 30 calend_r clays of

parental leave, must seek approval from the NIH IC for an unpaid leave of absence. Approval for
a leave of absence must be requested in advauce by the training grant program director and be

countersigned by an authozized org_n;_ational official

During a leave of absence, documentation to suspend the period of appointment must be com-

pleted by submitl_g an amended Statmnent of Appointment 1;orm and a Termination Notice.

These forms should be submitted to the NIH IC at the beg;n-_ng of the leave. At the resumption

of NRSA support, the reappointment must be documented on another Statement of Appointment
]Fot'm.

Termination

An institutional brRSA may be te,w;nated prior to its normal expiration date by NIH if R is

found that therecipient has materially failed to comply with the trams and conditions of the

award or to can7 out the purpose for which it was made. In the event an award is terminated for
cause, the IC _h_11notify theswaddle in writing oft.his determination, the reasons therefore, the

effective date, and the right to appeal the decision An award also may be tcnn_ted by _ at

the request of the recipient.

Publications

Trainees arc encouraged to submit reports of their findings for publication to the joun_s of their

choice. Responsibility for direction of the project should not be ascribed to NIH. However, NIH

IC support must be acknowledged by a footnote in language similar to the follo_dng: "This in-
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vesfigation was supported by National Institutes of Health, National Research Service Award

(number) from the (n_e ofNIH IC)." In add3tion, H_S funding must be acknowledged as pro-
vialed in "PublicPolicyRequirements and Objec_ves--Availabilityof Inforr_tion_

Acknowledgmen_ of Federal Funding."

Copyright

Except as otherwise provided in the conditions oftha award, when publications or similar copy-

rightable materials are developed fro m work supported by NH-I, the author is free to arrange for

copyright without NIH IC approval Any such copyrighted m_tedal shall be subject to a royalty-
free, nonexclusive, and irrevocable license to the Government to reproduce them, translate them,

publish them, use and dispose of them, and to authorize othcrs to do so for Government pur-

poses

Patents

As specked in 45 CFR Part 74 and m 37 CFR 401. l ('o), training grants fondcd by _ ere not
subject to invention reporting rcquiremcRts. NIH has no rights to shy inventions or any income

restflting from inventions conceived or first actually reduced to practiceduring the course of a

t__in|'ng grant.

Data Sharing

NIH policy is to make available to the public the results and accomplishments of the activities
that it funds in a timely manner. Therefore, it is incumbent upon the program directors and _zain-

ees to make the results and accomplishments of their NRSA institutional training grant activities
available to the public. The grantee organization should place no restrictions on the publication

of results dmt would conflict with this policy.

Disposition of Professional Fees

Fees resulting from clinical practice, professional consultation, or other comparable activities

performedpurm,_nttothepurposeoftheawsrd may notbe rstaittedby thetrainee.Such fees

will be assigned to the grantee org_-;Tation for disposition in accordance with. _ policy on

program income (see "Administrative Requiremcnts_Management Systems and Procedures--

Program Income"). The term professional fees does not apply to honoraria, fees for scholarly
writing, delivery of occasional outside lectures, or service in an advisory capacity to public or

private non-profit organizations. Ifpermitted by organizational policy, these fees may be retained

by the awardee.

Human Subjects/Animal WelfarelRecombinant DNA Molecules

HUMAN SUBJECTS

InstitutionalNRSAs involvinguse ofhuman subjectsmust comply withthe requirementsfor

theirprotection(see"'PublicPolicyRequirementsand Objectives--RequirementsAffectingthe

Rightsand WelfareofIndividualsasResearchSubjects,Patients,orRecipientsof Services--

Human Subjects."Iftheapplicantorganizationhas an approvedAssuranceofCompliance on file
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with Office for Human Research Protections (OHRP) but, at the time of application, plans for the
involvement oflmmau subjects are so indefinite that Institutional Review Board (]RB) review

and approval are not feasible, the applicant should check "Yes" and insert "Indefinite" on the
face page of the application. If an award is made, haman subjects may not be involved until a

certification of IgB approval or designation of exemption has been submitted.

In many instances, trainees ,supported by institutional _P,.SAs will be participating in research
supported by research project grants for which the IRB review is already completed or an ex-

emption is already designated. This review or exemption designation is su_cient, provided the
research would not be substantially modified by the participation of a trainee. The appropriate

grants must be identified along with their IRB review dates or exemption designation.

For additional information on bnm_n subjects requirements, refer to the PHS-398 or contact
01-12_ (see Part m for contact infommtion)

VER_A_. ANIMAL$

Institutional NRSAs involving use of vertebrate animals must comply with the requirements for

their protection (see "Public Policy Requirements and Objcctives---,_nimal Welfare").

If the applicant organhmtion has an approved Assurance of Compliance on f'de with OLAW but,

at the Kme of application, p1ans for the involvement of vertebrate animals arc so indefinite that
Institutional Anir.a] Car_ and use Committee (IACUC) review and approval are not feasible, the

applicant should check '_res" and insert "IndeRn_tc" on the face page of the application. If an

sward is made, vertebrate animals may not be inv01ved until verification of the IACUC approval
date has been submitted to the NIH IC.

In many instances, trahxees supported by institutional training grants will be participating in re-
search supported by researoh project grants for which the IACUC review is already completed.

This review is sufficient, provided the research would not be substantially modified by the par-
ticipation of a trainee The appropriate grants must be identified along with their IACUC r_view
dates

l_or additional infonnation on vertebrate animals, refer to the PHS-398 or contact OLAW (see

Prom).

RECOMBINANT DNA MOLECULES

Institutional NP-,SAs involving use of recombinant DNA, molecules must cornply with the re-

quirements of the NH-I Guidelines for Re,search Involving DNA Molecules (see "Public Policy

Requirements and Objectives--Ethical and Safe Conduct in Science and Organizational Opera.
tionsqRecombinant DNA Molecules." The Guidelines, awlhble from the Office of Biotechnol,

ogy Activities, NIH (see Part HI), should be consulted for complete requirements forthe conduct

of projects involving recombinant DNA techniques.
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Payback Reporting Requirements for Recipients

General

The NRSA legislation requires some recipients of support to pay back the Fed_al Government

by enga_n$ in health-related biomedical or behavioral research, including the direct admini._tra-

tion or review of health-related research, health-related teaching, or any combination of these

activities. Recent policy changes have SjLmificautly broadened the definition of"health-related."

See "Payback--Servioe Payback--Definitions" for a compI_te interpretation

The National Institutes of Health Revitalization Act of 1993, signed into law on June I0, 1993,

includes provisions in Section 1602 that suhstautially modify the service payback requLrmnent

for individuals supported by the NKSA. For research training grants, these new ]provisions are
applicable to all new appointments or re-appointments on or after June 10, 1993. For individual

fellowships, these provisions apply to all fellowship awards be_n;-g on or after Yune 10, 1993.

]:or competing fellov_ships, the award begin_!ug date refers to the awarii activation date

An individual who was appointed to a research tra/ning grant or who had a fellowship award ac-
tivated before June 10, 1993 would be governed by the service payback provisions in effect at

the time of the appointment or award until the end of that appointment or budget period.

Implementation

The incurrence era payback obIigation for an NRSA recipient is sole!y dependent upon when

NRSA support was received.

Pdor to August 13, 1981

Prior.toAumlst 13.,.1981(enactmentoftheOmnibus ReconciliationAct),a payback obligation

existedforallprebaccalaureate,predoctoml,and postdoctoralsupportreccivvd.

Effective August 13, 1981

Effective August 13, 198 I, a 12-month legislative allowance wai .xdng payback obligation for the
first 12 months of support was enacted for an predoctoral and postdoctoral lxainees/fdlows. This

legislation provided that all Wainees/fsllows who were not m delinquent status on that date re-
ceive the allowance (Sis was retroactive to the beginning of the NRSA p/ogram). Individuals in

dclinquant status continued to have a payback obligation fo r all support received. This legislative
change also eliminated the paybaok obligation for prebaccalaureate recipients

Historically, short-term trainees supported by _e T35 mechanism (NRSA Short-Term Troin.ing)

incurred no payback obligation. However, for short.term trainees supported w/thin a '1"32pro-
gram, the period(s) of support accrued and _Rimately counted toward the total b_LSA support,
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Effective June 10, t993 (NIH Revitalization Act)

PREDOCTORAL RECIPIENT8

1_orpredoctoral try;noes beginning appointments and for predoctoral fcUows activating awards

on or after tune I0, 1993, no payback obligation is incurred. Thus a Payback Agreement Form

(PHS 6031) is no longer required

POSTDOCTORAL RECIPIENTS

For postdoctoral recipients, a pa3/back obligation is morn:red for the first 12 months of NRSA

support with the 13th and subsequent months of postdoctoral support serving to pay back this
obligation on a month-by-month basis A Payback Agreement Form (PHS 603 l) is still required

but only for the initial 12-month postdoctoral support period.

The _quirmnents established by the Revitalization Act also provide that the 13th and subsequent

months of postdoctoral l_lSA-supported research tz'ainln_ W_ be used to discharge any prior

postdoctoral HRSA service payback obligation. See "Paybsck--Scrvic¢ Payback--Initiation of

Payback Service" for detailed changes effective With the Act.

SHORT-TERM TRAINING

Any .prcdoctoral short-term training does not incur a payback obligation. Postdoctoral short-term

training incurs a payback obligation. Any support accrues along with any subsequent postdoc-
toral support uutil the first 12 months is established. At that point, the 13tb.and subsequent

months of support serve to offset the obligation on a month-by-month basis. _ file event that

subsequent postdoctoral support is not received, the individual has an obligation to pay back in
the traditional manuer.

Payba_

The _ awarding office generally assumes responsibility for handling payback activities once
the Term;nntion Notice has been submitted and accepted. For some awarding offices, the

_,,SA Payback Service Center assumes this rcspons_ility. Established in the National Institute

of General Medical Sciences, the 1_ayback Service Center personnel arc NIH's cxp_ m the

NIISA payback arena. For those awarding offices participating in the Center, the authorities
norma]ly delegated to the IC arc automatically delegated to the Chief, _LSA Payback Service
Center.

Most ],_SA recipients eventuaUy fulfill their payback obligation by engaging in activities that
are determined to be acceptable service Some recipients fidfill their obligation via financial pay-

back. On rare occasions waivers of the payback obligation am granted.

As indicated in '_ayback Reporting Requirements for Recipients--Implementation" the amount
ofa payback obligation incurred is solely dependent upon when NRSA support was rec=ived.

Timing of NRSA support also is a factor with respect to the type of service that qualifies as ac-

ceptable paybaok.
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Service Payback

DEFINITIONS

Forlhe puspos¢ of fulfilling the NRSA service payback obl.igation, the following det%it/ons ap-

ply:

_e, yearc_

ReSearch is defined as an activity that involves the design of expcrknents, development of proto-

eels, and collection and inte_retation of data. In addition, review of original research or admini-

stration of original research that includes providing scientific direction and guidance to research

may be acceptable if a doctoral degree and relevant research experkmce is required for individu-

als filling such positions. Such research can be conducted in an academic, government, commer-
tied, or other environment in either a foreign or domestic setting.

In addition, when consistent with the cumulative amount, type, and frequency of research or re-

search training experiences, functions that involve analytic or other technl.cal activities conducted
indirectsupportofresearcl%asdefinedabove,alsowillsatisfytheset'vicepayback obligation.

Teaching

Teaching is an instructional activity that takes place in an organized educational or otherinstruc-

tional environment. Activities classified as teaching arc generally carried out in a formal didactic
setting but other activities will be considered if they are consistent with the certifFing institu-

tion's policy on the definition of teaching responsibilities. Such teaching can be conclucted at

universities, professional schools, research institutes, teaching hospitals, primary schools, secon-

dary schools, or colle'ges, When calculating hours of teaching per week, it is permissible to in-
elude 3 hours ofprepazation time for each hour of direct instruction. Acceptable teaching activi-
ties must have a biomedical or health-related relevance

,.Health-Related

Thisincoipofatesabroad rangeofactivitiesrdatedtothe description,diagnosis,prev_tion,or

treatmentofdiseasefrom themost basicbiomedicalorbelmvioralresearchtothemost appliedor

clinical research. In addition to fields usually considered to be directly related to human disease,

activities in other fields such as agriculture, env/ronmental sciences, biotechnology, and bioengi-

neering also wig be considered health-r¢lated.

TIME COMMITMENT

AI1 acceptable activities must be undertaken for periods that average at least 20 hours per week

Total employment in such activities averaging less than 20 hours per week cannot be 'counted
towar& fulfilling the obligation except in cases of disability or other pressing personal or family

circumstances, such as child cats oz elder care responsibilities. It is not permissible for individu-

als otherwise engaged in full-time employment to engage in service paybaek activities at effort

levels below 20 hours per week.
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Iflessthan20 hom-scommitment perweek ispermitted,thetotalperiodof serviceobligation

willbe prorated,For example,an individualwho owes 12 months of serviceand can devoteonly

10 hours per week to service payback activities due to a disability will be required to engage in

such service for 24 months. These exceptions are rare and must receive prior approval from ttc
NIH IC.

INITIATION OF PAYBACK SERVICE

A_uvvOrt Received Prior to NIH Revita, lization.Act

For NR.SA l_cipients who incurred a payback obligation from support received prior to June 10,
1993, payback service must be performed following completion of NRSA support. No amount or

type of activity prior to or during the period of NRSA support will satisfy the NRSA service
payback obligation. However, payback service may be initiated immediately after termination of

NRSA support if the research or teaching activities meet the criteria cited in "Payback Reporting
Reqttiremcnts for Recipients--Payback--Defmitions"

,_upport.Received Post-N1H Revitalizaffon Act

Be_n-lng with swat& made under the authority of the _ Revitalizatiun Act (appointments on

or ai_r June 10, 1993), service payback obligations for postdoctoral recipients may be dis-

charged in the following ways:

+ By receiving an equal number of months of postdoctoral NRSA support beginning in the

13th month of such postdoctoral NRSA support;

• By engaging in an equal number of months ofl_ealth-related research, trai-iug and/or teach-

ing averaging more than 20 hours per week.

Trainees and fellows be_--_ng appointments for the 13th and subsequent month ofpostdcc-

tend NRSA support on or after June 10, 1993 will be engaging in service tlmt also satisfies

prior postdoctoral NRSA service paybsck obligation. Post-award service in non-HRSA sup-

ported health-related research, training, and/or teaching is creditable toward any NRSA ser-

vice payback obligation.

