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

[61 FR 55106 Oct. 24, 1996] 

§ 52.9 Additional conditions. 

The Secretary may with respect to 
any grant award or class of awards im-
pose additional conditions prior to or 
at the time of any award when in the 
Secretary’s judgment such conditions 
are necessary to assure or protect ad-
vancement of the approved project, the 
interests of the public health, or the 
conservation of grant funds. 

[45 FR 12240, Feb. 25, 1980; 45 FR 20096, Mar. 
27, 1980] 

PART 52a—NATIONAL INSTITUTES 
OF HEALTH CENTER GRANTS 

Sec. 
52a.1 To which programs do these regula-

tions apply? 
52a.2 Definitions. 
52a.3 Who is eligible to apply? 
52a.4 What information must each applica-

tion contain? 
52a.5 How will NIH evaluate applications? 
52a.6 Information about grant awards. 
52a.7 For what purposes may a grantee 

spend grant funds? 
52a.8 Other HHS regulations and policies 

that apply. 
52a.9 Additional conditions. 

AUTHORITY: 42 U.S.C. 216, 284g, 285a– 
6(c)(1)(E), 285a–7(c)(1)(G), 285b–4, 285c–5, 285c– 
8, 285d–6, 285e–2, 285e–3, 285e–10a, 285f–1, 285g– 
5, 285g–7, 285g–9, 285m–3, 285o–2, 286a– 
7(c)(1)(G), 287c–32(c), 300cc–16. 

SOURCE: 57 FR 61006, Dec. 23, 1992, unless 
otherwise noted. 

§ 52a.1 To which programs do these 
regulations apply? 

(a) The regulations of this part apply 
to grants by the National Institutes of 
Health and its organizational compo-
nents to support the planning, estab-
lishment, expansion, and operation of 
research and demonstration and/or 
multipurpose centers in health fields 
described in this paragraph. Specifi-
cally, these regulations apply to: 

(1) National Institute of Mental 
Health centers of excellence with re-
spect to research on autism, as author-
ized by section 409C of the Act (42 
U.S.C. 284g); 

(2) National cancer research and dem-
onstration centers (including payments 
for construction), as authorized by sec-
tion 414 of the Act (42 U.S.C. 285a–3); 

(3) National cancer research and dem-
onstration centers with respect to 
breast cancer, as authorized by section 
417 of the Act (42 U.S.C. 285a–6); 

(4) National cancer and demonstra-
tion centers with respect to prostate 
cancer, as authorized by section 417A of 
the Act (42 U.S.C. 285a–7); 

(5) National research and demonstra-
tion centers for heart, blood vessel, 
lung, and blood diseases, sickle cell 
anemia, blood resources, and pediatric 
cardiovascular diseases (including pay-
ments for construction), as authorized 
by section 422 of the Act (42 U.S.C. 
485b–4); 

(6) Research and training centers (in-
cluding diabetes mellitus, and diges-
tive, endocrine, metabolic, kidney and 
urologic diseases), as authorized by 
section 431 of the Act (42 U.S.C. 285c–5); 

(7) Research and training centers re-
garding nutritional disorders, as au-
thorized by section 434 of the Act (42 
U.S.C. 285c–8); 

(8) Multipurpose arthritis and mus-
culoskeletal diseases centers (including 
payments for alteration, but not con-
struction), as authorized by section 441 
of the Act (42 U.S.C. 285d–6); 

(9) Alzheimer’s disease centers, as au-
thorized by section 445 of the Act (42 
U.S.C. 285e–2); 

(10) Claude D. Peppers Older Ameri-
cans Independence Centers, as author-
ized by section 445A of the Act (42 
U.S.C. 285e–3); 

(11) Centers of excellence in Alz-
heimer’s disease research and treat-
ment, as authorized by section 445I of 
the Act (42 U.S.C. 285e–10a); 

(12) Research centers regarding 
chronic fatigue syndrome, as author-
ized by section 447 of the Act (42 U.S.C. 
285f–1); 

(13) Research centers with respect to 
contraception and infertility, as au-
thorized by section 452A of the Act (42 
U.S.C. 285g–5); 
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(14) Child health research centers, as 
authorized by section 452C of the Act 
(42 U.S.C. 285g–7); 

