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(b) Generally, the grant will initially
be for one year and subsequent con-
tinuation awards will also be for one
year at a time. A grantee must submit
a separate application to have the sup-
port continued for each subsequent
year. Decisions regarding continuation
awards and the funding level of such
awards will be made after consider-
ation of such factors as the grantee’s
progress and management practices
and the availability of funds. In all
cases, continuation awards require a
determination by the NIEHS that con-
tinued funding is in the best interest of
the Federal Government.

(c) Neither the approval of any appli-
cation nor the award of any grant com-
mits or obligates the Federal Govern-
ment in any way to make any addi-
tional, supplemental, continuation, or
other award with respect to any ap-
proved application or portion of an ap-
proved application.

§65.7 For what purposes may grant
funds be spent?

Individuals receiving training shall
be entitled only to the stipends and al-
lowances included in a budget approved
by the Director, taking into account
the cost of living and such other fac-
tors as the needs of the program and
the availability of funds.

§65.8 What additional Department
regulations apply to grantees?

Several other regulations and poli-
cies apply to grants under this part.
These include, but are not limited to:

42 CFR part 50, subpart D—Public Health
Service grant appeals procedure.

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board.

45 CFR part 74—Administration of grants.

45 CFR part 75—Informal grant appeals pro-
cedures.

45 CFR part 76, subparts A-F—Government-
wide debarment and suspension (non-
procurement) and government-wide re-
quirements for drug-free  workplace
(grants).

45 CFR part 80—Nondiscrimination under
programs receiving Federal assistance
through the Department of Health and
Human Services—Effectuation of title VI
of the Civil Rights Act of 1964.

45 CFR part 81—Practice and procedure for
hearings under part 80 of this title.

45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activi-

§65.9

ties receiving or benefiting from Federal
financial assistance.

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance.

45 CFR part 91—Nondiscrimination on the
basis of age in Health and Human Services
programs and activities receiving Federal
financial assistance.

45 CFR part 92—Uniform Administrative Re-
quirements for Grants and Cooperative
Agreements to State and local Govern-
ments.

45 CFR part 93—New restrictions on lobby-
ing.

§65.9 Additional conditions.

The Director may with respect to
any award impose additional condi-
tions prior to, or at the time of, any
award when, in the Director’s judg-
ment, such conditions are necessary to
assure the carrying out of the purposes
of the award, the interest of the public
health, or the conservation of funds
awarded.
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SOURCE: 48 FR 24880, June 3, 1983, unless
otherwise noted.

Subpart A—Direct Awards

§66.101 Applicability.

The regulations in this subpart apply
to National Research Service Awards
made by the Secretary to individuals
for research, and training to undertake
research, under section 472(a)(1)(A) of
the Public Health Service Act, as
amended [42 U.S.C. 2891-1(a)(1)(A)].

§66.102 Definitions.

As used in this subpart:

(a) Act means the Public Health Serv-
ice Act, as amended.

(b) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
has been delegated.

(¢) Nonprofit institution means a cor-
poration or association in which no
part of the net earnings inures or may
lawfully inure to the benefit of any pri-
vate shareholder or individual.

(d) Award means a National Research
Service Award under section 472 of the
Act (42 U.S.C. 2891-1).

(e) Residency means post-graduate
training for doctors of medicine, oste-
opathy, dentistry, optometry, and po-
diatry, nurses, and other individuals
providing health care directly to pa-
tients, in which the majority of the
time is spent in non-research clinical
training.

(f) Noncitizen national of the United
States means a person who, though not
a citizen of the United States, owes
permanent allegiance to the United
States [8 U.S.C. 1101(a) (22)].

(9) Predoctoral training means train-
ing at the post-baccalaureate level in a
program leading to the award of a doc-
tor of philosophy or science, or equiva-
lent degree. For purposes of Awards
under the Minority Access to Research
Careers programs of the National Insti-
tute of General Medical Sciences and
the Alcohol, Drug Abuse, and Mental
Health  Administration, predoctoral
training also means training in a pro-
gram leading to the award of a bacca-
laureate degree in science or equiva-
lent degree.