Individuals who have completed their predoctoral N.RSA training and have an existing
_SA service payback obligation are still required to engage in service payback or make fi-

nancial repayment. Postdoctoral I_SA support may not be used to satisfy an existing pre-

doctoral payback obligation.

SOURCE OF FUNDING

The sourceoffundssupportingan individual'sservicepayback activityisnotrestrictedbeyond

thefactthat,forpredoctoralpsyback activities,itmust notbe supportedby NRSA funds.An in-

dividualcouldbe supportedby a PHS grantorfrom any non-NRSA Federalornon-Fcdet'al

source Unpaid service also is permitted.
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TIMINS OF SERVICE OBLIGATION

An individual must begin to undertake ttm payback service requirement with.in 2 years after the

ter_-_tion date of the' individual's NRSA support unless an extension of time to begin payhack

has be, n approved by the NIH IC (see "PaybackmExtensions of Payback--Extensions of the 2-

Year Period to laitiate Payback").

Alternative Service

Alternative service in lieu of research and teaching was deleted by the Omnibus Budget Recon-

ciliation .A_ of 1981 Individuals who entered the NRSA program on or af'mr August 13, 1981,

the datethe Act was signed,arcnot eligibleforalternativeserviceIndividualswho enteredthe

NRSA beforeAugust 13,1981 aregovernedbythe alternativeserviceprovisionsineffectwhen

their appointment started. Additional information concerning alternative payback service is

availablefrom the NIH IC

Financial Payback

POLICY AND PRINCIPAL CALCULATION

Ifany individualtowhom therequirementforserviceisapplicablefailstoundertakeorperform

such services, the United States Government shall be entitled to recover from the individual the

amount determined in accordance with the following formula plus interest:

A--o (t-s)
(0

Where "A" is the mount the United States is entitled to recover, "O" is the sum of total amount

paid to the individual under the National Research Service Award support, '_t" is the total number
of months in service obligation, and "s" is the number of months of such obligation served

The total paid to the individual under institufioval grants and individual awards at domestic, non-
fedmxl sponsoring institutions is considered tO be thestipend only. The total paid an individual

undera fellowshipaward ataforeignSponsoringinstitutionincludesthepayment forthe round-'

triptravelcosts.The totalpaidan individualunder a fellowshipaward at,a Federalsponsoring

institutionincludesany money expended from theinstitutionala11owanceprovidedforsuchpur-

posesas health insurance, travel, tuition, and fees.

INTEREST & INTEREST RATE CALCULATION

NIH computes interest on the principal amount be_ on the date the U.S became entitled to

recover stipends. The interest rate is the ram fixed by the Secretary of the Treasury after taking

into considmation prevailing consumer rates ofintvrcst Accordingly, interest may be accruing
on any NRSA obligation if the 2-year grace period has passed, or if deferment has expired, or if

service has terminated before completion of the payback obligation. The Department of the

Treasury_rtifies NRSA interestrateson aquarterlybasisInterestiscomputed on a360 day-a-

year basis and is applied throughthe date of receipt Any outstana_- s amount will continue to
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bearinterestattheinitialrateset by the Secretary of the Treasury until financial payback is com-

plete

Determination of the "date" which sets the applicable rate of interest is dependent upon the type

of NRSA account received for collection. If financial payback is volunm-y, the signatm_ date of
the notification of voluntary payback is the date tlmt determi,_es the interest rate as well as the
initiation of the 3.year repayment period. If financial paybaek is involuntary, the date which de-

temxin_ the interest rate and the 3-year zepayment period is the date of expiration of the 2-year

period following the term_tion of NRSA support. For example, ifdur_ June 1998, O_VI re-

ceived an account reflecting January 31, 1996 as the termination date of NRSA support, the

Government, lacking any documentation to the contrary, becomes entitled to financial payback

effective February l, 1998. The rate of interest applicable is determined based on the February I,

1998 date and the total _RSA obligation is required to be _lfilled by January 31, 2001

The amount to be recovered financially, as dete_ed from the Term_tion Notice plus appli-

cable interest, shal| be p_d to the Umted States within the 3-year period following such date.

Extensions of Payback

The NRSA l_gislationand the implementing regulation(42 CFR Part 66) exceptions to certain

requirementsun_r theAct.

EXTENSIONS OF THE 2 YEAR PERIOD TO INITIATE PAYBACK

Frequently, an Annual Payback Activities Certification (APAC) (Form PHS 603 I-I) is returned

requesting an extension of the 2-year period to initiate paybaok. Indication of valid plnrLq to initi-
ate payback soon after the 2-year grace pedod may be good reason to grant an extension.

BASIS FOR _-EN$iON$

The NH-I IC may extend the period for undertaking paySack service oi: permit breaks in continu-
ous service. These determinations are based on the following criteria:

* an extension or break in service is neoessary so the individual may complete his or her re-

searchor clinical training;

• the jndividu_ is _-_ble to complete the r_luirementswitM- the specified period because o£a

temporary disability; or

completion by the individual of the requirement within the specified period would involve

substantial hardship to the individual and that failure to extend the period would be against

equity and good consciemce,

Reasons for an extension or break-in-service include such )h;.gs as completing residency train-

ing, where clinical teaching or research are not an integral pa._ of their training, or individuals
seeking employment that would fulfillthepaybsck requirements.
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Requests must bc made in writing (separate letter or AP.AC) to the N]H IC, specifying the need

for additional time and the length of the required extension.

EXTENSION70 COMPLETEPAYBACKSERWCE

The awardm"g office may approve or disapprove requests to extend the period ofpayback service

or permit breaks in continuous service Decisions to permit breaks in service are based on the

criteria described in "Payback--Extcnsions of PaybackbBasis for Extensions"

Waiver

Poucy

The NP-,SA legislation and the implementing regulation (42 CFR. Part 66) exceptions to certain

requirements under the Act For waiver requests, NIH may waive, in whole or in part, the pay-
back obligation, upon determination that compliance by the individual is impossible or would

involve substantial hat&hip, and ¢uforcemcnt of the obligation to that individual would be

against equity and good conscience.

WAIVERCRITERIA

Requests for waivers should be made in writing to the NIH IC and explain the need for the

waiver according to the following criteria.

• Compliance by an individual will be deemed impossible if the individual is permanently

and totally disabled;

• In determining whether compliance would involve substantial hardship to the individual

and would be against equity, the IC shelf take into consideration:

_' tli¢ individual's financial resources and obligations at the time of request for a waiver;,

_' the individual's estimated future financial resources and obligations;

)> In _ cases, the followin_ also might be considered:

• the reasons for the individual's failure to complete the requirements within tl_e

preach'bed period, such as problems of a personal nature;

• the extent to which tlc individual has engaged in payback activities;

• whether the individual has received sufficient training to be qu_ficd to perform

such activities;

• the lack of employment opportunities appropriate to the individual's education

and training; and

- any other extenuating circumstauces.
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Any obligation of any individual towaxd psyback will be canceled upon death of the in-
dividual

Certification of Payback Activities

Annual Payback Activities Certification (Form PHS 6031-1)

ANNUALCERTIFICATION

Payback service is certified through the use of the An-usl Payback Activities Certification

(APAC) (Form PHS 6031-1). Individ_l_ with an outstanding payback obligation must complete
an APAC _,m_ny until their payback obligation is fid_fiJled,

The APAC is sent by NH-I appro_;m_tely one year m_terthe completion of NKSA support, ff an

individual has incurred a payback obligation. Payback service may be initiated wjthin the first 12

months oft_minatiou ev_ though trahiees/fellows have up to 24 months to initiate payback.

There is no penalty to those individuals who do not initiate payback withint_e _rst 12 months;
however, it is critical that they complete an APAC form to minute contact is maintained and ad-
dresses are _L

On this form, the individual will report the activity ha which he or she was engaged for the pre-
ted/rig 12 months, within the specified reporting period. These forms are to be returned within

30 days of the reporting period end date to:

Data M_n_gcment Control Section, OER
National Tnstitutes of Health

Roddedge IL Room 1010

6701 Rock.tedge Drive MSC-7715
Beth_da, MD 20817-7715

Forms are then forwarded to the NIH IC, which will then review theactivity and make a decision

on its acceptability and inform the _ormer trainee/fellow of the decision. This process will con-
tinue annually until the individual's to_l payback obligation is satisfied.

CHANGEOFADDI_S8

Any change it the mail;ng address of a NRSA recipient must be reported promptly to the award-

ing office until the s_vice obligation is Tully discharged. Notification of changes can be made by

letter, t_Icphone, fax, or e-marl.

Breaks in NRSA Support

Sometimes a trainee/fellow will have a period ofnon-_]'RSA support between two NRSA
awards. An appropriate activity performed during this period of time may count for payback

purposes toward the first NRSA award. If the non-support period is 6 months or longer, the indi-
v|dual receives an APAC form through the regular mechanism. However, if the brvak is less than

6 months, aa APAC will not be automafically marled. If acceptable payback service was per-
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formed during the break, the individual may complete an APAC, which can be obtained from the

NIH IC, to document the payback service

National Health Service Corps

Occasionally, an NRSA recipient may have been a National Health Service Corps (NHSC)
scholar Legislation provides authority for holders of both awards to pay back the obligation of

the two sources of support concurrently Therefore, activities that qualify as NRSA payback also

serve as payback for the NI-ISC obligation However, no legislative allowance is provided for
NHSC service, e g, 36 months of NRSA support (prior to June 10, 1993) and 36 months of

NHSC support would require 24 months ofNRSA payback service and 36 months of NHSC

service, respectively The NIH IC monitors both obligations until they are both satisfactorily

completed
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APPENDIX I1-1

RECEIPT, REVIEW, AND AWARD SCHEDULE

Application Receipt Dates Review and Award Schedule

All Institutional National Scientific Merit Advisory Council
Research Service Awards* Review Review Earliest Award

January 10 June/July September/October December

May 10 October/November January/February April

September 10 February/March May/June July

Individual National Re- Initial Review Dates Range of Likely
search Service Awards Start Dates

(Fellowships)

April 5 June/July September/December

August 5 October�November January/March

December 5 February�March May/July

The ICs review T32 applications either once or three times per year. A listing of
the ICs, specifying the receipt date(s) associated with their application review, is
provided below.

Institute/Center Application Receipt Date(s)

NCCAM Jan 10, May 10, Sept 10

NCI Jan 10, May 10, Sept 10

NCRR Jan 10, May 10, Sept 10

NIA May 10

NIAAA May 10

NIAID Sept 10

NIAMS May 10

NICHD May 10

NIDA May 10

NIDCD May 10

NIDCR Sept 10

NIDDK Jan 10, May 10, Sept 10

NEI May 10

NIEHS May 10
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NHLBI

NHGRI

NIGMS (postdoctoral training grants)

N IGMS (predoctoral training grants)

NIMH (except Office of AIDS
with three dates)

NINDS

NINR

May 10

May 10

Jan 10

Jan 10, May 10, Sept 10

May 10

May 10

May 10

Applicants are encouraged to conf'mn the application receipt dates by calling the appropriate IC

Review Office Specific NRSA programs may change their receipt dates to complement IC
workloads
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APPENDIX 11-2
NRSA FINANCIAL PROVISIONS

Costs are normally provided based on a 12-month budget period. Awards for less than 12 months

are prorated accordingly.

STIPENDS

Armual stipend levels apply to all individuals receiving support through institutional or individ-
ual NRSAs. Stipend levels are published in the NIH Guide for Grants and Contracts. These lev-

els also apply to Minority Access to Research Career (MARC) and Career Opportunities in

Health (COR) programs. Supplementation, or retroactive adjustments, with NRSA funds to ac-

commodate changes in stipend levels is unallowable. Note, the annual level for postdoctoral re-
cipients is determined by the number of full years of relevant postdoctoral experience at the time

of the appointment/award.

TRAINING-RELATED EXPENSES (TRE) Institutional Training Grants

Sometimes referred to as "Above the Line Costs" or "Other Expenses", TRE funds are awarded

to help defray the costs of other training-related expenses such as staff salaries, consultant costs,

equipment, research supplies and staff travel. TRE is generally requested in a lump sum, based
on the number of trainees requested in the application, and entered on the budget page without

further stipulation. Current levels are up to $2,000 per year for each predoctoral trainee, and up

to $3,000 per year for each postdoctoral trainee. The training-related expenses for specialized

programs, such as MARC and COR, are referenced in the specific program announcements.

INSTITUTIONAL ALLOWANCE---Individual Fellowships

Provided annually to help defray the costs for the individual fellow. "Individual NRSAs (Fellow-

ships)--Financial Provisions--Other Costs--Institutional Allowance" describes in detail what

are considered acceptable costs for sponsoring institutions for individual fellowships depending
on the training site. The institutional allowance is a fixed amount. Expenditures under institu-

tional allowances are not subject to NIH prior approval requirements (as specified in Subpart A

of this Part), and the organization is not required to account for these expenditures on an actual
cost basis. However, NIH policy governs the type of expenditures appropriate for the institu-
tional allowance.

Beginning with awards made with FY 2001 funds, whether competing or noncompeting, and un-
til the allowance level is changed, an institutional allowance will be provided for each year of the

fellowship as follows:
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Predoctoral

Up to $4,00024. Note, many ICs provide individual predoctoral fellowships with a reduced insti-

tutional allowance (usually $2, 500) since costs for tuition, fees and health insurance are awarded

separately. Specific program announcements and/or ICs should be contacted for guidance.

Postdoctoral

$5,000 per 12-month period (for fellows at non-Federal, non-profit, or foreign institutions).

Up to $4,00025 (for fellows at Federal laboratories or for-profit institutions).

For postdoctoral feUowships, tuition and fees (except health insurance), when applicable, are no

longer included as part of the institutional allowance. That cost is awarded in accordance with
the tuition policy described below. The cost of health insurance is a charge to the institutional
allowance.

TUITION AND FEES

Reference: NIH Guide for Grants and Contracts, Vol. 28, No. 51, December 23, 1999

In FY96, NIH instituted a new policy for funding tuition costs. Note, applicant institutions are

instructed to continue to request the full amount of these costs in competing applications.

NIH IC staff will apply the formula at the time an award is calculated. The formula is used
for award calculation only. Actual reimbursement is not limited to the formula. Funds are

awarded in a sum. Unless otherwise restricted, grantees may apportion funds as best meets their
actual needs for tuition and fees.

Institutional Grants

For competing and noncompeting awards issued in FY 00 and until changed by NIH, the com-

bined costs of tuition, fees and health insurance are funded at the following per trainee rate:

100% of all costs up to $3,000 and 60% of costs above $3,000. Future years provide no escala-
tion.

