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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-
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 lob-
bying. 

§ 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. 

PART 65a—NATIONAL INSTITUTE OF 
ENVIRONMENTAL HEALTH 
SCIENCES HAZARDOUS SUB-
STANCES BASIC RESEARCH AND 
TRAINING GRANTS 

Sec. 
65a.1 To what programs do these regula-

tions apply? 
65a.2 Definitions. 
65a.3 Who is eligible to apply for a grant? 
65a.4 What are the program requirements? 
65a.5 How to apply. 
65a.6 How will applications be evaluated? 
65a.7 Awards. 
65a.8 How long does grant support last? 
65a.9 What are the terms and conditions of 

award? 
65a.10 For what purposes may grant funds 

be spent? 
65a.11 Other HHS regulations and policies 

that apply. 

AUTHORITY: 42 U.S.C. 216, 9660(a). 

SOURCE: 61 FR 55114, Oct. 24, 1996, unless 
otherwise noted. 

§ 65a.1 To what programs do these reg-
ulations apply? 

(a) The regulations of this part apply 
to the award of grants to support pro-
grams for basic research and training 
directed towards understanding, assess-
ing, and attenuating the adverse ef-
fects on human health resulting from 
exposure to hazardous substances, as 
authorized under section 311(a) of the 
Act (42 U.S.C. 9660(a)). The purpose of 
these programs is to carry out coordi-
nated, multi-component, interdiscipli-
nary research consisting of at least 
three or more biomedical research 
projects relating to hazardous sub-
stances and at least one non-bio-
medical research project in the fields 
of ecology, hydrogeology, and/or engi-
neering, and including the training of 
investigators as part of the grantee’s 
overall program. 

(b) The regulations of this part also 
apply to cooperative agreements 
awarded to support the programs de-
scribed in paragraph (a) of this section. 
References to ‘‘grant(s)’’ shall include 
‘‘cooperative agreement(s).’’ 

(c) The regulations of this part do 
not apply to: 

(1) Research training support under 
the National Research Service Awards 
Program (see part 66 of this chapter), 
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(2) Research, demonstration, and 
training support under the NIH Center 
Grants programs (see part 52a of this 
chapter), 

(3) Research training support under 
traineeship programs (see parts 63 and 
64a of this chapter), or 

(4) Research training support under 
the NIH AIDS Research Loan Repay-
ment Program authorized under sec-
tion 487A of the Public Health Service 
Act, as amended (42 U.S.C. 288–1). 

§ 65a.2 Definitions. 
As used in this part: 
Act means the Comprehensive Envi-

ronmental Response, Compensation, 
and Liability Act of 1980, as amended 
(42 U.S.C. 9601 et seq.). 

Award or grant means a grant or co-
operative agreement awarded under 
section 311(a) of the Act (42 U.S.C. 
9660(a)). 

Director means the Director of the 
National Institute of Environmental 
Health Sciences, or the Director’s dele-
gate. 

HHS means the Department of Health 
and Human Services. 

Institution of higher education means 
an educational institution in any state 
which (1) admits as regular students 
only persons having a certificate of 
graduation from a school providing sec-
ondary education, or the recognized 
equivalent of such a certificate, (2) is 
legally authorized within the state to 
provide a program of education beyond 
secondary education, (3) provides an 
educational program for which it 
awards a bachelor’s degree or provides 
not less than a two-year program 
which is acceptable for full credit to-
ward a bachelor’s degree, (4) is a public 
or other nonprofit institution, and (5) 
is accredited by a nationally recog-
nized accrediting agency or association 
or, if not so accredited, (i) is an institu-
tion with respect to which the Sec-
retary of Education has determined 
that there is satisfactory assurance, 
considering the resources available to 
the institution, the period of time, if 
any, during which it has operated, the 
effort it is making to meet accredita-
tion standards, and the purpose for 
which this determination is being 
made, that the institution will meet 
the accreditation standards of a na-