42 CFR Ch. | (10-1-96 Edition)

(h) Postdoctoral training means train-
ing of individuals holding a doctor of
philosophy, science, medicine, den-
tistry, osteopathy, optometry, podia-
try, veterinary medicine, engineering,
nursing sciences, public health, or
equivalent degree.

§66.103 Eligibility.

To be eligible for a National Re-
search Service Award an individual
must:

(a) Be a citizen, noncitizen national
of the United States, or lawfully ad-
mitted to the United States for perma-
nent residence at the time of applica-
tion; and

(b) Propose to engage on a full-time
basis in research, or training to under-
take research, in a program specified
in section 472(a)(1)(A) of the Act.

§66.104 Application.

(a) Eligible individuals may apply for
an Award using the form and by the
dates the Secretary prescribes.

(b) In addition to any other pertinent
information that the Secretary may re-
quire, each application shall detail:

(1) The applicant’s educational back-
ground and other qualifications and ex-
perience, including previous academic
and professional degrees;

(2) The subject area of the proposed
research or training;

(3) The proposed period of Award:

(4) If the proposed period of Award
would provide the individual with ag-
gregate support in excess of five years
at the predoctoral level or three years
at the postdoctoral level, the justifica-
tion for this request; and

(5) The availability of necessary re-
sources facilities at the institution
where the research or training would
be conducted.

(Approved by the Office of Management and
Budget under control number 0925-0002)

§66.105 Requirements.

The Secretary shall make an Award
to an individual under this subpart
only if:

(a) For any Award made for a period
in excess of twelve months, other than
an Award made for research training at
the prebaccalaureate level, the individ-
ual has submitted to the Secretary a
written assurance (in the manner the
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Secretary may prescribe) that he or
she will satisfy the requirements of
§66.110;

(b) If the proposed research or train-
ing would take place at an institution
other than one operated by the Public
Health Service agencies listed in sec-
tion 472(a)(1)(A) of the Act, the institu-
tion has submitted a written assurance
(in the manner the Secretary may pre-
scribe). The assurance shall indicate
that:

(1) The applicant has been accepted
to the institution for the purpose of en-
gaging in the research or training for
which an Award is being sought;

(2) The Award will not be used to sup-
port a residency; and

(3) In the event an Award is made the
institution will make available to the
applicant any resources and facilities
described in the application as nec-
essary to carry out the research or
training; and

(c) The individual has submitted a
written assurance (in the manner the
Secretary may prescribe) that the
Award to individuals will not be used
to support a residency.

(Approved by the Office of Management and
Budget under control number 0925-0002)

§66.106 Awards.

(a) Within the limits of funds avail-
able, the Secretary shall make Awards
to those applicants:

(1) Who have satisfied the require-
ments of §66.105; and

(2) Whose proposed research or train-
ing would, in the judgment of the Sec-
retary, best promote the purposes of
section 472(a)(1)(A) of the Act, taking
into consideration among other perti-
nent factors:

(i) The scientific, technical, or edu-
cational merit of the particular pro-
posal;

(ii) The availability of resources and
facilities to carry it out;

(iii) The qualifications and experi-
ence of the applicant; and

(iv) The need for personnel in the
subject area of the proposed research
or training.

(b) In making Awards, the Secretary
shall take account of the Nation’s
overall need for biomedical research by
giving special consideration to physi-
cians who agree to undertake a mini-

§66.108

mum of two years of biomedical re-
search.

(c) All Awards shall be in writing.
Each shall specify:

(1) The period of the Award;

(2) The total recommended stipends
and allowances provided for the entire
Award period;

(3) The amount awarded for the
intitial year of that period (see §66.107);
and

(4) The amount of the payments to
the institution for the cost of services
provided the awardee by the institu-
tion during the initial year of that pe-
riod (see §66.108).