Individual Postdoctoral Fellowships

For competing and noncompeting awards issued in FY 00 and until changed by NIH, when ap-

plicable, tuition and fees (excluding health insurance) are funded at the following rate: 100% of

all costs up to $3,000 and 60% of costs above $3,000. Future years provide no escalation. For

postdoctoral fellowships, health insurance will continue to be paid as part of the institutional al-
lowance.

24This change was effective at the beginning of FY 1997 for new, competing fellowships.
This change was effective at the beginning of FY 1997 for new, competing fellowships.
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Individual Predoctoral Fellowships

Payment of tuition and fees (including health insurance) varies among the NIH ICs. Therefore,

specific program announcements and/or awarding offices should be contacted for guidance.

When tuition and fees and health insurance are awarded as a separate cost, (for competing
awards issued in FY97 and until changed by NIH), this cost will be funded at the following

rate: 100% ofaU costs up to $3,000 and 60% of costs above $3,000. Future years provide no
escalation.

• Non-competing awards funded in FY97 will continue to be reimbursed at previously estab-
lished levels.

SHORT-TERM TRAINING--Students in Health Professional School

Most short-term trainees are funded at the predoctoral stipend level prorated for the number of

months of support. Up to $125 per month for each participating student may be requested to
defray other costs of training such as staff salaries, consultant costs, research supplies, tuition,
and travel. Some NIH ICs provide short-term training at the postdoctoral level as well. Specific

program announcements and ICs should be contacted for guidance.
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APPENDIX 11-3
NRSA FORMS

Research Fellowship Activation Notices (PHS 416-5) are automatically mailed with applicable

Notice of Grant Awards. Additional forms are available from the Grants Management Office of

the awarding office.

Statement of Appointment Forms (PHS 2271) are automatically mailed with applicable Notice
of Grant Awards. Additional forms are available from the Grants Management Office of the

awarding office.

NRSA Payback Agreements (PHS 6031) are automatically mailed with applicable Notice of
Grant Awards. Additional forms are available from the Grants Management Office of the award-

ing office.

NRSA Termination Notices (PHS 416-7) are automatically mailed with applicable Notice of

Grant Awards. Additional forms are available from the Grants Management Office of the award-

ing office.

NRSA Annual Payback Activities Certifications (PHS 6031-1) are automatically marled an-

nually to applicable recipients.

These forms are available from the NIH Forms and Applications Page

(http://grants.nih.gov/grants/forms.htm) located on the NIH Office of Extramural Research Ad-

ministration's web site 0attp://grants.nih.gov/grants/oer.htm).
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MODULAR APPLICATIONS AND AWARDS

General

Modular applications and awards employ a simplified process for developing and reviewing ap-
plication budgets, documenting approved budgets, and making post-award budgetary changes.

Applicability

Modular procedures are required to be used for new and competing continuation and revised ap-

plications as well as for competing supplements for individual research project grants (R01),

small grants (R03), exploratory/development grants (R21), and Academic Research Enhance-

ment Awards (R15) that request up to a total of $250,000 of direct costs per year, regardless of
whether the application is an unsolicited investigator-initiated application or is one submitted in

response to a PAJRFA. Modular procedures also apply to SBIR and STTR Phase I grants (R43

and R41) that request up to $100,000 (exclusive of fee).

Instructions for specific grant mechanisms other than the R01 and guidelines for IC programs

may indicate a particular number or range of modules allowed. In addition, an IC may, at its dis-

cretion, specify in an RFA that the modular application requirements apply to applications for
amounts in excess of the modular ceiling (currently $250,000).

Modular applications and awards also are subject to other simplified procedures, specifically

just-in-time requirements and SNAP.

Application Requirements

Except as indicated in this subsection, the following instructions apply to use of the PHS-398.
Instructions for modular submission under the SBIR/STTR programs are included in those solici-

tations.

Budget

Modular applications request direct cost funding in modules of $25,000, up to a maximum of

$250,000, for each year of support. Total costs requested are comprised of modular direct costs

plus applicable F&A costs. Standard application budget forms are not used. Instead, total direct

costs requested for each year should be presented.

The total direct costs request is accompanied by a narrative for all personnel by position, role,
and level of effort. This includes consultants and arty "to be appointed" positions. No individual

salary information should be provided. Since the modules should be a reasonable estimate of al-
lowable, allocable, and reasonable costs for the proposed project, applicants must use the current

salary cap when determining the number of modules (see "Cost Considerations--Allowability of
Costs/Activities--Selected Items of Cost--Salaries and Wages"). Given the ability to rebudget

and to carry forward unobligated balances, funds generally should be available to cover any
modest increase in the statutorily imposed salary cap.
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As appropriate,thenarrativealsomustaddressconsortium/contractualcosts(includingapplica-
bleF&Acosts)roundedtothenearest$1,000.Thenarrativeshouldlist theindividu-
als/organizationswithwhomconsortiumorcontractualarrangementshavebeen(orwill be)
made,thepercentof effortofkeypersonnelandtheirroleontheproject,andindicatewhether
thecollaboratingorganizationis foreignordomestic,ff acontract/consortiumarrangementis
proposed,aletterof commitmentor intentshouldbeincluded.Samplemodularapplication
budgetpagesareavailableathttp://_ants.nih.gov/grants/funding/modular/modular.htm.

A typicalmodularapplicationwill requestthesamenumberof modulesforeachyear;however,
well-justifiedmodularincrements(upto thespecifiedmodularceiling)ordecrementsin thetotal
directcostsfor anyyearoftheprojectthatreflectsubstantialchangesin expectedfutureactivi-
tiesmayberequestedattheoutset.Forexample,purchaseof majorequipmentin thefirst year
mayjustifyahigheroverallbudgetin thatyear,butnotnecessarilyin succeedingyears.Thereis
noprovisionfor escalationin futureyears.NIHrequiresadditionalnarrativebudgetjustification
if thereisavariationin thenumberof modulesrequestedfromyearto year.

Biographical Sketch

The "Other Support" pages of the PHS-398 are not submitted with the application. Information

on other research activities of the PI and key personnel will be provided as part of the "Bio-

graphical Sketch." This information must include the specific aims of ongoing research projects
or research projects completed during the previous 3 years. A biographical sketch is required for

the PI and for all key personnel. The Biographical Sketch is limited to three pages per person. A

sample biographical sketch is available at

http://grants.nih.gov/grants/funding/modular/modular.htm

Checklist

The application checklist must be completed and submitted with the application. The checklist
should include F&A costs calculated at the current negotiated rate, less exclusions, for the initial

budget period and all future budget periods covered by the application.

Non-compliant Applications

The modular application instructions require limited budgetary information. Therefore, applica-
tions not complying with those instructions will not be accepted for review and will be returned

to the applicant by CSR as non-compliant applications.

An application will be considered non-compliant if one or more of the following occurs:

• The requested direct cost budget is not in modules of $25,000 for all years of support for re-

quests up to $250,000 (total direct costs) per year.

• A detailed itemized categorical budget is provided.

• The budget narrative justification includes an itemized justification for one or more of the

following: equipment, travel, supplies, other expenses, etc., but the number of modules re-
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questedfor eachyearis thesame,or theinformationis notintendedto explaintherequestfor
adifferentnumberof modulesforoneormoreyears.

A returned application, if revised and resubmitted to N/H in a timely manner, may remain in the

review cycle for which it was originally submitted.

Evaluation and Award

Scientific Review Groups (SRGs) evaluate the budget on the basis of a general, expert estimate
of the total effort and resources required to carry out the proposed research. If the SRG recom-

mends an adjustment in the project budget, the recommended adjustment will be in terms of an
entire module.

The "Biographical Sketch" information will be used by the SRG in assessing each key individ-

ual's qualifications for a specific role in the proposed project as well as to evaluate the overall
qualifications of the research team.

Following peer review, for applications being considered for award, the IC will request from the

applicant information about "Other Research Support." Additional budget information will be
requested prior to award only under special circumstances.

NIH will attempt to make awards at or close to the level of total direct costs recommended by the

SRG, taking other support into account. In unusual situations, an IC may have to reduce the

funding amount to accommodate the IC's cost management plan.

The award budget will be a non-categorical budget specifying approved total direct costs and

F&A costs, if applicable.

Post-Award Administration

In accordance with the applicable cost principles and other cost policies included in Subpart A of

this part, grantees are required to allocate and account for costs related to their awards by cate-

gory within their organizational accounting system.

As indicated in this section, modular awards are subject to SNAP.

Grantees may request administrative supplements as under non-modular awards.
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SUPPORT OF SCIENTIFIC MEETINGS (CONFERENCE GRANTS)

General

NIH supports scientific meetings, conferences, and workshops (hereafter "conferences") that are
relevant to its scientific mission and to public health under the R13 and U13 activity codes. NIH's

support of conferences is contingent on the interests and priorities of the individual ICs. Some ICs

do not provide conference support. For those that do, the preaward process and budget guidelines

may vary. For example, some ICs require submission of a letter of intent prior to submission of the
application. Therefore, potential applicants are encouraged to contact the funding IC for specific

information as well as to ensure compliance with presubmission requirements. All applications for

conference support must be submitted at least 6 months prior to the scheduled start of the confer-
ence. Further, awards must be issued prior to the start date of the conference.

Applicability

This section applies to domestic and international conferences. Some of these policies differ from

the coverage in Subpart A, while others are in addition to that coverage. The following subsections
indicate how they relate to Subpart A. If an area is not addressed in this section, the Subpart A cov-

erage applies, e.g., program income.

Questions concerning the allowability of conference activity under research grants should be di-

rected to the designated GMO.

Definitions

Scientific Meeting (Conference): A gathering, symposium, seminar, workshop, or any other or-

ganized, formal event where persons assemble to coordinate, exchange and disseminate informa-

tion or to explore or clarify a defined subject, problem, or area of knowledge.

International Conference: A scientific meeting so designated by its sponsor or one to which open

invitations are issued on an equal basis to potential participants in two or more countries other than

the U.S. or Canada. The meeting may be held in any country, including the U.S.

Domestic Conference: A scientific meeting held in the U.S. or Canada primarily for U.S. or U.S.-

Canadian participation (even if foreign speakers are invited).

Eligibility

Any domestic organization eligible to receive grants from N/H, including a scientific or profes-

sional society, is eligible for a conference grant. Both domestic and intemationaI conferences may

be supported; however, an international conference can be supported only through the U.S. repre-
sentative organization of an established international scientific or professional society. In excep-
tional cases, when there is no U.S. representative organization, a grant to support a specific aspect

of an international conference may be awarded directly to a foreign institution or international or-

ganization. An individual is not eligible to receive a grant in support of a conference.
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Application

The PHS-398 is to be completed by an organization seeking NIH conference support. Supplemen-

tal instructions are available in the NIH Guide for Grants and Contracts notice on support of scien-

tific meetings (Vol. 26, No. 15, May 9, 1997) at http://www.nih.gov/grants/guide.

Public Policy Requirements and Objectives

In addition to any applicable public policy requirements and objectives specified in Subpart A,

conference grant applicants must comply with the "Guidelines on the Inclusion of Women, Mi-
norities, and Persons with Disabilities in NIH-Sponsored and/or-Supported Intramural and Ex-

tramural Meetings and Conferences "' (available through the N/H/OER Home Page at

http://www.nih.gov/grants/oer.htm. Appropriate representation of women, individuals who are
members of racial/ethnic minority groups, persons with disabilities, and other individuals who

have been traditionally tmderrepresented in science must be included in all aspects of planning,

organization, and implementation of NIH-sponsored or -supported meetings. "Appropriate repre-
sentation" is that based on the availability of scientists from these groups known to be working in

a particular field of biomedical or behavioral research. If appropriate representation is not appar-
ent, NIH will not make an award until the applicant has submitted acceptable documentation re-

garding its compliance.

Review

Applications for conference grants will be reviewed for programmatic relevance and for merit us-

ing the following criteria:

• The need for, and timeliness of, the conference;

• Its format and agenda;

• Qualifications of the organizers and proposed participants;

• Past performance, where applicable;

• Appropriateness of the meeting site;

• Plans for the appropriate involvement of women, individuals who are members of ra-

cial/ethnic minority groups, and persons with disabilities, in the planning, organization,

and implementation of the proposed conference (see "Public Policy Requirements and
Objectives" in this section); and

• Appropriateness of the proposed budget, in accordance with IC guidelines.

Depending on IC policy, applications for conference grants also may be reviewed by the IC's Na-

tional Advisory Council or Board.
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Funding

Grants or cooperative agreements may be used to provide conference support. A cooperative

agreement may be awarded if the IC determines that it needs to have substantial involvement in the
planning and conduct of a conference. Awards in support of a single conference will be made for a

project period commensurate with the time involved in planning and conducting the conference

and post-conference follow-up, usually 1 year. A conference grant made to a permanently sponsor-
ing organization for conferences held armuaUy or biennially on a recurring topic may be awarded

for up to 5 years in total and will be funded annually. Continued funding beyond the first year will

be contingent on a report of satisfactory progress submitted as part of a streamlined noncompeting

award process. A shift in conference focus after the first year requires IC prior approval.

Allowability of Costs/Activities

The following specifies the types of costs that are generally allowable under conference grants.

Although some of these reiterate coverage in Subpart A, no costs other than those specified in
this subsection are allowable under conference grants. The following also highlights certain
unallowable costs.

General Support: Grant funds may not be used to provide general support for international con-

ferences held in the U.S. or Canada. In those cases, grant funds may be awarded to support only

specific aspects of a conference. An example would be a selected symposium, panel, or workshop,
including the costs of planning and travel of U.S. participants.

Alterations and Renovations: Grant funds may not be used to support A&R of any kind.

Conference Services: Grant funds may be used for necessary recording of proceedings, simulta-

neous translation, etc., and subsequent transcriptions.

Consultant Services: Grant funds may be used to pay consultant fees, including travel and sup-

porting costs (per diem or, where applicable, subsistence).

Entertainment and Personal Expenses: Costs of amusement, diversion, social activities, cere-

monials, and related incidental costs, such as bar charges, tips, personal telephone calls, and laun-

dry charges of participants or guests, are unallowable. (Also see "Meals" in this subsection.)

Equipment: Grant funds may be used for the rental of necessary equipment but may not be used

for the purchase of equipment.

Facilities and Administrative Costs: F&A costs will not be allowed on grants in support of con-
ferences.

Federal Employees: See "Grants to Federal Institutions and Payments to (or on Behalf of) Federal

Employees under Grants."