tionally recognized accrediting agency 
or association within a reasonable 
time, or (ii) is an institution whose 
credits are accepted, on transfer, by 
not less than three institutions which 
are so accredited, for credit on the 
same basis as if transferred from an in-
stitution so accredited. The term also 
includes any school which provides not 
less than a one-year program of train-
ing to prepare students for gainful em-
ployment in a recognized occupation 
and which meets the provisions of 
paragraphs (1), (2), (4), and (5) of this 
definition. The term also includes a 
public or nonprofit private educational 
institution in any state which, in lieu 
of the requirement in paragraph (1), ad-
mits as regular students persons who 
are beyond the age of compulsory 
school attendance in the state in which 
the institution is located and who meet 
the requirements of section 1091(d) of 
title 20 U.S. Code, as amended. For pur-
poses of this definition, the Secretary 
of Education publishes a list of nation-
ally recognized accrediting agencies or 
associations which that official deter-
mines to be reliable authority as to the 
quality of training offered. This list is 
found in the brochure, ‘‘Nationally 
Recognized Accrediting Agencies and 
Associations Criteria and Procedures 
for Listing by the U.S. Secretary of 
Education and Current List.’’ 

[NOTE: This brochure is subject to change, 
and interested persons should contact the 
U.S. Department of Education Office of Post- 
Secondary Education, Accreditation and 
State Liaison Division, ROB 3, 7th and D 
Streets, S.W., Room 37–15, Washington, DC 
20202–5244 (202–708–7417; not a toll-free num-
ber) to obtain a current version of the bro-
chure and any amendments.] 

NIEHS means the National Institute 
of Environmental Health Sciences, an 
organizational component of the Na-
tional Institutes of Health, as author-
ized under sections 401(b) and 463 of the 
Public Health Service Act, as amended 
(42 U.S.C. 281(b) and 185l). 

NIH means the National Institutes of 
Health. 

Nonprofit, as applied to any agency, 
organization, institution, or other enti-
ty, means a corporation or association 
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no part of the net earnings of which in-
sures or may lawfully inure to the ben-
efit of any private shareholder or indi-
vidual. 

PHS means the Public Health Serv-
ice. 

Program means the activity to carry 
out research and training supported by 
a grant under this part. 

Program director means the single in-
dividual designated by the grantee in 
the grant application and approved by 
the Director, who is responsible for the 
scientific and technical direction of the 
research component and the conduct of 
the training component under a pro-
gram. 

Project period means the period of 
time, from one to five years, specified 
in the notice of grant award that 
NIEHS intends to support a proposed 
program without requiring the pro-
gram awardee to recompete for funds. 

Secretary means, unless the context 
otherwise requires, the Secretary of 
Health and Human Services or other 
official of HHS to whom the authority 
involved is delegated. 

§ 65a.3 Who is eligible to apply for a 
grant? 

(a) Except as otherwise prohibited by 
law, any public or private nonprofit in-
stitution of higher education may 
apply for an award under this part. 

(b) Awardee institutions may carry 
out portions of the research or training 
components of an award through con-
tracts with appropriate organizations, 
including: 

(1) Generators of hazardous wastes; 
(2) Persons involved in the detection, 

assessment, evaluation, and treatment 
of hazardous substances; 

(3) Owners and operators of facilities 
at which hazardous substances are lo-
cated; and 

(4) State and local governments. 

§ 65a.4 What are the program require-
ments? 

The applicant shall include the fol-
lowing in its proposed program for 
which support is requested under this 
part: 

(a) Basic research component. The pro-
gram shall include three or more meri-
torious biomedical research projects, 
including epidemiologic studies relat-

ing to the study of the adverse effects 
of hazardous substances on human 
health, and at least one meritorious 
project involving hydrogeologic or 
ecologic research which shall cumula-
tively address: 

(1) Methods and technologies to de-
tect hazardous substances in the envi-
ronment; 

(2) Advanced techniques for the de-
tection, assessment, and evaluation of 
the effects of these substances on 
human health; 

(3) Methods to assess the risks to 
human health presented by these sub-
stances; and 

(4) Basic biological, chemical, and/or 
physical methods to reduce the amount 
and toxicity of these substances. 