(d) Neither the approval of any appli-
cation nor any Award shall commit or
obligate the United States in any way
to make additional, supplemental, con-
tinuation, or other Award with respect
to any approved application or portion
thereof.

(e) No individual may receive an ag-
gregate of more than five years of sup-
port at the predoctoral level and three
years at the postdoctoral level unless
the Secretary waives, for good cause
shown, this limitation for the individ-
ual. In determining what constitutes
‘‘good cause,”” the Secretary shall take
into account such factors as whether
the applicant proposes to pursue a
combined program leading to the de-
grees of doctor of medicine and doctor
of philosophy.

§66.107 Payments to awardees.

(a) Individuals receiving Awards shall
be entitled to the stipends, tuition,
fees, and allowances the Secretary may
designate, taking into account the cost
of living, and such other factors as the
needs of the program and the availabil-
ity of funds.

(b) The Secretary shall pay stipends,
tuition, fees and allowances to the
awardee or the sponsoring institution
for payment to the awardee.

§66.108 Payments to institutions.

The institution shall be entitled to
an allowance to help defray the cost of
support services (including the cost of
faculty salaries, supplies, equipment,
general research support, and related
items) provided to the individual by
the institution. The Secretary shall de-
termine the amount of payments based
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upon reasonable costs to the institu-
tion of establishing and maintaining
the quality of research and training
programs for which it receives support
under this subpart. The Secretary may
make payments to the institution ei-
ther in advance or by way of reim-
bursement.

§66.109 Termination.

(a) The Secretary may terminate an
Award prior to its normal expiration
date:

(1) At the written request of the
awardee; or

(2) If the Secretary finds that the
awardee has materially failed to com-
ply with the terms and conditions of
the Award or to carry out the purpose
for which it was made.

(b) In the event an Award is termi-
nated, the Secretary shall notify the
awardee in writing of this determina-
tion, the reasons for termination, the
effective date, and any procedural
rights available.

§66.110 Service, payback, and recov-
ery requirements.

(a) Each individual who receives an
Award for more than twelve months
other than an Award for research train-
ing at the prebaccalaureate level shall
upon completion of the Award engage
for a period equal to the period of sup-
port (in excess of twelve months) in
health research or teaching or, when in
academic employment, any combina-
tion of research or teaching which is in
accordance with the usual patterns of
such employment.

(b) Except as provided in §66.111, an
individual subject to the requirements
for service in paragraph (a) of this sec-
tion must begin to undertake the serv-
ice on a continuous basis within two
years after the termination of his or
her Award.

(c) If the individual fails to under-
take or perform the service in accord-
ance with the requirements of para-
graph (a) of this section, the United
States shall be entitled to recover from
the individual an amount determined
in accordance with the formula:

42 CFR Ch. | (10-1-96 Edition)

(t-s)
-0 —
(t)

In which

A is the amount the United States is enti-
tled to recover;

0 is the sum of the total amount paid under
one or more Awards to the individual less
the amount paid for the initial twelve
months;

t is total number in months in the individ-
ual’s sevice obligation;

and s is the number of months of the obli-
gation served by him or her in accordance
with paragraph (a) of this section.

(d) Except as provided in §66.111, the
individual shall pay to the United
States any amount which it is entitled
to recover under paragraph (c) within a
three-year period beginning on the date
the United States becomes entitled to
recover that amount. Interest shall ac-
crue to the United States until any
amount due it under paragraph (c) of
this section is paid. The rate of inter-
est will be fixed by the Secretary of the
Treasury after taking into consider-
ation private consumer rates of inter-
est prevailing on the date the United
States become entitled to recovery.

[48 FR 24880, June 3, 1983; 48 FR 33710, July
25, 1983]

§66.111 Suspension, waiver, and can-
cellation.