Honoraria: Honoraria or other payments given for the purpose of conferring distinction or to

symbolize respect, esteem, or admiration may not be paid from grant funds. However, speakers'
fees for services rendered are allowable.
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Meals: When certain meals are an integral and necessary part of a conference (i.e., a working meal

where business is transacted), grant funds may be used for such meals, as qualified under "Travel"
in this subsection.

Membership Dues: Not allowable.

Publication Costs: When grant funds are awarded to pay for either the entire or partial cost of

publication of proceedings or a book or pamphlet, these costs are considered to cover special

plates, charts, diagrams, printing, distribution, mailing, postage, and general handling, unless oth-
erwise specified at the time the grant is awarded.

Registration Fees: Registration fees, when paid by the grantee to other organizations on behalf of

attendees, may be paid from grant funds, provided such fees cover only those allowable costs
properly chargeable to the grant.

Research Patient Care: Not allowable.

Salaries: In accordance with the policy of the grantee organization, grant funds may be used for

salaries, in whole or in part, of professional personnel, clerical assistants, editorial assistants, and

other nonprofessional staff in proportion to the time or effort spent directly related to the confer-
ence.

Supplies: Grant funds may be used for the purchase of supplies for the conference, provided the

supplies are received and used during the budget period.

Travel: Funds may be used for the travel of staff, speakers, participants, and attendees, if identified

in the application and approved at the time of award. Travel expenses for employees of the grantee

organization are governed by the grantee's travel policies, consistently applied regardless of the
source of funds.

Any U.S. foreign travel restrictions that are in effect at the time of the award will be followed, such
as:

• Limitations or restrictions on countries to which travel will be supported.

• Budgetary or other limitations on availability of funds for foreign travel.

Proposed per diem or subsistence allowances must be reasonable and limited to the days of atten-
dance at the conference plus the actual travel time to reach the conference location by the most di-

rect route. Where meals and/or lodgings are furnished without charge or at a nominal cost (e.g., as

part of the registration fee), the proposed per diem or subsistence allowance must take this into
consideration.

Transportation costs for attendees and participants at the conference may not exceed coach class

fares. In all cases, U.S. flag carriers will be used where possible (see "Cost Considerations--

Allowability of Costs/Activities--Selected Items of Cost--Travel").
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Withtheexceptionof localmileage,grantfundsmaynotbeusedtopayperdiemorexpensesfor
localparticipantsin theconference.

Costsassociatedwithobtainingvisasandpassportsarenotallowablechargestothegrant.

Administrative Requirements

Intellectual Property: Publications and Copyright

If the grantee organization wishes to publish material developed in whole or in part with NIH

funds, the material may be distributed free of charge. If the grantee organization charges for the

material, the sales proceeds are considered program income, and must be accounted for as speci-
fied in the NGA and reported on the Financial Status Report (see "Reporting and Record Reten-

tion" in this subsection).

Unless otherwise provided in the terms and conditions of the award, the grantee is free to arrange

for copyright of any publication resulting from an NIH-supported conference. However, any such
copyrighted publication shall be subject to a nonexclusive, irrevocable, royalty-free license to the

Government to reproduce, translate, publish, and dispose of the material and to authorize others to

use the work for Government purposes. Copyright does not extend to any materials prepared by

Federal employees as part of their official duties.

Reporting and Record Retention

Grantees are responsible for submitting the following reports to the IC upon completion or termi-

nation of a grant in support of a conference:

Progress�Final Report

For single conferences, a final report of the conference must be submitted to the awarding IC

within 90 days after the end of the project period (competitive segment). The report should include

the following:

• Grant number;

• Title, date, and place of the conference;

• Name of the person shown on the application as the conference director, principal inves-

tigator, or program director;

• Name of the organization that conducted the conference;

• A list of the individuals, and their institutional affiliations, who participated as speakers

or discussants in the formally planned sessions of the meeting; and

• A summary of topics discussed/conclusions.
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Undermultiple-yearawards,i.e.,onesthatsupportmorethanoneconference,NIH requiresan
annualprogressreportthatcontainsadescriptionof specificplansforthenextawardperiod,in
similardetailandformatasasingleconference.Theannualprogressreportmustbeatleast6
monthsbeforethenextscheduledconference.Thefinalprogressreportshouldbesubmitted
within90daysaftertheendof theprojectperiod.

Withtheapprovalof theIC,copiesofproceedingsorpublicationsresultingfromtheconference(s)
maybesubstitutedforthefinalreport,providedthattheycontaintheinformationspecifiedfor in-
clusionin thefinalreport.

Expenditure Report

A Financial Status Report is required from the grantee within 90 days after the end of the project

period. Records of expenditures must be maintained in accordance with the provisions of 45 CFR

74.53 or 92.42 (see "Administrative Requirements--Monitoring--Record Retention and Access").
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CONSORTIUM AGREEMENTS

General

The grantee, as the direct and primary recipient of NIH grant funds, is accountable to _ for the

performance of the project, the appropriate expenditure of grant funds by all parties, and all other
obligations of the grantee, as specified in this policy statement. This section includes the re-

quirements for an applicant/grantee under "consortium agreements" in which the grantee col-

laborates with one or more other organizations in carrying out the grant-supported research. In
general, the requirements that apply to the grantee also apply to the consortium participant(s)

with the exceptions noted in this section. Recipients of Small Business Technology Transfer

(STTR) grants should follow the specific requirements for research collaboration established for

that program (see "Grants to For-Profit Organizations").

Under consortium agreements:

The award will be made to a single grantee with a single PI, even though one or more or-

ganizations other than the grantee will carry out portions of the planned programmatic ac-

tivity.

• 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.

Applicants are expected to detail their proposed collaborations as part of the grant application. If

the application is approved as submitted, no further approval is required unless, during perform-

ance, the grantee plans to undertake additional or alternative collaborations that would constitute
a change in the scope of the approved project (see "Administrative Requirements---Changes in

Project and Budget").

The following information must be provided to NIH as part of a competing application:

• A list of all proposed performance sites both at the applicant/grantee organization and at

the consortium participant(s);

Complete application budget pages (for the f'trst year and each future year of support re-
quested) for each consortium participant, unless the application is for a modular award

(see "Modular Applications and Awards" in this Subpart); and

The signature of the authorized organizational official on the application signifies that the appli-

cant organization and all proposed consortium participants understand and agree with the follow-

ing statement:

"The appropriate programmatic and administrative personnel of each organization in-
volved in this grant application are aware of the NII-I consortium agreement policy and
are prepared to establish the necessary inter-organizational agreement(s) consistent with
that policy."
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NIH mayrequestadditionalinformationpriortoawardandmayplaceaspecialcondition(s)on
theaward.

Administrative and Other Requirements

The following highlights several areas within the consortium relationship that the grantee needs
to address with the consortium participant to ensure compliance with NIH requirements. The re-

quirement for a written agreement addressing these and other areas is specified in this section.

Public Policy Requirements and Objectives

The grantee is responsible for determining whether a consortium participant has filed assurances
with NIH that would cover its activities within the consortium and, if not, for ensuring that any

required assurances or certifications are submitted to NIH. See "Public Policy Requirements and

Objectives" for the full statement of these requirements and their applicability to consortium

participants.

It is the grantee organization's responsibility to ensure that all sites engaged in research involving
human subjects have an appropriate OHRP-approved assurance and IRB approval of the research

consistent with 45 CFR Part 46, and to comply with NIH prior approval requirements related to
the addition of sites not included in the approved application (see "Administrative Require-

ments--Changes in Project and Budget--Prior Approval Requirements"). The list of organiza-

tions with approved assurances is available at the OHRP web site http://ohrp.osophs.dhhs.gov

Application of Cost Principles

The grantee is responsible for ensuring that the applicable government-wide cost principles and
NIH cost policies described in "Cost Considerations--Allowability of Costs/Activities" are in-

cluded in consortium agreements. For example, a university grantee must flow down the cost

principles of OMB Circular A-122 to a consortium participant that is a non-profit research or-

ganization.

Approval Authorities

The grantee is responsible for obtaining NIH approval for any actions to be undertaken by con-

sortium participants that require such prior approval. Grantees may establish requirements for

review of consortium participants' activities consistent with those requirements and with any au-
thorities provided to the grantee; however, a grantee may not provide any authority to a consor-

tium participant that the grantee has not been provided under its NIH award.

Regardless of whether there is a change in scope, in all cases, if a grantee (or consortium partici-
pant) proposes the transfer of work to a foreign site, NIH prior approval is required.
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Tangible Personal Property

Exempt Property

If the grantee provides exempt property to a consortium participant or authorizes a consortium

participant to purchase property that would be considered exempt if acquired by the grantee, the

grantee may vest title in the consortium participant upon transfer or purchase or may reserve the
right to do so at a later time. The grantee also may establish its own use, disposition, and ac-

eountability requirements, provided they are consistent with the NIH right to transfer title (see
"Administrative Requirements--Management Systems and Procedures--Property Management

System Standards--Equipment and Supplies").

Nonexempt Property

If'the grantee provides nonexempt property to a consortium participant or authorizes a consor-

tiurn participant to purchase property that would be considered nonexempt if purchased by the

grantee, title to such property must remain with the grantee or be vested in the grantee upon ac-
quisition of the property. The grantee may establish use, accountability, and disposition require-

ments for the property, provided they are consistent with, and do not impair, the grantee's ability

to comply with the requirements of 45 CFK 74 or 92, as appropriate.

Intellectual Property

See "Administrative Requirements--Availability of Research Results: Publications, Intellectual

Property Rights, and Sharing Biomedical Research Resources," and 37 CFR 401 for policies

governing consortium agreements and the rights of grantees and consortium participants.

Program Income

Consortium participants are expected to comply with NIH requirements for program income re-

porting and disposition, consistent with the terms of the grant award from NIH.

Audit

The grantee must require consortium participants to comply with the requirements of OMB Cir-

cular A-133 or 45 CFR 74.26(d), as applicable, for audit of NIH grant funds expended by consor-

tium participants. A consortium participant may be a direct NIH grantee or contractor or may be

receiving funds only under the consortium. Regardless, if a consortium participant meets the
OMB Circular A- 133 threshold criterion of aggregate annual expenditures of $300,000 or more

under applicable Federal awards, the grantee must receive a copy of that organization's A-133

audit and take appropriate action based on any findings that relate to the consortium agreement.

If a consortium participant will not reach that expenditure threshold, the grantee is responsible
for monitoring the organization's activities to ensure compliance with NIH requirements. The

grantee may not require a consortium participant to have an audit and charge the audit costs to

NIH grant funds unless required or authoi'ized by OMB Circular A-133 or 45 CFR 74.26(d).
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Written Agreement

The grantee must enter into a formal written agreement with each consortium participant that ad-

dresses the negotiated arrangements for meeting the scientific, administrative, financial, and re-

porting requirements of the grant, including those necessary to ensure compliance with all appli-
cable Federal regulations and policies and facilitate a smoothly functioning collaborative ven-

ture. At a minimum, this agreement must include:

* Identification of the PI and individuals responsible for the research activity at each con-

sortium participant along with their roles and responsibilities;

• Procedures for directing and monitoring the research effort;

Procedures to be followed in reimbursing each consortium participant for its effort, in-
eluding dollar ceiling, method and schedule of reirnbursement, type of supporting docu-

mentation required, and procedures for review and approval of expenditures of grant

funds at each organization;

If different from those of the grantee, a determination of policies to be followed in such

areas as travel reimbursement and salaries and fringe benefits (the policies of the consor-

tium participant may be used as long as they meet NIH requirements);

Incorporation of applicable public policy requirements and provisions indicating the in-

tent of each consortium participant to comply, including submission of applicable assur-

ances (see "Public Policy Requirements and Objectives");

• A provision addressing ownership and disposition of data produced under the consortium

agreement;

A provision making the inventions and patent policy (see "Administrative Require-
ments--Availability of Research Results: Publications, Intellectual Property Rights, and

Sharing Biomedical Research Resources") applicable to each consortium participant and

its employees in order to ensure that the rights of the parties to the consortium agreement

are protected and that the grantee can fulfill its responsibilities to NIH; and

As appropriate, provisions regarding property (other than intellectual property), program

income, publications, reporting, and audit necessary for the grantee to fulfill its obliga-
tions to NIH.
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AWARDS TO FOREIGN INSTITUTIONS, INTERNATIONAL
ORGANIZATIONS, AND DOMESTIC GRANTS WITH

FOREIGN COMPONENTS

General

Most of the policies contained in Subpart A of this part apply to N]H grants made to foreign in-
stitutions and international organizations (hereafter "foreign grants"), including the requirements

of 45 CFR Part 74 or 92 and the cost principles. If an applicant/grantee would be unable to com-

ply with these requirements, the authorized organizational official should contact the GMO. Spe-

cific exceptions and modifications of requirements for foreign grants, as well as certain high-
lighted policies, are set forth in this section. This section also includes policies that apply to do-

mestic grants with a foreign component. It does not apply to agreements under the U.S. Special

Foreign Currency Program.

Eligibility

In general, foreign institutions and international organizations, including public or private non-
profit or for-profit organizations, are eligible to receive research project grants. Foreign institu-

tions and international organizations are not eligible to receive Institutional National Research

Service Awards, program project grants, center grants, resource grants, SBIR/STTR grants, or
construction grants. However, some mechanisms, such as research project grants (R01s), may

support projects awarded to a domestic institution with a foreign component. For purposes of this

policy, a "foreign component" is defined as performance of any significant element or segment

of the project outside the U.S. either by the grantee or by a researcher employed by a foreign in-
stitution, whether or not grant funds are expended. Activities that would meet this definition in-
elude:

• The involvement of human subjects/or animals.

• Extensive foreign travel by grantee project staff for the purpose of data collection, sur-

veying, sampling, and similar activities.

• Any activity that may impact on U.S. foreign policy through the involvement of grantee

project staff in the affairs or environment of the foreign country.

Foreign travel for consultation is not considered a "foreign component."

See "Support of Scientific Meetings (Conference Grants)" for NIH policy on support of interna-
tional conferences.

Grants may not be made to individuals in a foreign location (i.e., outside of the U.S. and its terri-

torial possessions). Occasionally, a fellowship award is made to an American citizen or a non-
citizen national to study in a foreign institution. (A "non-citizen national" is a person who al-

though not a citizen of the U.S. owes permanent allegiance to the U.S., such as a resident of

American Samoa.)
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Review

Applications from foreign institutions will be evaluated and scored during the initial review pro-

cess using the standard review criteria. In addition, the following will be assessed as part of the
review process and award decision:

4, Whether the project presents special opportunities for furthering research programs

through the use of unusual talent, resources, populations, or environmental conditions in
other countries that are not readily available in the U.S. or that augment existing U.S. re-
sources.