(b) Training component. The program 
shall include the following kinds of 
training, as part of or in conjunction 
with the basic research component: 

(1) Graduate training in environ-
mental and occupational health and 
safety and in public health and engi-
neering aspects of hazardous waste 
control; and/or 

(2) Graduate training in the geo-
sciences, including hydrogeology, geo-
logical engineering, geophysics, geo-
chemistry, and related fields, necessary 
to meet professional personnel needs in 
the public and private sectors and to 
carry out the purposes of the Act; and 

(3) Worker training relating to han-
dling hazardous substances, which in-
cludes short courses and continuing 
education for state and local health 
and environmental agency personnel 
and other personnel engaged in the 
handling of hazardous substances, in 
the management of facilities at which 
hazardous substances are located, and 
in the evaluation of the hazards to 
human health presented by these facili-
ties. 

§ 65a.5 How to apply. 

Each institution desiring a grant 
under this part must submit an appli-
cation at the time and in the form and 
manner as the Secretary may require. 
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§ 65a.6 How will applications be evalu-
ated? 

The Director shall evaluate applica-
tions through the officers and employ-
ees, experts, consultants, or groups en-
gaged by the Director for that purpose, 
including review by the National Advi-
sory Environmental Health Sciences 
Council in accordance with peer review 
requirements set forth in part 52h of 
this chapter. The Director’s first level 
of evaluation will be for technical 
merit and shall take into account, 
among other pertinent factors, the sig-
nificance of the program, the qualifica-
tions and competency of the program 
director and proposed staff, the ade-
quacy of the applicant’s resources 
available for the program, and the 
amount of grant funds necessary for 
completion of its objectives. A second 
level of review will be conducted by the 
National Advisory Environmental 
Health Sciences Council. 

§ 65a.7 Awards. 
Criteria. Within the limits of avail-

able funds, the Director may award 
grants to carry out those programs 
which: 

(a) Are determined by the Director to 
be meritorious; and 

(b) In the judgment of the Director, 
best promote the purposes of the grant 
program, as authorized under section 
311(a) of the Act and the regulations of 
this part, and best address program pri-
orities. 

§ 65a.8 How long does grant support 
last? 

(a) The notice of grant award speci-
fies how long NIEHS intends to support 
the project without requiring the 
grantee to recompete for funds. This 
period, called the project period, may 
be for 1–5 years. 

(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 at the time and 
in the form and manner as the Sec-
retary may require to have the support 
continued for each subsequent year. 
Decisions regarding continuation 
awards and the funding level of these 
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 Director that 
continued funding is in the best inter-
est 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. 

(d) Any balance of federally obligated 
grant funds remaining unobligated by 
the grantee at the end of a budget pe-
riod may be carried forward to the next 
budget period, for use as prescribed by 
the Director, provided a continuation 
award is made. If at any time during a 
budget period it becomes apparent to 
the Director that the amount of Fed-
eral funds awarded and available to the 
grantee for that period, including any 
unobligated balance carried forward 
from prior periods, exceeds the grant-
ee’s needs for that period, the Director 
may adjust the amounts awarded by 
withdrawing the excess. 

§ 65a.9 What are the terms and condi-
tions of awards? 

In addition to being subject to other 
applicable regulations (see § 65a.11), 
grants awarded under this part are sub-
ject to the following terms and condi-
tions: 

(a) Material changes. Except as other-
wise provided by 45 CFR 74.25, the 
grantee may not materially change the 
quality, nature, scope, or duration of 
the program unless the written ap-
proval of the Director is obtained prior 
to the change. 

(b) Additional conditions. The Director 
may impose additional conditions prior 
to the award of any grant under this 
part if it is determined by the Director 
that the conditions are necessary to 
carry out the purpose of the grant or 
assure or protect advancement of the 
approved program, the interests of the 
public health, or the conservation of 
grant funds. 
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§ 65a.10 For what purposes may grant 
funds be spent? 