(a) The Secretary may extend the pe-
riod for undertaking service prescribed
in §66.110(d), permit breaks in service
under §66.110(b), or extend the period of
repayment under §66.110(d) if the Sec-
retary determines that:

(1) An extension or break in service is
necessary so the individual may com-
plete his or her research training;

(2) Completion during the period
would be impossible because the indi-
vidual is temporarily disabled; or

(3) Completion during the period
would involve a substantial hardship to
the individual and failure to extend to
the period would be against equity and
good conscience.

(b) The Secretary may waive, in
whole or in part, the obligation of the
individual to repay pursuant to
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§66.110(c) if the Secretary determines
that:

(1) Fulfillment would be impossible
because the individual is permanently
and totally disabled; or

(2) Fulfillment would involve a sub-
stantial hardship to the individual and
enforcement of the obligation would be
against equity and good conscience.

(¢) In making determinations under
§66.111 (a)(3) and (b)(2), the Secretary
will take into consideration such fac-
tors as:

(1) The individual’s present financial
resources and obligations;

(2) The individual’s estimated future
financial resources and obligations;

(3) The reasons for the individual’s
failure to complete the requirements
within the prescribed period, such as
problems of a personal nature;

(4) The extent to which the individ-
ual has been engaged in activities en-
compassed by §66.110(a);

(5) Whether the individual has re-
ceived sufficient training to be quali-
fied to perform any such activities;

(6) The unavailability of employment
opportunities appropriate to the indi-
vidual’s education and training; and

(7) Any other extenuating
cumstances.

(d) Any obligations of any individual
under this subpart will be cancelled
upon the death of that individual.

[48 FR 24880, June 3, 1983; 48 FR 33710, July
25, 1983]

cir-

§66.112 Other HHS regulations that
apply.

Several other regulations and poli-
cies may apply to individuals and insti-
tutions receiving payments under this
subpart. These include, but are not
limited to:

45 CFR parts 6 and 8—Inventions and patents

45 CFR part 46—Protection of human sub-
jects

45 CFR part 76—Debarment and suspension
from eligibility for financial assistance

45 CFR part 80—Nondiscrimination under
programs receiving Federal assistance
through the Department of Health and
Human Services effectuation of title VI of
the Civil Rights Act of 1964

45 CFR part 81—Practice and procedure for
hearings under part 80 of this Title

45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activi-

§66.201

ties receiving or benefiting from Federal
financial assistance

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance

45 CFR part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

48 FR 24556—Guidelines for Research Involv-
ing Recombinant DNA Molecules published
by the National Institutes of Health

[49 FR 38116, Sept. 27, 1984]

§66.113 Publications.

Publication, distribution, and dis-
position of all manuscripts and other
materials resulting from an Award
shall be subject to the conditions that
all such materials shall bear appro-
priate acknowledgement of Depart-
ment of Health and Human Services
support and that the awardee shall fur-
nish copies of these manuscripts or
other materials as the Secretary may
reasonably request.

§66.114 Copyright.

Where the work accomplished under
an Award results in a book or other
copyrightable material, the author is
free to copyright the work, but the
United States reserves a royalty-free,
nonexclusive, and irrevocable license
to reproduce, publish, or otherwise use,
and to authorize others to use, all
copyrightable or copyrighted material
resulting from the Award.

§66.115 Additional conditions.

The Secretary may with respect to
any Award or class of Awards impose
additional conditions prior to or at the
time of any Award when in the Sec-
retary’s judgment such conditions are
necessary to assure the carrying out of
the purposes of the Award, the inter-
ests of the public health, or the con-
servation of funds awarded.

Subpart B—Institutional Grants

§66.201 Applicability.

The regulations in this subpart apply
to grants under section 472(a)(1)(B) of
the Public Health Service Act, as
amended [42 U.S.C. 2891 -1(a)(1)(B)], to
public institutions and to nonprofit
private institutions to enable these in-
stitutions to make National Research

481



§66.202

Service Awards to individuals for re-
search, and training to undertake re-
search, in programs specified in section
472(a)(1)(B) of the Act.

§66.202 Definitions.

The definitions in §66.102 of subpart
A of this part apply to this subpart.