Whether the proposed project has specific relevance to the mission and objectives of the

IC and has the potential for significantly advancing the health sciences in the U.S.

Research grant applications from foreign or international organizations may not be funded unless

approved by the IC Advisory Council/Board.

Public Policy Requirements and Objectives

A complete listing of public policy requirements and objectives and their applicability to foreign
grants is contained in Table II-1. Several of the public policy requirements and objectives are

highlighted in this subsection.

Research Misconduct. This public policy requirement applies to foreign grants.

Animal Welfare. The animal welfare requirements contained in "Public Policy Requirements

and Objectives--Animal Welfare" apply to foreign grants.

Human Subjects. The hnman subjects requirements contained in "Public Policy Requirements

and ObjectivesmRequirements Affecting the Rights and Welfare of Individuals as Research Sub-

jects, Patients, or Recipients of Services--Human Subjects," including the requirement for an
Assurance of Compliance pursuant to 45 CFR Part 46, apply to foreign grants. Foreign consor-

tium participants under domestic or foreign grants also must submit an Assurance of Compliance

if human subjects are involved.

Inclusiveness in Research Design. Foreign grants are subject to the requirements for inclusion

of women, members of minority groups, and children in research design as specified in "Public

Policy Requirements and Objectives--Requirements for Inclusiveness in Research Design."

Civil Rights. None of the civil rights requirements specified in "Public Policy Requirements and

Objectives---Civil Rights" apply to foreign grants.

Lobbying. The requirements of "Public Policy Requirements and Objectives--Ethical and Safe

Conduct in Science and Organizational Operations--Lobbying," including disclosure reporting,

apply to foreign grants.
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Debt.Foreignapplicantsarerequiredtoprovideacertificationof non-delinquencyon debts
owed to the United States as specified in "Public Policy Requirements and Objectives--Ethical

and Safe Conduct in Science and Organizational Operations--Nondelinquency on Federal Debt."

Debarment and Suspension. Applicants/grantees that are foreign governments or governmental

entities, public international organizations, or foreign-government-owned or -controlled (in

whole or in part) entities are not subject to the certification requirement concerning suspension or
debarment nor to suspension or debarment under 45 CFR Part 76. All other foreign institutions
and international organizations are subject to these requirements.

Drug-Free Workplace. Foreign applicants/grantees may be exempted from the drng-free work-
place requirements of 45 CFR Part 76 based on a documented finding by the IC that application

of those requirements is inconsistent with U.S. international obligations or the laws and regula-

tions of a foreign government.

Funding and Payment

The application budget, requests for funds, and f'mancial reports (see "Reporting and Record Re-
tention" in this section) shall be stated in U.S. dollars. Once an award is made, NIH will not

compensate foreign grantees for currency exchange fluctuations through the issuance of supple-
mental awards.

Awards to foreign institutions and international organizations are not paid through the HI-IS

Payment Management System (PMS). These grants will normally be paid by U.S. Treasury

check by the NIH Office of Financial Management (OFM) on a predetermined quarterly advance
basis, usually in four equal installments. If the amount advanced to an organization based on the

predetermined quarterly advance is insufficient to meet the grant's cash requirements, the

grantee must make a written request to the GMO for any additional funds needed. All payments
will be in U.S. dollars. Foreign grantees are strongly encouraged to use U.S. banks to ensure that

payments arrive on time.

Any questions regarding payments to foreign grantees may be addressed to OFM (see Part ]I1 for

address and telephone and fax numbers).

Allowability of Costs/Activities

The costs that are generally allowable under grants to domestic organizations also are allowable

under foreign grants, with the following exceptions:

Alterations and Renovations: Unallowable.

Customs and Import Duties: Unallowable. This includes consular fees, customs surtax, value-

added taxes, and other related charges.

Facilities and Administrative (F&A) Costs: With the exception of the American University,

Beirut, and the World Health Organization, F&A costs will not be paid (either directly, under a

consortium agreement, or through a contract under a grant) to an organization located outside the

territorial limits of the U.S. or an international organization regardless of location.
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Administrative Requirements

Changes in Project and Budget

Foreign grants are included in expanded authorities. Inclusion in the Streamlined Noncompeting

Award Process (SNAP) is at the discretion of the IC and will be specified on the NGA.

Change in Scope

A change in the performance site within a foreign country or performance in a country other than

that specified in the approved application is considered a change in scope and requires NIH prior
approval. The transfer of work by a domestic grantee to a foreign component always requires

NIH prior approval even if it does not constitute a change in scope.

Change of Grantee Organization

A change of grantee that involves the transfer of a grant to or between foreign institutions or in-

temational organizations requires competitive review and approval of the IC Advisory Coun-

cil/Board. Transfer of a grant from a foreign organization to a domestic organization requires the

approval of the GMO.

Audit

Foreign grantees are subject to the same audit requirements as for-profit organizations (specified

in 45 CFR 74.26(d) and in "Grants to For-Profit Organizations" in this subpart).

Reporting and Record Retention

Foreign grantees must submit annual FSRs in U.S. dollars, whether or not they are under SNAP.
This is due to the fact that foreign grantees are not paid through PMS and, therefore, do not sub-

mit the SF-272 (which NIH uses in lieu of the annual FSR for domestic awards under SNAP).

The currency rate in existence at the time the FSR is prepared should be used in preparing the

report.

Record retention requirements are the same as those for domestic grantees.
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GRANTS TO FEDERAL INSTITUTIONS AND PAYMENTS TO

(OR ON BEHALF OF) FEDERAL EMPLOYEES UNDER GRANTS

General

NIH may award grants to Federal entities. Although the activity under these grants will take place

in a research environment, certain terms and conditions vary from those included in Subpart A due

to the recipient's status as a Federal institution. This section specifies those differences as well as
differences in treatment among different Federal institutions. In addition, this section addresses the

policies that apply to payments to (or on behalf of) Federal employees under grants, including

grants awarded to organizations other than Federal institutions.

Eligibility

In general, Federal institutions are eligible to receive NIH grants, including research project grants

and trainiug grants. Federal institutions also must meet the eligibility requirements of the grant

program from which support is sought. PHS organizational segments, other than PHS hospitals,

may receive NIH grant support under exceptional circumstances only. Such circumstances may
include situations where a project cannot be supported within the mission of the applicant PHS

agency or organizational segment, the activity cannot be performed elsewhere or its non-pursuit
would have an adverse or potentially important impact on the NIH mission, and a grant is deter-

mined to be the appropriate means of carrying out the activity. However, NIH may not award a

grant to an N/H component.

Although the performance site may be at a level lower than the agency or department level of the
Federal institution, when an award is made to an eligible Federal institution, the Federal agency or

department will be the designated grantee and must assume responsibility for the project. A Federal
institution also must ensure that its own authorizing legislation will allow it to receive N]/q grants

and to be able to comply with the award terms and conditions.

A document certifying both the assumption of responsibility and authority to receive a grant must

accompany each new and competing continuation application. The certification must be signed by
the head of the responsible Federal department or independent agency or a designee who reports

directly to the department or agency head. (In the case of the Department of Defense, the Depart-

ments of the Army, Navy, and Air Force shall be considered the Federal department, and their Sec-
retaries the responsible Depat_mient head.) This certification is in addition to any certifications that

are made by the authorized organizational official's signature on the face page of the application.

The certification requirement does not apply to Department of Veterans Affairs' Medical Centers

(VAMC), Bureau of Prisons' (Department of Justice) hospitals, PHS hospitals (including Indian
Health Service hospitals), or other PHS organizational segments.

Department of Veterans Affairs (VA)-University Affiliations

Investigators with joint appointments at a Department of Veterans Affairs (VA) hospital (medical

center) (VAMC) and an affiliated university must have a memorandum of understanding (MOU)
that specifies the title of the investigator's appointment, the responsibilities (at both the university

and the VAMC) of the proposed investigator, and the percentage of effort available for research.
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TheMOUmustbesignedbytheappropriateofficialsof thegranteeorganizationandtheVAMC
andmustbeupdatedatleastannually.Thejoint VA/universityappointmentof theinvestigatorcon-
stitutes100percentof hisorhertotalprofessionalresponsibilities.However,NIHwill reeoLmize
suchajoint appointmentonlywhenauniversityandanaffiliatedVAhospitalarethepartiesin-
volved.

A grantapplicationfromauniversitymayrequesttheuniversity'sshareof aninvestigator'ssalary
inproportionto theeffortdevotedtotheresearchproject.Theindividual'sinstitutionalbasesalary
ascontainedintheiruniversityappointmentdeterminesthebasefor computingthatrequest.

Thesignatureof theauthorizedorganizationalofficial(ofthesubmittinguniversity)onanapplica-
tiontoNIH thatincludessuchanarrangementcertifiesthat(1)theindividualwhosesalaryis in-
eludedin theapplicationservesunderajointappointmentdocumentedinaformalMOUbetween
theuniversityandtheVA,and(2)thereisnopossibilityofdualcompensationforthesameworkor
ofanactualorapparentconflictof interest.

Undertheabove-described mode, there is no involvement of a VA-affiliated non-profit research

corporation (VANPC). VANPCs are eligible to apply for and receive NIH grants in their own right

as non-profit organizations. The limitations on the payment of Federal salaries apply (see "Allow-

ability of Costs/Activities" in this section).

Payment

Under NIH grants, the Department of Defense will normally be paid by U.S. Treasury check after

submission of the appropriate interagency form to the Office of Financial Management, NIH.

Payments to all other Federal departments and agencies will generally be accomplished by trans-

fers of funds between appropriations.

Allowability of Costs/Activities

The allowability of costs under grants to Federal institutions shall be determined by the established

policies of the institution consistently applied to both its own activities and to grant-supported ac-

tivities and by the following. In the absence of a governing institutional policy, the cost principles
for State, local, and Indian tribal governments (OMB Circular A-87) will apply.

Salaries: See "Federal (U.S. Government) Employees" in this subsection.

Institutional Allowances under Fellowships: Institutional allowances may be requested by Fed-
eral institutions sponsoring a predoctoral or postdoctoral fellow unless otherwise restricted by law

or regulation.

Facilities and Administrative Costs: F&A costs will not be provided to Federal institutions.

Federal (U.S. Government) Employees: Whether or not costs will be charged to the grant, when

a Federal employee will be involved in an NIH grant-supported activity in any capacity other than
as an employee working on a grant to a Federal institution, an outpatient, or a study subject, special

conditions apply as provided in this subsection. The limitations in this subsection do not apply to
individuals that are considered part-time Federal employees because of service on advisory groups
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orasaresultof aformalconsultingarrangementwithaFederalagency.(SeetheHHSStandardsof
Conductat45CFR73,SubpartJ foradditionalguidance.)

The following four specified types of costs are the only ones that can be charged to NIH
grants on behalf of Federal employees, whether by a grantee or a consortium participant,

and under the conditions specified only. Applicants/recipients should advise any Federal em-

ployees with whom these types of arrangements may be made to consult with their employing
agency concerning their ability to meet the required conditions. The applicant organization must

submit, as part of the grant application, any letters or documentation specified below, and that
documentation must be deemed acceptable by the designated GMO prior to the Federal employee's

involvement in the project.

Consultant fees are allowable only for medical personnel of the Uniformed Services of the United

States (excluding PHS Commissioned Officers) and when all of the following conditions are pre-
sent:

• The employees are providing the kind and extent of medical services approved in the

grant award;

Adequate numbers of qualified civilian personnel are not available to provide these ser-

vices, and eligible Federal medical personnel are hired only in addition to those qualified
civilian medical personnel, if any, who are available; and

The applicant organization provides prior written authorization from the proposed con-
sultant's commanding officer that he or she is authorized to work on the grant-supported

activity during non-duty hours or while on authorized leave, and can be paid for his or
her efforts.

Outpatient or subject costs are allowable when the employee is an outpatient or subject under

study in connection with grant-supported activities.

Salary or Fringe Benefits

Except as provided below, no salary or fringe benefit payments may be made from NIH grant

funds to support career, career-conditional, or other Federal employees (civilian or uniformed

services) with permanent appointments provided for under existing position ceilings of a given
Federal component. While the level of effort required for the research project must be allowed by

the employing agency as part of the individuals' official duties, salary costs associated with an

individual participating in an official capacity as a Federal employee are not allowable costs un-

der an NIH grant. Payments to temporary employees specifically hired to assist in the perform-
ance of an NIH grant are allowable.

Under grants to VANPCs, if the PI is a part-time VA employee, NIH grant funds may be used to

pay the differential between the individual's VA part-time salary and the salary level for a full-
time VANPC commitment, in accordance with the established policies and salary structure of the

VANPC, in proportion to the level of effort devoted to the project. Therefore, if the PI has a part-

time appointment with the VANPC, an appropriate portion of the individual's salary that would

otherwise be paid by the non-profit VANPC may be charged to the NIH grant. An NIH grant may
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notbethesourceof fundingfor anincreasein aninvestigator'ssalaryregardlessof thetypeof
entitywithwhichtheinvestigatorholdsanappointment(e.g.,university,VA,orVANPC).

SalarypaymentsmaybemadefromNIH grantfundstocareer,career-conditional,orotherFed-
eralemployees(civilianoruniformedservices)withpermanentappointmentsprovidedunder
existingpositionceilingsof aFederalcomponentonlyif priorapprovalisobtainedfromanau-
thorizedofficialof theemployee'sagencyandtheemployeeis:

A PHSCommissionedOfficeror a civil service employee carrying out duties for which spe-

cific legislative authorization exists permitting direct Federal assistance in lieu of cash under

the grant, or where the Government is reimbursed for services rendered subject to restrictions
applicable to such personnel, including the applicable Federal standards of conduct (for HI-IS,

45 CFR Part 73).

• A PHS Commissioned Officer on leave-without-pay (LWOP) if

_" The grantee has obtained written prior approval from the NIH awarding office;

The total amount of salary paid from NII-I grant funds is proportional to the time devoted

to the project and does not exceed the total annual amount of pay and allowances the in-
dividual would have received if not in LWOP status; and

The parties concerned have made a prior determination that there is no possibility of dual

compensation and there is no actual or apparent conflict of interest or other violation of

the applicable standards of conduct.