A grantee shall spend funds it re-
ceives under this part solely in accord-
ance with the approved application and 
budget, the regulations of this part, 
the terms and conditions of the award, 
and the applicable cost principles pre-
scribed in 45 CFR 74.27. 

§ 65a.11 Other HHS regulations and 
policies that apply. 

Several other HHS regulations and 
policies apply to awards under this 
part. These include but are not nec-
essarily limited to: 

42 CFR part 50, subpart A—Responsibility of 
PHS awardee and applicant institutions for 
dealing with and reporting possible mis-
conduct in science 

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

42 CFR part 50, subpart F—Responsibility of 
applicants for promoting objectivity in re-
search for which PHS funding is sought 

42 CFR part 52h—Scientific peer review of re-
search grant applications and research and 
development contract projects 

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—Uniform administrative re-
quirements for awards and subawards to 
institutions of higher education, hospitals, 
other nonprofit organizations, and com-
mercial organizations; and certain grants 
and agreements with states, local govern-
ments and Indian tribal governments 

45 CFR part 75—Informal grant appeals pro-
cedures 

45 CFR part 76—Governmentwide debarment 
and suspension (nonprocurement) and gov-
ernmentwide requirements 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-
ties receiving 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 

45 CFR part 92—Uniform administrative re-
quirements for grants and cooperative 
agreements to state and local governments 

45 CFR part 93—New restrictions on lobbying 
59 FR 14508 (March 28, 1994)—NIH Guidelines 

on the Inclusion of Women and Minorities 
as Subjects in Clinical Research 

[NOTE: This policy is subject to change, 
and interested persons should contact the Of-
fice of Research on Women’s Health, NIH, 
Room 201, Building 1, MSC 0161, Bethesda, 
MD 20892–0161 (301–402–1770; not a toll-free 
number) to obtain references to the current 
version and any amendments.] 

59 FR 34496 (July 5, 1994)—NIH Guidelines for 
Research Involving Recombinant DNA 
Molecules. 

NOTE: This policy is subject to change, and 
interested persons should contact the Office 
of Recombinant DNA Activities, NIH, Suite 
323, 6000 Executive Boulevard, MSC 7010, Be-
thesda, MD 20892–7010 (301–496–9838; not a 
toll-free number) to obtain references to the 
current version and any amendments.] 

‘‘PHS Grants Policy Statement,’’ DHHS 
Publication No. (OASH) 94–50,000 (Revised 
April 1, 1994), as amended by Addendum, 
dated January 24, 1995. 

NOTE: This policy is subject to change, and 
interested persons should contact the Extra-
mural Outreach and Information Resources 
Office (EOIRO), Office of Extramural Re-
search, 6701 Rockledge Drive, Room 6208, 
MSC 7910, Bethesda, MD 20892–7910 (301–435– 
0714; not a toll-free number) to obtain ref-
erences to the current version and any 
amendments. Information may also be ob-
tained by contacting the EOIRO via its e- 
mail address (asknih@odrockm1.od.nih.gov) 
and by browsing the NIH Home Page site on 
the World Wide Web (http://www.nih.gov).] 

‘‘Public Health service Policy on Humane 
Care and Use of Laboratory animals,’’ Office 
for Protection from Research Risks, HIH 
(Revised September 1986). 

NOTE: This policy is subject to change, and 
interested persons should contact the Office 
for Protection for Research Risks, NIH, 
Suite 3B01, 6100 Executive Boulevard, MSC 
7507, Rockville, MD 20852–7507 (301–496–7005; 
not a toll-free number) to obtain references 
to the current version and any amendments.] 

PART 66—NATIONAL RESEARCH 
SERVICE AWARDS 

Subpart A—Direct Awards 

Sec. 
66.101 Applicability. 
66.102 Definitions. 
66.103 Eligibility. 
66.104 Application. 
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