[48 FR 24880, June 3, 1983; 48 FR 33710, July
25, 1983]

§66.203 Eligibility.

To be eligible for a grant under this
subpart, an applicant must be:

(a) A public or nonprofit private in-
stitution; and

(b) Located in a State, the District of
Columbia, Puerto Rico, the Virgin Is-
lands, the Canal Zone, Guam, Amer-
ican Samoa, or the Trust Territory of
the Pacific Islands.

§66.204 Application.

(a) Application for a grant under this
subpart shall be made on a form ap-
proved for that purpose by the Sec-
retary. Applicants shall submit com-
pleted forms on or before the dates the
Secretary may prescribe.

(b) In addition to any other pertinent
information that the Secretary may re-
quire, each application shall set forth
in detail:

(1) The subject area or areas in which
the proposed research or training will
be conducted;

(2) The resources and facilities avail-
able for use by recipients of Awards in
carrying out this research or training;

(3) The names, qualifications, and ex-
perience of the program director and
principal staff members who will be re-
sponsible for the proposed program;

(4) The criteria to be employed in se-
lecting recipients of Awards;

(5) The estimated number of recipi-
ents of Awards under the grant;

(6) The proposed project period and a
detailed budget and justification for
the amount of grant funds requested,;
and

(7) Proposed methods for monitoring
and evaluating the performance of in-
dividual recipients of Awards, as well
as the overall program.

(Approved by the Office of Management and
Budget under control number 0925-0022)

42 CFR Ch. | (10-1-96 Edition)

§66.205 Requirements.

(a) No Award shall be made to an in-
dividual from a grant under this sub-
part unless:

(1) For any Award made for a period
in excess of twelve months, other than
an Award made for research training at
the baccalaureate level, the individual
has submitted to the Secretary a writ-
ten assurance (in the manner the Sec-
retary may prescribe) that he or she
will satisfy the requirements of §66.110
of subpart A of this part;

(2) The individual is a citizen or non-
citizen national of the United States or
has been lawfully admitted to the Unit-
ed States for permanent residence at
the time of application;

(3) The Award includes a provision
for termination in the event the recipi-
ent is found by the institution to have
materially failed to comply with the
terms and conditions of the Award or
to carry out the purpose for which it
was made; and

(4) The Award is not to be used to
support a residency.

(b) No Award shall be made to an in-
dividual under such grant which would
provide that individual with aggregate
support in excess of five years for
predoctoral training and three years
for postdoctoral training, unless the
Secretary for good cause shown as pro-
vided in §66.106(d) of subpart A of this
part, waives the application of the lim-
itation with respect to that individual.

(c) The provisions of §§866.110 and
66.111 of subpart A of this part con-
stitute terms and conditions of any
Award made from a grant under this
subpart.

(Approved by the Office of Management and
Budget under control number 0925-0022)

[48 FR 24880, June 3, 1983; 48 FR 33710, July
25, 1983]

§66.206 Grant awards.

(a) Within the limits of funds avail-
able, the Secretary shall award grants
to those applicants:

(1) Whose applications have been re-
viewed and recommended for approval
by the appropriate national advisory
council or board;

(2) Who have satisfied the require-
ments of §66.105; and
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(3) Whose proposed programs would,
in the judgment of the Secretary, best
promote the purposes of section
472(a)(1)(B) of the Act, taking into con-
sideration among other pertinent fac-
tors:

(i) The scientific, technical, or edu-
cational merit of the proposed pro-
gram,;

(if) The adequacy of the resources
and facilities available to the appli-
cant;

(iii) The qualifications and experi-
ence of the program director and prin-
cipal staff members;

(iv) The degree of the need for per-
sonnel in the subject area or areas of
the proposed research or training;

(v) The extent to which the appli-
cant, in making Awards, gives special
consideration to physicians who agree
to undertake a minimum of two years
of biomedical research;

(vi) The administrative and manage-
ment capability of the applicant;

(vii) The reasonableness of the pro-
posed budget in relation to the pro-
posed program; and

(viii) The adequacy of the methods
for monitoring and evaluating the per-
formance of individual recipients and
the overall program.