• A civil service employee participating in a grant to a non-Federal organization and the fol-

lowing conditions are met:

The individual is participating as part of an approved Intergovemmental Personnel Act

(IPA) assignment in a role other than as PI. IPA assignments generally do not exceed 2
years and may not exceed 4 years of continuous duration (5 U.S.C. 3372). Based on this

statutory time limitation, the involvement of the civil service employee should be limited

in scope. Therefore, the proposed PI for an NIH grant may not be participating through
an IPA. On a case-by-case basis, the NIH awarding office may determine that certain

other key personnel on the project are sufficiently critical to its long-term success that

participation through an IPA is not appropriate.

Prior to making any payment from N/I-I grant funds to such art employee, the grantee
must certify that the employee(s) is on an IPA assignment and must provide adequate

documentation, as determined by NIH, of the IPA assignment and information about its
nature and duration.

The level of effort required for the research project must be allowed by the employing

agency as part of the individuals' official duties. Salary payments from NIH grant funds
must be proportional to the time an individual devotes to the grant-supported project. The
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totalsalarysupportmaynotexceedthenormallevelof compensationfromFederalsalary
if theindividualwerenotparticipatingin thegrant.

Thepartiesconcernedhavemadeapriordeterminationthatthereisnopossibilityof dual
compensationandthereis noactualorapparentconflictofinterestorotherviolationof
theapplicablestandardsof conduct.

Travel costs are allowable if the employee is:

• Working under a grant to a Federal institution;

• Performing allowable reimbursable services as specified under 1., 2., or 3. immedi-

ately above; or

• Attending an NIH grant-supported conference during non-duty hours; while in a pre-

existing LWOP status or one that continues beyond the conference; or on detail to a
State or local government, educational institution, or other non-profit organization,

provided such payments are made in accordance with established institutional policy,

consistently applied regardless of the source of funds, and the parties concerned have
taken reasonable steps to ensure that there is no actual or apparent conflict of interest.

Administrative Requirements

Equipment Accountability

NIH will consider all property acquired under a grant awarded to a Federal institution as exempt

(see 45 CFR 74.33) for purposes of determining the accountability requirements of 45 CFR 74.34.

However, for items of equipment having a unit acquisition cost of $5,000 or more, NIH has the
right to require transfer of the equipment, including title, to _ or to an eligible third party named

by the IC under the conditions specified in 45 CFR 74.34.

Procurement Requirements

Procurement under grants to Federal institutions is governed by the Federal Acquisition Regulation

(FAR) and the recipient agency's FAR supplement.

Intellectual Property: Inventions and Patents

Inventions resulting from grants supporting the activities of Federal employees under grants to
Federal institutions shall be reported simultaneously to NIH pursuant to the terms of the award

and to the employing agency under the terms of Executive Order 10096, as amended, and are

subject to the licensing requirements of 37 CFR Part 501.

Reporting Requirements

Federal institutions must submit annual FSRs regardless of whether the award is subject to

SNAP. This is due to the fact that these grants are paid by the NIH Office of Financial Manage-

ment rather than through the Payment Management System.
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GRANTS TO FOR-PROFIT ORGANIZATIONS

General

Some of the terms and conditions for grants to for-profit (commercial) organizations vary from
the standard terms and conditions included in Subpart A of this part. In addition, the terms and

conditions of the Small Business Innovation Research (SBIR) and Small Business Technology

Transfer (STTR) programs vary from those otherwise applicable to for-profit organizations. This

section addresses separately the policies applicable to fOr-profit organizations generally, and
those that apply to SBIR and STTR awards specifically. If an exception is not stated below or in

the NGA, the terms and conditions specified in Subpart A apply, including requirements for the

protection of human subjects and animal welfare.

Eligibility

For-profit organizations are eligible to receive awards under all NIH programs and support

mechanisms unless specifically excluded by statute.

Allowability of Costs

Cost Principles

There are no cost principles specifically applicable to grants to for-profit organizations. There-

fore, the cost principles for commercial organizations set forth in the FederalAcquisition Regu-

lation, 48 CFR Part 31.2, generally will be used. For proprietary hospitals, the cost principles in

45 CFR Part 74, Appendix E, will be used.

Profit or Fee

Except for grants awarded under the SBIR/STTR programs, under an NIH grant, no profit or fee

will be provided to a for-profit organization, whether as a grantee or as a consortium participant.

A profit or fee under a grant is considered to be an amount in excess of actual allowable direct
and F&A (indirect) costs. A profit or fee may be paid to a contractor providing routine goods or
services.

Independent Research and Development Costs

As provided in 45 CFR 74.27(a), NIH does not allow for-profit organizations to be reimbursed

for independent (self-sponsored) research and development (IR&D) costs.

Facilities and Administrative Costs (Indirect Costs)

F&A costs are allowable under awards to for-profit organizations.
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Administrative Requirements

For-profit organizations are generally subject to the same administrative requirements as non-

profit organizations, including those relating to personal property title and management. Excep-
tions to those requirements for for-profit organizations are indicated below.

Intellectual Property: Inventions and Patents

As described in "Administrative Requirements--Availability of Research Results: Publications,

Intellectual Property Rights, and Sharing Biomedical Research Resources," the requirements set
forth in 37 CFR Part 401 govern the development, reporting, and disposition of rights to inven-

tions and patents resulting from all N'I2-I grants to for-profit organizations, whether small busi-

nesses or large businesses (see "Availability of Research Results: Publications, Intellectual Prop-

erty Rights, and Sharing Biomedical Research Resources--inventions and Patents" for the full
text of the clause). Additional information about the requirements of 37 CFR 401 should be ob-
tained from the Inventions and Extramural Reporting Branch, OPERA, NIH (see Part Ill for ad-

dress and telephone number).

To the extent authorized by 35 U.S.C. 205, the Government will not make public any informa-

tion disclosing a Government-supported invention for a reasonable period to allow the grantee

time to file a patent application, nor will the Government release any information that is part of
that patent application. See "Small Business Innovation Research and Small Business Technol-

ogy Transfer Programs" for requirements specific to those programs.

Disposition of royalties or licensing fees earned on patents and inventions arising out of activities

supported by NIH grants shall be governed by determinations made or agreements entered into
under 37 CFR Part 401. Invention reporting requirements for for-profit organizations are those

specified in "Administrative Requirements--Monitoring--Reporting--invention Reporting."

Program Income

For-profit grantees other than those under the SBIR/STTR programs are subject to the deductive

alternative for the use of program income described in "Administrative Requirements--
Management Systems and Procedures--Program Income," and in 45 CFR 74.24(b).

Operating Authorities

The operating authorities (expanded authorities or standard NII-I authorities) for awards issued to

for-profit organizations are usually determined by the support mechanism (see "Administrative

Requirements---Changes in Project and Budget").

Audit

The requirements for non-Federal audits of for-profit organizations are specified in 45 CFR

74.26(d). A for-profit organization is required to have a non-Federal audit if, during its fiscal
year, it expended a total of $300,000 or more under one or more HHS awards and at least one of

those awards is an HHS grant (as a direct grantee and/or under a consortium agreement). 45 CFR

74.26(d) essentially incorporates the thresholds and deadlines of OMB Circular A-133 but pro-
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videsfor-profitorganizationstwooptionsregardingthetypeof auditthatwill satisfytheaudit
requirements.Thegranteeeithermayhave(1)afinancial-relatedaudit(asdefinedin, andinac-
cordancewith,theGovernmentAuditingStandards(commonlyknownasthe"YellowBook"),
GPOstock#020-000-00-265-4, of all the HHS awards; or (2) an audit that meets the require-
ments of OMB Circular A-133.

OMB Circular A- 133 is available electronically at
http://www.whitehouse.gov/OMB/circulars/a 133/al 33.html.

The Government Auditing Standards are available electronically at

http://www.gao.gov/govaud/ybk01.htm. Audits shall be completed and submitted to the follow-

Lug office within a period of time that is the earlier of (1) 30 days after receipt of the auditor's
report(s), or (2) 9 months after the end of the audit period, i.e., the end of the organization's fiscal

year. The address is:

National External Audit Review Center

HI-IS Office of Audit Services
323 West 8th Street

Lucas Place

Room 514

Kansas City, MO 64105

For-profit organizations expending less than $300,000 a year are not required to have an annual
audit for that year but must make their grant-related records available to NIH or other designated
officials for review or audit.

Small Business Innovation Research and Small Business Technology
Transfer Programs

NIH is currently required by statute to reserve a portion of its annual extramural budget for pro-

jects under the SBIR and STTR programs. These programs are primarily intended to emphasize
private sector commercialization of technology and to increase small business participation in

federally funded research and development (R&D).

Both the SBIR and STTR programs consist of the following three phases:

Phase I: The objective of this phase is to establish the technical merit and feasibility of

proposed research or R&D efforts and to determine the quality of performance of the

grantee (small business concern) prior to providing further Federal support in Phase II.

t Phase IT:The objective of this phase is to continue the research or R&D efforts initiated

in Phase I. Funding will be based on the results of Phase I and the scientific and technical

merit and commercial potential of the Phase II application. (Only Phase I grantees are

eligible to receive Phase II funding. Phase 11applications may be submitted after the

Phase I award is made, and N-IH expects they will be submitted within the fn'st six receipt
dates following expiration of the Phase I budget period, i.e., normally 2 years beyond the

expiration date of the Phase I award).
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PhaselII: Theobjectiveof this phase, where appropriate, is for the small business con-

cem to pursue, with non-Federal funds, the commercialization of the results of the re-
search or R&D funded in Phases I and II.

There are two major differences between the SBIR and STTR programs:

The STTR program requires a small business concern (applicant organization) to "team"

with a research institution to collaboratively conduct a project that has potential for

commercialization. The SBIR program does not have this requirement, i.e., the small
business concern either may conduct the entire project without outside collaboration or

with outside collaboration within the limits described under "Eligibility" in this section.

The SBIR program requires that the primary employment of the PI (greater than 50 per-
cent of the individual's time) be with the small business concern at the time of award and

during the conduct of the project. The STTR program does not have this requirement, i.e.,
the PI may have his or her primary employment with an organization other than the small

business concern, including the collaborating research institution. However, there must be
an official relationship between the PI and the small business concern. As an eligibility

criterion, NIH also requires the PI to devote at least 10 percent of his or her time to the

STTR project.

Eligibility

Each organization receiving a grant under the SBIR/STTR programs must qualify as a U.S.-owned
small business concern. In determining whether the organization is a small business concern, NIH

will assess several factors, including:

• Whether the small business is independently owned and operated; and

• Whether it is an affiliate of a larger organization whose employees, when added to those

of the applicant organization, do not exceed 500.

In conducting this assessment, all appropriate factors will be considered, including common own-

ership, common management, and contractual relationships.

In accordance with 13 CFR Part 121.103, affiliation exists when, either directly or indirectly, (1)

one concern controls or has the power to control the other, or (2) a third party or parties controls or

has the power to control both. One of the circumstances that would lead to a finding that an organi-

zation is controlling or has the power to control another organization involves sharing common

office space, employees, and/or other facilities (e.g., laboratory space). The research and analytical

work performed by the grantee organization is to be conducted in research space occupied by,
available to, and under the control of, the SBIR/STTR grantee. However, when required by the

project activity, access to special facilities or equipment in another organization is permitted, as in
cases where the SBIR grantee has entered into a consortium agreement with another organization

for a specific, limited portion of the research project.

Joint ventures and limited partnerships are eligible provided the entity created qualifies as a small
business concern.
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ForbothPhaseI andPhase1-[SBIR/STTRawards,theresearchorR&Dprojectactivitymustbe
performedin itsentiretyintheU.S.(TheU.S.isdefined as the 50 States, the territories and posses-
sions of the United States, the Commonwealth of Puerto Rico, the Federated States of Micronesia,

the Republic of Palau, the Republic of the Marshall Islands, and the District of Columbia.)

Generally, under SBIR Phase I awards, a minimum of two-thirds or 67 percent of the research or

analytical effort must be carried out by the small business concern (grantee). Furthermore, pay-

ments, in the aggregate, to consultants, consortium participants and contractors for portions of the
scientific/technical effort generally may not exceed 33 percent of the total budget (direct and F&A

(indirect) costs).

Generally under SBIR Phase II awards a minimum of one-half or 50 percent of the research or ana-
lytical effort must be carried out by the small business concern (grantee). Furthermore, payments,

in the aggregate, to consultants, consortium participants, and contractors for portions of the scien-

tific/technical effort generally may not exceed 50 percent of the total budget (direct and F&A (indi-

rect) costs).

For STTR awards (both Phase I and Phase R), at least 40 percent of the work is to be performed by
the small business concern (grantee) and at least 30 percent of the work is to be performed by the

single, "partnering" research institution. The basis for determining the percentage of work to be

performed by each of the cooperative parties is the total of direct and F&A (indirect) costs attribut-
able to each party, unless otherwise described and justified in the "Contractual Arrangements" por-
tion of the "Research Plan" section of the grant application.

Public Policy Requirements and Objectives

The requirements concerning disclosure of financial conflicts of interest (see "Public Policy Re-

quirements and Objectives--Ethical and Safe Conduct in Science and Organizational Operations--
Standards of Conduct--Financial Conflict of Interest") do not apply to Phase I of the SBIR/STTR

programs.

Allowability of Costs and Fee

Profit or Fee

A reasonable fixed fee may be paid to small business concerns receiving awards under Phases I
and/or 1I of the SBIR and STTR programs. The fee is not considered a "cost" for purposes of de-

termining allowability of use, program income accountability, or audit thresholds. The fee may be

used by the small business concern for any purpose, including additional effort under the
SBIR/STTR award. The fee is intended to provide a reasonable profit consistent with normal profit

margins for for-profit organizations for R&D work; however, the amount of the fee approved will
not normally exceed seven (7) percent of total costs (direct and F&A) for each phase of the project.

The fixed fee applies solely to the small business concern (grantee) receiving the SBIR/STTR
award and not to any other participant; however, the grantee may pay a profit/fee to a contractor

providing routine goods or services in accordance with normal commercial practice.
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Facilities and Administrative Costs (Indirect Costs)

Phase I

If the applicant small business concern has a currently effective indirect cost rate(s) with a Fed-
eral agency, such rate(s) should be used when calculating proposed F&A costs. (However, the

rates(s) must be adjusted for IR&D expenses, which are not allowable under HHS awards.) If the

applicant small business concern does not have a currently effective negotiated indirect cost rate
with a Federal agency, the applicant should propose estimated F&A costs at a rate not to exceed

40 percent of the total direct costs. However, small business concerns are reminded that only ac-

tual F&A costs are to be charged to projects. (If awarded at a rate of 40 percent or less, the rate

used to charge actual F&A costs to projects cannot exceed the awarded rate unless the small
business concern negotiates an indirect cost rate(s) with a Federal agency.)