(15) Fragile X research centers, as au-
thorized by 452E of the Act (42 U.S.C. 
285g–9); 

(16) Multipurpose deafness and other 
communication disorders centers, as 
authorized by section 464C of the Act 
(42 U.S.C. 285m–3); 

(17) National drug abuse research 
centers, as authorized by section 464N 
of the Act (42 U.S.C. 285o–2); 

(18) Centers of excellence in bio-
medical and behavioral research train-
ing for individuals who are members of 
minority health disparity populations 
or other health disparity populations, 
as authorized by section 485F of the 
Act (42 U.S.C. 287c–32); and 

(19) Centers for acquired immuno-
deficiency syndrome (AIDS) research, 
as authorized by section 2316 of the Act 
(42 U.S.C. 300cc–16). 

(b) This part does not apply to: 
(1) Grants for construction (see 42 

CFR part 52b), except as noted in para-
graph (a) of this section; 

(2) Grants covered by 42 CFR part 52 
(grants for research projects); or 

(3) Grants for general research sup-
port under section 301(a)(3) of the Act 
(42 U.S.C. 241(a)(3)). 

(c) This part also applies to coopera-
tive agreements made to support the 
centers specified in paragraph (a) of 
this section. When a reference is made 
in this part to ‘‘grants,’’ the reference 
shall include ‘‘cooperative agree-
ments.’’ 

[61 FR 55108, Oct. 24, 1996, as amended at 68 
FR 69621, Dec. 15, 2003] 

§ 52a.2 Definitions. 
As used in this part: 
Act means the Public Health Services 

Act, as amended (42 U.S.C. 201 et seq.). 
Center means: 
(a) For purposes of grants authorized 

by section 409C of the Act, a public or 
nonprofit private entity which provides 
for planning and conducting basic and 
clinical research into the cause, diag-
nosis, early detection, prevention, con-
trol, and treatment of autism, includ-
ing the fields of developmental 
neurobiology, genetics, and 
psychopharmacology; 

(b) For purposes of grants authorized 
by section 414 of the Act, an agency or 
institution which provides for planning 
and conducting basic and clinical re-
search into, training in, and dem-
onstration of advanced diagnostic, con-
trol, prevention and treatment meth-
ods for cancer; 

(c) For purposes of grants authorized 
by section 417 of the Act, an agency or 
institution which provides for planning 
and conducting basic, clinical, epide-
miological, psychological, prevention 
and treatment research and related ac-
tivities on breast cancer; 

(d) For purposes of grants authorized 
by section 417A of the Act, an agency 
or institution which provides for plan-
ning and conducting basic, clinical, and 
epidemiological, psychosocial, preven-
tion and control, treatment, research, 
and related activities on prostate can-
cer; 

(e) For purposes of grants authorized 
by section 422 of the Act, an agency or 
institution which provides for planning 
and basic and clinical research into, 
training in, and demonstration of, 
management of blood resources and ad-
vanced diagnostic, prevention, and 
treatment methods (including emer-
gency services) for heart, blood vessel, 
lung, or blood diseases including sickle 
cell anemia; 

(f) For purposes of grants authorized 
by section 431 of the Act, a single insti-
tution or a consortium of cooperating 
institutions, which conducts research, 
training, information programs, epide-
miological studies, data collection ac-
tivities and development of model pro-
grams in diabetes mellitus and related 
endocrine and metabolic diseases; 

(g) For purposes of grants authorized 
by section 434 of the Act, a single insti-
tution or a consortium of cooperating 
institutions which conducts basic and 
clinical research, training, and infor-
mation programs in nutritional dis-
orders, including obesity; 

(h) For purposes of grants authorized 
by section 441 of the Act, a facility 
which conducts basic and clinical re-
search into arthritis and 
musculosketal diseases; and orthopedic 
procedures, training, and information 
programs for the health community 
and the general public; 
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(i) For purposes of grants authorized 
by section 445 of the Act, a public or 
private nonprofit entity (including uni-
versity medical centers) which con-
ducts basic and clinical research (in-
cluding multidisciplinary research) 
into, training in, and demonstration of 
advanced diagnostic, prevention, and 
treatment methods for Alzheimer’s dis-
ease; 