(b) The notice of grant award speci-
fies how long HHS intends to support
the project without requiring the
project to recompete for funds. This pe-
riod, called the project period, will usu-
ally be for 3-5 years.

(c) Generally the grant will initially
be for one year and subsequent con-
tinuation awards will also be for one
year at a time. A grantee must submit
a separate application to have the sup-
port continued for each subsequent
year. Decisions regarding continuation
awards and the funding level of such
awards will be made after consider-
ation of such factors as the grantee’s
progress and management practices,
and the availability of funds. In all
cases, continuation awards require a
determination by HHS that continued
funding is in the best interest of the
government.

(d) Neither the approval of any appli-
cation nor the award of any grant com-

§66.208

mits or obligates the United States in
any way to make any additional, sup-
plemental, continuation, or other
award with respect to any approved ap-
plication or portion of any approved
application.

§66.207 Other HHS regulations and
policies that apply.

Several other regulations and poli-
cies apply to grants under this subpart.
These include, but are not limited to:

42 CFR part 50, subpart D—Public Health
Service grant appeals procedure

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board

45 CFR part 46—Protection of human sub-
jects

45 CFR part 74—Administration of grants

45 CFR part 75—Informal grant appeals pro-
cedures

45 CFR part 76—Debarment and suspension
from eligibility for financial assistance

45 CFR part 80—Nondiscrimination under
programs receiving Federal assistance
through the Department of Health and
Human Services effectuation of title VI of
the Civil Rights Act of 1964

45 CFR part 81—Practice and procedure for
hearings under part 80 of this title

45 CFR part 84—Nondiscrimination on the
basis of handicap in programs and activi-
ties receiving or benefiting from Federal
financial assistance

45 CFR part 86—Nondiscrimination on the
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance

45 CFR part 91—Nondiscrimination on the
basis of age in HHS programs or activities
receiving Federal financial assistance

48 FR 24556—Guidelines for Research Involv-
ing Recombinant DNA Molecules published
by the National Institutes of Health

[49 FR 38116, Sept. 27, 1984]

§66.208 Additional conditions.

The Secretary may, with respect to
any grant award, impose additional
conditions prior to or at the time of
any award when in the Secretary’s
judgment those conditions are nec-
essary to assure or protect advance-
ment of the approved program, the in-
terests of the public health, or the con-
servation of grant funds.
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Subpart A—Grants for Health Serv-
ices Research, Evaluation,
and Demonstration Projects

§67.10 Purpose and scope.

The regulations of this subpart are
applicable to the award through the
National Center for Health Services
Research of grants under section 305(b)
of the Public Health Service Act (42
U.S.C. 242c(b)) to support identified
health services research, evaluation, or
demonstration projects to investigate:

(a) The accessibility, acceptability,
planning, organization, distribution,
technology, utilization, quality, and fi-
nancing of health services and systems;

(b) The supply and distribution, edu-
cation and training, quality, utiliza-
tion, organization, and cost of health
manpower; and

(c) The design, construction, utiliza-
tion, organization, and cost of facilities
and equipment.

§67.11 Definitions.

As used in this subpart:

(a) Act means the Public Health Serv-
ice Act.

(b) Budget period means the interval
of time (usually 12 months) into which
the project has been divided for budg-
etary and reporting purposes and for
which the Government has made a fi-
nancial commitment to fund a particu-
lar project.

(c) Direct costs means the costs that
can be identified specifically with a
particular cost objective, such as com-
pensation of employees for the time
and effort devoted specifically to the
approved project, and the costs of ma-
terials acquired, consumed or expended
specifically for the purpose of the ap-
proved project.

(d) Grantee means the public or non-
profit entity or individual that receives
a grant under section 305(b) and this
subpart for a health services research,
evaluation or demonstration project
and assumes legal and financial respon-
sibility for the funds awarded and for
the performance of the grant supported
activity.
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