Phase ]I

If the applicant small business concern has a currently effective negotiated indirect cost rate(s)
with a Federal agency, such rate(s) should be used when calculating proposed F&A costs. (How-

ever, the rates(s) must be adjusted for IR&D expenses, which are not allowable under HI-IS

awards.) If the applicant small business concern does not have a currently effective negotiated
indirect cost rate with a Federal agency, the applicant should propose estimated F&A costs. If the

small business concern is being considered for an award, it will be asked to submit detailed

documentation if a rate in excess of 25 percent of total direct costs is requested. If the requested

F&A cost rate is 25 percent or less, no further justification is required at the time of award, and
F&A costs will be awarded at the requested rate. However, small business concerns are reminded

that only actual F&A costs may be charged to projects. (If awarded at a rate of 25 percent or less
of total direct costs, the rate used to charge actual F&A costs to projects cannot exceed the

awarded rate unless the small business concern negotiates an indirect cost rate(s) with a Federal

agency.)

Administrative Requirements

Market Research

NIH will not support market research, including studies of the literature that lead to a new or ex-
panded statement of work, under the grant. For purposes of the SBIR/STTR programs, "market

research" is the systematic gathering, editing, recording, computing, and analyzing of data about

problems relating to the sale and distribution of the subject of the proposed research. It includes

various types of research, such as the size of potential markets and potential sales volume, the
identification of consumers most apt to purchase the products, and the advertising media most

likely to stimulate their purchases. However, "market research" does not include activities under

a research plan or protocol that require a survey of the public as part of the objectives of the pro-

ject to determine the impact of the subject of the research on the behavior of individuals.
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Program Income

Unless the specific terms and conditions of an award provide otherwise, program income gener-
ated under SBIR/STTR Phase I and II awards shall be used under the additive alternative (see

"Administrative Requirements--Management Systems and Procedures--Program Income").

Intellectual Property: Rights in Data, and Inventions and Patents

Rights to data, including software developed under the terms of any funding agreement resulting
from an NIH award, shall remain with the grantee except that any such copyrighted material

shall be subject to a royalty-free, nonexclusive and irrevocable license to the Government to re-

produce, publish or otherwise use the material, and to authorize others to do so for Federal pur-

poses. In addition, under the SBIP,JSTTR programs, in contrast to awards to for-profit organiza-
tions under other support mechanisms, such data shall not be released outside the Government

without the grantee's permission for a period of 4 (four) years from completion of the project

from which the data were generated.

The STTR program requires that the grantee organization (small business concern) and the sin-
gle, "partnering" research institution execute an agreement allocating between the parties intel-

lectual property rights and rights, if any, to carry out follow-on research, development, or com-
mercialization of the subject research. (For guidance, a model agreement, entitled "Allocation of

Rights in Intellectual Property and Rights to Carry Out Follow-On Research, Development, or

Commercialization," is included in the STTR Phase I grant solicitation and in the Phase II appli-

cation package.) By signing the face page of the STTR grant application, the official signing for

the applicant organization (small business concern) certifies that the agreement with the research
institution will be effective at the time the grant award is made. A copy of the agreement must be

furnished upon request to the NIH IC awarding office.

SBIR/STTR grantees are covered by 37 CFR 401 with respect to inventions and patents (see "In-

tellectual Property: Inventions and Patents" in this section).
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RESEARCH PATIENT CARE COSTS

General

This section provides NIH policy on the determination and reimbursement of research patient
care costs under grants. This general policy is intended to be applied in conjunction with the re-

quirements of 45 CFR 74, Appendix E, Cost Principles for Determining Costs Applicable to Re-

search and Development under Grants and Contracts to Hospitals. In addition, specific NIH pro-
grams may have additional or alternative requirements with which an applicant/grantee must

comply. This includes the General Clinical Research Center Guidelines as specified in this sec-
tion.

Definitions

Research Patient Care Costs are the costs of routine and ancillary services provided by hospi-

tals to individuals participating in research programs. The costs of these services normally are

assigned to specific research projects through the development and application of research pa-
tient care rates or amounts (hereafter "rates"). Research patient care costs do not include: (1) the

otherwise allowable items of personal expense reimbursement, such as patient travel or subsis-

tence, consulting physician fees, or any other direct payments related to all classes of individuals,

including inpatients, outpatients, subjects, volunteers, and donors, (2) costs of ancillary tests per-
formed in facilities outside the hospital on a fee-for-service basis (e.g., in an independent, pri-

vately owned laboratory) or in an affiliated medical school/university based on an institutional

fee schedule, or (3) the data management or statistical analysis of clinical research results.

Hospital includes all types of medical, psychiatric, and dental facilities, such as clinics, infirma-

ties, and sanatoria.

Research Patients refers to inpatient and outpatient subjects, volunteers, or donors participating

in a research protocol.

Routine Services are the regular room services, minor medical and surgical supplies, and the use

of equipment and facilities, for which a separate charge is not customarily made.

Ancillary Services are those special services for which charges are customarily made in addition

to routine services, e.g., x-ray, operating room, laboratory, pharmacy, blood bank, and pathology.

Outpatient Services are services rendered to subjects/volunteers who are not hospitalized.

Usual Patient Care refers to items and services (routine and ancillary) ordinarily furnished in

the treatment of patients by providers of patient care under the supervision of the physician or

other responsible health professional. Such items or services may be diagnostic, therapeutic, re-

habilitative, medical, psychiatric, or any other related professional heath services. These ex-
penses are for care that would have been incurred even if the research study did not exist. The

patient and/or third-party insurance usually will provide for reimbursement of charges for "usual

patient care" as opposed to non-reimbursement for those charges generated solely because of

participation in a research protocol.
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Discrete Centers are groups of beds that have been set aside for occupancy by research patients

and are physically separated from other hospital beds in an environment that normally permits an
ascertainable allocation of costs associated with the space they occupy and the service needs they

generate.

Scatter Beds are beds assigned to research patients based on availability. These beds are not

physically separate from non-research beds. Scatter beds are geographically dispersed among all
the beds available for use in the hospital and are not usually distinguishable in terms of services

or costs from other general service beds within the hospital.

Cost-Finding Process is the technique of apportioning or allocating the costs of the non-

revenue-producing cost centers to each other and to the revenue-producing centers on the basis
of the statistical data that measure the amount of service rendered by each center to other centers.

Policy

NIH provides funds for research patient care costs under grants. Research patients may receive
routine services as inpatients or ancillary services as either inpatient or outpatient sub-

jects/volunteers. In order to receive reimbursement for research patient care costs, any hospital

that, as a direct recipient of NIH funds, expects to incur over $100,000 in patient care costs in

any single budget period on a single NIH grant must either have in place or take steps to negoti-
ate a research patient care rate agreement with the cognizant office of the HHS Division of Cost

Allocation (DCA). These rates must be shown in all requests and/or claims for reimbursement of

research patient care costs. Hospital grantees that expect to incur $100,000 or less in research

patient care costs (as provided in this paragraph) and consortium participants/contractors under
grants are subject to the requirements specified in the subsection on "Special Procedures for Cer-

tain Hospitals" below. Failure to negotiate a research patient care rate with DCA when required

may result in the disallowance of all research patient care costs charged to a grant.

Allowability of Costs

The determining factors for allowing research patient care costs as charges to NIH grants depend

on the patient and the type of services received. If the patient is receiving service or care that nei-
ther differs from usual patient care nor results in expenses greater than those that would have

been incurred if the study had not existed, then the patient is considered to be hospitalized for

usual care purposes and the grant will not support the costs. When the research extends the pe-

riod of hospitalization beyond that ordinarily required for usual care, or imposes procedures,

tests or services beyond usual care, whether in an inpatient or outpatient setting, the grant may

pay the additional costs. The grantee must decide whether, in fact, the hospitalization period, the
tests, or the services have been extended beyond or added to what would ordinarily have been

expected, and to what extent. Patient care costs for individuals who are receiving accepted treat-

ment according to standard regimens would not ordinarily be acceptable charges to an NIH

grant. Similarly, in certain kinds of clinical trials where accepted treatments are compared
against new therapies, research patient care costs generally may be charged to a grant only inso-

far as they are measurements or services above and beyond those that constitute usual patient

care and are specified by the study protocol.
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NIH fundsmaybeusedtopayall costs(whetherusualcarecostsorresearchcarecosts)for the
entireperiodofhospitalizationorresearchtestsorservicesfor individualswhowouldnothave
beenhospitalizedorreceivedsuchtestsorservicesexceptfor theirparticipationin theresearch
study.Anysuchexceptionsshouldbedocumentedin thegrantee'srecords.Theseindividuals
mayinclude:

Personstowhomnohealthadvantages may be expected to accrue as a result of the hospi-

talization. Examples would be normal controls for metabolic or other studies; persons

with genetic or certain abnormalities of interest to the investigator; and sick persons
brought to the hospital solely for studies when they otherwise would not require hospi-
talization.

Sick persons of research importance to the investigator but without funds of their own or
without funds available to them through a responsible third party to pay hospitalization

expenses. This includes patients for whom some third-party payer, such as city, county,

or State government, might pay hospitalization expenses in some other hospital but has

no responsibility to pay in the hospital in which the approved clinical research is being
conducted.

Sick persons with limited personal funds or health insurance but who are not willing to

spend their own money or use their hospital plan coverage at that particular time. (Fear of
more urgent need in the future for both personal funds and health insurance might be one

reason for the patient's reluctance to participate in the study.) The investigator has a spe-

cial responsibility in making the decision to include patients in this group with full
charges to the grant. Ordinarily, NIH expects the patient and/or third party to pay the total

costs of the usual care portions of the hospitalization. However, in exceptional circum-

stances, the investigator may decide to pay the total expenses for hospitalization, research
services, or tests from the grant if this is required to secure timely cooperation of a valu-

able study patient not otherwise available.

Computation of Research Patient Care Costs

Patient care costs, whether expressed as a rate or an amount, shall be computed in an amount

consistent with the principles and procedures used by the Medicare program for determining the

portion of Medicare reimbursement based on reasonable costs. Under this policy, separate cost
centers must be established for each discrete bed unit for purposes of allocating or distributing
allowable routine costs to the discrete unit.

When provisional rates are used as the basis for award of research patient care costs, the amount
awarded shall constitute the maximum amount that the IC is obligated to reimburse the grantee

for such costs. Provisional rates must be adjusted if a lower final rate is negotiated.

Facilities and Administrative Costs

F&A costs should not be paid on any cost component representing the cost of research patient
care activities. Patient care rates (routine and ancillary) include F&A costs related to "hospital-

type" employees (nurses, medical technicians, etc.) supported as a direct cost under a grant.
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Therefore,toprecludeover-recoveriesof costssimilartotheseF&Acosts,salariesandwages
(S&W)of all "hospital-type"employeesworkingonthegrantmustbeexcludedfromtheS&W
baseusedtoclaimF&A costs.Relatedfringebenefitsalsoshouldbeexcludedif suchcostsare
partof theS&Wbase.Ifa "totaldirectcosts"baseis usedtocomputeandclaimF&A costs,the
above-mentioned"hospital-type"salariesalsomustbeexcludedfromthebaseaswell asany
otherbasecostschargeabletothegrantthroughtheapplicationof aresearchpatientcarerate.

If thegrantoraconsortiumagreement/contractunderagrantprovidesfundingexclusivelyfor
researchpatientcareactivities,noF&A costswill normallybeallowedasaseparatecostelement
sinceall allocableF&A costswill beaccountedfor in theroutineorancillaryactivitycostscon-
tainedin researchpatientcarerates.

Special Procedures for Certain Hospitals

Grantees

If a grantee does not meet the threshold for negotiation of a research patient care rate agreement

with DCA in a given budget period, as specified under "Policy" in this section, but has a cur-

rently negotiated research patient care rate, that rate will be used in awarding and reimbursing

research patient care costs; regardless of the amount that the grantee expects to incur. In all other
cases, the hospital will be reimbursed at a rate not to exceed the lesser of actual research patient
care costs or the rate included in the hospital's Medicare cost report.

Consortium Participants�Contractors Under Grants

If a hospital incurring research patient care costs is not the grantee, the grantee wiU be responsi-

ble for establishing the rate or amount that will be reimbursed for such costs unless the hospital
also is a direct recipient of other I-IHS awards and in that capacity has established a rate with
DCA.

If a participating hospital expects to incur more than $100,000 in research patient care costs (as

specified for grantees in the "Policy" subsection), the grantee must negotiate a rate for that hospi-
tal unless the relationship between the grantee and the hospital is considered "less-than-arms

length." In this case, the grantee should contact the IC GMO to determine whether DCA will ne-

gotiate the rate.

If a participating hospital expects to incur $100,000 or less in research patient care costs, the

grantee will use the lesser of actual costs or the rate in the hospital's Medicare cost report as the
basis for determining reimbursement. For purposes of this paragraph, the grantee will apply the

thresholds to each hospital individually.

Financial Responsibilities

Where the costs of patient care are funded by the grant, and whether such costs are classified as

usual patient care or research patient care, the amount recovered from third parties must be cred-
ited to the grant. However, patient charges must be adjusted for both routine services and ancil-

laries prior to applying the third-party recoveries. The grantee is obligated to pursue recovery to
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thefullestextentpossibleandshouldbeableto documentthoseefforts.An exampleof suchan
adjustmentfollows:

If thestandardfeeschedulechargefor aCTscanis$500, the negotiated research patient care

agreement rate is 75 percent, and third-party insurance pays $300, the maximum amount that
may be charged to the NIH grant is $75, based on the following calculation.

Standard Fee Schedule X (multiplied by) Negotiated Rate = Cost -- (minus) Insurance = Maxi-

mum Charge to NIH Grant

$500 x.75 = $375- $300 = $75

In those instances when the grantee determines that the balance of the patient's bill may be

charged to the grant ("Allowability of Costs" in this section), the total bill must be adjusted to

cost prior to applying any third-party recoveries. The remaining balance of allowable costs may

then be charged to the grant.

In certain circumstances, funds may be awarded that support tests developed specifically for re-

search purposes that are subsequently billed to third parties. In such cases, funds recovered from

third parties must be credited to the grant account.

Program Requirements

An individual NIH IC/program may adopt special implementing procedures consistent with this

section to meet its own specific needs. As an example, the majority of NlH-supported discrete
centers are funded by the General Clinical Research Centers Program (GCRC) of the National

Center for Research Resources (NCRR), which has developed detailed guidelines for the opera-

tion of these centers (see Part I_ for NCRR contact information).
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Part III: Points of Contact

Various offices/officials are mentioned throughout the preceding parts of this policy statement as

sources of information or as responsible for certain activities in the NIH grants process. Contact
information for these and other offices/officials is provided in this Part. These addresses should

not be used for express mail or other types of hand-deliveries. The IC should be contacted to ob-
tain the address to use for express mail.

For each IC that awards grants, a listing is provided for the Chief Grants Management Officer as

well as an Extramural Program Official that may be contacted for general information. The Web

address for the IC's Home Page also is included. Requests related to particular applications sub-

mitred or grants awarded should be directed to the individual(s) specified in formal communica-

tions from NIH, e.g., in the Notice of Grant Award.
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INSTITUTES AND CENTERS

Chief Grants Mana.qement Officer

Building 31C, Room B2C39, MSC-2220
Bethesda, MD 20892-2220
301/496-1653

301/402-0779 (fax)

Chief Grants Mana.qement Officer

6120 Executive Boulevard
Executive Plaza South, Room 243, MSC-7150
Bethesda, MD 20892-7150
301/496-7753

301/402-3409 (fax)

Chief Grants Mana.qement Officer

6707 Democracy Boulevard
Suite 106, MSC-5475
Bethesda, MD 20892-5475
301/594-9102

301/480-3621 (fax)

Chief Grants Manaqement Officer

6705 Rockledge Drive
Rockledge I, Room 6086, MSC-7965
Bethesda, MD 20892-7965
301/435-0836

3011480-3777 (fax)

Chief Grants Manaqement Officer

6120 Executive Boulevard
Executive Plaza South, Room 350, MSC-7164
Bethesda, MD 20892-7164
301/435-8179

3011496-9997 (fax)

Extramural Pro.qram Official

Building 31C, Room B2C02, MSC-2220
Bethesda, MD 20892-2220
301/496-1415

301/402-2173 (fax)

Extramural Proqram Official

Executive Plaza North, Room 600C,
MSC-7405
Bethesda, MD 20892-7405
301/496-5147
301/402-0956 (fax)

_1, le+ a_ e_ : OIClr "

Extramural Proqram Official

Building 31, Room 5B58, MSC-2182
Bethesda, MD 20892-2182
301/496-4792

301/402-4741 (fax)

Extramural Pro.qram Official

Building 31, Room 3Bll, MSC-2128
Bethesda, MD 20892-2128
301/496-6023

301/480-3658 (fax)

Extramural Proqram Official

6120 Executive Boulevard
Executive Plaza South, Room 350, MSC-7164
Bethesda, MD 20892-7164
3011496-5301

3011402-0528 (fax)
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Chief Grants Manaqement Officer

6701 Rockledge Drive
Rockledge II, Room 7160, MSC-7926
Bethesda, MD 20892-7926
301/435-0144

301/480-3310 (fax)

Chief Grants Mana.qement Officer

Building 31, Room B2B34, MSC-2031
Bethesda, MD 20892-2031

Extramural Program Official

6701 Rockledge Drive
Rockledge II, Room 7100, MSC-7922
Bethesda, MD 20892-7922
3011435-0260
301/480-3460 (fax)

Extramural Pro,qram Official

Building 31, Room B2B07, MSC-2033
Bethesda, MD 20892-2033

301/496-7858 301/435-5536
301/402-1951 (fax) I 301/480-2770 (fax)

Chief Grants Manaqement Officer

7201 Wisconsin Avenue

Gateway Bldg., Room 2N212, MSC-9205
Bethesda, MD 20892-9205
301/496-1472

3021402-3672 (fax)

Extramural Pro,qram Official

7201 Wisconsin Avenue

Gateway Bldg., Room 2C218F, MSC-9205
Bethesda, MD 20892-9205
3011496-9322

301/402-2945 (fax)

Extramural Pro.qram Official

Building 31, Room B2B07, MSC-2033
Bethesda, MD 20892-2033

3011435-5536
3011480-2770 (fax)

Chief Grants Mana,qement Officer
6700-B Rockledge Drive, Room 2116, MSC-7614
Bethesda, MD 20892-7614
3011496-7075

3011480-3780 (fax)

Chief Grants Mana.qement Officer
45 Center Drive

Natcher Bldg., Room 5AS.49F, MSC-6500
Bethesda, MD 20892-6500
301/594-5278

310/480-5450 (fax)

Extramural Proqram Official
6700-B Rockledge Drive, Room 2141, MSC-7610
Bethesda, MD 20892-7610
301/496-7291

301/402-0369 (fax)
,_'r_._,-r_ "_,_.,.... _,_ _,;__,_.:_'_ "_:'_..__,_ ..... .%:,, - _,

Extramural Pro.qram Official
Building 31, Room 4C32, MSC-2350
Bethesda, MD 20892-2350
301/402-1691
3011480-6069 (fax)
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Chief Grants Manaqement Office

6100 Executive Boulevard, Room 8A01A
MSC-7510
Bethesda, MD 20892-7510
301/496-5001

301/402-0915 (fax)

Chief Grants Mana.qement Officer

6120 Executive Boulevard

Executive Plaza South, Suite 400B, MSC-7180
Bethesda, MD 20892-7180
30114O2-0909

301/402-1758 (fax)

Chief Grants Mana,qement Officer

45 Center Drive

Natcher Bldg., Room 4AN.44A, MSC-6402
Bethesda, MD 20892-6402
3011594-4800

301/480-8301 (fax)

Chief Grants Management Officer

6707 Democracy Boulevard
2 Democracy Plaza, Room 633, MSC-5456
Bethesda, MD 20892-5456
301/594-8854
301/480-3504 (fax)

Chief Grants Manaqement Officer

6001 Executive Boulevard
Neuroscience Center, Room 3119, MSC-3131
Bethesda, MD 20892-3131
301/443-6710
3011594-6849 (fax)

Chief Grants Mana.qement Officer

P.O. Box 12233
Research Triangle Park, NC 27709
9191541-2749
9191541-2860 (fax)

!,
Extramural Proqram Official

6100 Executive Boulevard, Room 6154, MSC-7510
Bethesda, MD 20892-7510
301/435-6856

3011402-2083 (fax)

Extramural Pro.qram Official

6120 Executive Boulevard

Executive Plaza South, Suite 400C, MSC-7180
Bethesda, MD 20892-7180
301/496-8693

301/402-6250 (fax)

Extramural Pro.qram Official

4..55Center Drive
Natcher Bldg., Room 4AN. 18E, MSC-6402
Bethesda, MD 20892-6402
301/594-4848

301/480-8138 (fax)

Extramural Proqram Official

6707 Democracy Boulevard
2 Democracy Plaza, Room 631, MSC-5456
Bethesda, MD 20892-5456
301/594-8834

3011480-3504 (fax)

Extramural Program Official

6001 Executive Boulevard
Neuroscience Center, Room 3158, MSC-9547
Bethesda, MD 20892-9547
301/443-2755
3011443-0538 (fax)

Extramural Pro.qram Official

P.O. Box 12233

Building 3, Room 301
Research. Triangle Park, NC 27709
919/541-7723

9191541-2843 (fax)
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Chief Grants Manaqement Officer

45 Center Drive
Natcher Bldg., Room 2AN.50B, MSC-6200
Bethesda, MD 20892-6200
301/594-5135

301/480-2554 (fax)

Extramural Pro.qram Official

45 Center Drive
Natcher Bldg., Room 2AN.24G, MSC-6200
Bethesda, MD 20892-6200
301/594-3910
301/480-1852 (fax)

Chief Grants Mana.qement Officer

6001 Executive Boulevard
Neuroscience Center, Room 6115
Bethesda, MD 20892-
301/443-2811
301/443-6885 (fax)

Chief Grants Manaqement Officer

6001 Executive Boulevard
Neuroscience Center, Room 3290, MSC-9537
Bethesda, MD 20892-9537
301/496-9231

301/402-0219 (fax)

Extramural Pro.qram Official

6001 Executive Boulevard
Neuroscience Center, Room 6154
Bethesda, MD 20892-
301/443-5047
301/443-9474 (fax)

Extramural Proqram Official

6001 Executive Boulevard
Neuroscience Center, Room 3309, MSC-9537
Bethesda, MD 20892-9190
301/496-9248
3011402-4370 (fax)

i

Chief Grants Management Officer I
45 Center Drive

Natcher Bldg., Room 3AN.12, MSC-6300
Bethesda, MD 20892-6300
301/594-6869

301/480-8260 (fax)

Extramural Pro.qram Official

Building 31, Room 5B05, MSC-2178
Bethesda, MD 20892-2178
301/594-5963

301/594-3405 (fax)

Chief Grants Mana.qement Officer

6705 Rockledge Drive
Rockledge I, Suite 301, MSC-7968
Bethesda, MD 20892-7968
301/496-4221

301/402-0421 (fax)

Extramural Pro.qram Official

Building 38A, Room 5N503, MSC-6075
Bethesda, MD 20892-6075
301/496-4621

301/402-0421 (fax)
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OTHER NIH OFFICES

Office of Policy for Extramural
Research Administration (OPERA)

Division of Grants Policy
6705 Rockledge Drive
Rockledge I, Room 1190, MSC-7974
Bethesda, MD 20892-7974
3011435-0949

301/435-3059 (fax)

Inventions and Extramural Reporting Branch
Rockledge I, Room 1136, MSC-7750
Bethesda, MD 20892-7974
301/435-1986
301/480-0272 (fax)

6705 Rockledge Drive
Rockledge I, Suite 1050, MSC-7982
Bethesda, MD 20892-7982
301/496-7163

Office of Reports and Analysis (ORA)

Division of Extramural Outreach and
Information Resources

6701 Rockledge Drive
Rockledge 2, MSC-7910
Bethesda, MD 20892-7910
301/435-0714

6705 Rockledge Drive
Rockledge II, MSC-7776
Bethesda, MD 20892-7776
Referral Office 301/435-0715

6705 Rockledge Drive, Suite 750, MSC-7985
Bethesda, MD 20892-7985
3011496-9838

For grants paid by NIH and to register for electronic
submission of Financial Status
ReDorts:

Government Accounting Branch
Building 31, Room BIB05, MSC-2052
Bethesda, MD 20892-2052
301/402-9123
301/402-1801 (fax)

Hard-copy submission of Financial Status
Reports:

Building 31, Room B1B11 MSC-2052
Bethesda, MD 20892-2052
301/496-5287
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6100 Executive Boulevard, Room 6B05,
MSC-7540
Bethesda, MD 20892-7540
301/496-4401
301/402-0177

_..,,_,;_...._.,-=_!._:7 . ._-_'_:_'_-_ _",;-_- _, %_;_,_;......
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OTHERHI-IS OFFICES

OIG Hotline
Attn: HOTLINE

330 Independence Avenue, SW
Washington, DC 20201-800-HHS-TIPS
(1-800-447-8477)
e-mail: HTips@os.dhhs.gov

Questions concerning A-133 audit requirements:
National External Audit Review Center
Office of Audit Services
323 West 8t" Street

Lucas Place, Room 514
Kansas City, Missouri 64105

http://www.dhhs..qov/proqorq/oei/hotline/hhshot.html

6100 Executive Boulevard, Suite 3B01, MSC-7507
Rockville, MD 20892-7507
301/496-7005

5515 Security Lane,
Rockwall II, Suite 700
Rockville, MD 20852
301/443-5300

301f594-0042 (fax)
i

_:i/66_ii t_5°en_dl_iill A01nue' Sw

Office of Program Operations
200 Independence Avenue, SW
Room 509 F

Washington, DC 20201
202/619-0403

P.O. Box 6021
Rockville, MD 20852
301/443-1660

301/443-3586 (fax)
e-mail: info@psc.dhhs.gov

800/732-0679

816/374-6714 (voice)
816/374-6727 (fax)
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Mid-Atlantic Field Office

(Services Alabama, Delaware, District of Columbia,
Florida, Georgia, Kentucky, Maryland, Mississippi,
North Carolina, Pennsylvania, South Carolina,
Tennessee, Virginia and West Virginia)

Northeastern Field Office

(Services Connecticut, Maine, Massachusetts, New
Hampshire, New Jersey, New York, Rhode Island,
Vermont, Puerto Rico, the Virgin Islands, Canada
and Europe)

Central States Field Office

(Services Arkansas, Illinois, Indiana, Iowa, Kansas,
Louisiana, Michigan, Minnesota, Missouri, Ne-
braska, New Mexico, Ohio, Oklahoma, Texas and
Wisconsin)

Western Field Office

(Services Alaska, Arizona, California, Colorado,
Hawaii, Idaho, Montana, Nevada, North Dakota,
Oregon, South Dakota, Utah, Washington, Wyo-
ming, Australia, and Asia)

330 Independence Avenue, S.W.
Room 1067

Washington, DC 20201
2021401-2808

2021619-3379 (fax)

26 Federal Plaza
Room 41-122
New York, NY 10278
212/264-2069

202/264-5478 (fax)

1200 Main Tower
Room 1130

Dallas, TX 75202
214/767-3261
214/767-3264 (fax)

50 United Nations Plaza
Room 304

San Francisco, CA 94102
4151437-7820
415143717823

268


	Face Page
	Index
	Glossary of Commonly Used Terms
	General Grants Information To Assist New Grantees
	Awards to Foreign Institutions, International Organizations, and Domestic
	Grants with Foreign Components
	Excerpt from Grants Policy Statement


	F&A Costs for Foreign and International Organizations
	Allowable Costs/Activities
	Excerpt from Grants Policy Statement

	Human Subjects
	Federalwide Assurances of Protection for Human Subjects (FWA)
	Singles Project Assurance (SPA)

	Required Education in the Protection of Human Research Participants
	Change in Scope
	Table 11-2 - A Summary of Actions Requiring NIH Prior Approval
	NIH Policy for Foreign Travel on NIH Grants
	Consortium Agreement Information for NKI Grants
	Reporting and Record Retention Guidance for NKI Grantees
	Salary Cap (Salary Limitation)
	Other Support Information (Example)
	Public Policy Requirements
	Frequently Asked Questions
	Travel (Sample Policy)
	Time and Effort Reporting For Commercial Organizations
	Sample Expense Report
	Sample Employee Agreement
	Sample Consulting Agreement
	Equipment
	Financial Status Report (FSR)
	Sample Chart of Accounts
	Sample Accounts Payable Flowchart for Accounting Purposes
	Complete NIH Grants Policy Statement (Revised 03/01)