(j) For purposes of grants authorized 
by section 445A of the Act, a single 
public or private nonprofit institution 
or entity or a consortium of cooper-
ating institutions or entities which 
conducts research into the aging proc-
esses and into the diagnosis and treat-
ment of diseases, disorders, and com-
plications related to aging, including 
menopause, which research includes re-
search on such treatments, and on 
medical devices and other medical 
interventions regarding such diseases, 
disorders, and complications, that can 
assist individuals in avoiding institu-
tionalization and prolonged hos-
pitalization and in otherwise increas-
ing the independence of the individ-
uals. 

(k) For the purposes of section 445I of 
the Act, a single institution or consor-
tium of cooperating institutions which 
conducts basic and clinical research on 
Alzheimer’s disease. 

(l) For purposes of grants authorized 
by section 447 of the Act, a single insti-
tution or consortium of cooperating in-
stitutions which conducts basic and 
clinical research on chronic fatigue 
syndrome; 

(m) For purposes of grants authorized 
by section 452A of the Act, a single in-
stitution or consortium of cooperating 
institutions which conducts clinical 
and other applied research, training 
programs, continuing education pro-
grams, and information programs with 
respect to methods of contraception, 
and infertility; 

(n) For purposes of grants authorized 
by section 452C of the Act, an agency 
or institution which conducts research 
with respect to child health, and gives 
priority to the expeditious transfer of 
advances from basic science to clinical 
applications and improving the care of 
infants and children; 

(o) For purposes of grants authorized 
by section 452E of the Act, a single in-

stitution or a consortium of cooper-
ating institutions which conducts re-
search for the purposes of improving 
the diagnosis and treatment of, and 
finding the cure for, fragile X; 

(p) For purposes of grants authorized 
by section 464C of the Act, a single in-
stitution or a consortium of cooper-
ating institutions which conducts basic 
and clinical research into, training in, 
information and continuing education 
programs for the health community 
and the general public about, and dem-
onstration of, advanced diagnostic, pre-
vention, and treatment methods for 
disorders of hearing and other commu-
nication processes and complications 
resulting from these disorders; 

(q) For purposes of grants authorized 
by section 464N of the Act, institutions 
designated as National Drug Abuse Re-
search Centers for interdisciplinary re-
search relating to drug abuse and other 
biomedical, behavioral, and social 
issues related to drug abuse; 

(r) For purposes of grants authorized 
by section 485F of the Act, a bio-
medical or behavioral research institu-
tion or consortia that: 

(1) Have a significant number of 
members of minority health disparity 
populations or other health disparity 
populations enrolled as students in the 
institution (including individuals ac-
cepted for enrollment in the institu-
tion); 

(2) Have been effective in assisting 
such students of the institution to 
complete the program of education or 
training and receive the degree in-
volved; 

(3) Have made significant efforts to 
recruit minority students to enroll in 
and graduate from the institution, 
which may include providing means- 
tested scholarships and other financial 
assistance as appropriate; and 

(4) Have made significant recruit-
ment efforts to increase the number of 
minority or other members of health 
disparity populations serving in fac-
ulty or administrative positions at the 
institution; or 

(s) For the purposes of grants author-
ized in section 2316 of the Act, an enti-
ty for basic and clinical research into, 
and training in, advanced diagnostic, 
prevention, and treatment methods for 
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acquired immunodeficiency syndrome 
(AIDS). 

Director means the Director of NIH or 
the organizational component author-
ized to award grants to support centers 
under this part. 

Grant(s) means, unless the context 
otherwise requires, an award of funds 
to support a center authorized under 
§ 52a.1. The term includes cooperative 
agreement(s). 

NIH means the National Institutes of 
Health and its organizational compo-
nents that award grants. 

Nonprofit as applied to any agency or 
institution means an agency or institu-
tion which is a corporation or an asso-
ciation, no part of the net earnings of 
which inures or may lawfully inure to 
the benefit of any private shareholder 
or individual. 

Project period means the period of 
time, from one to five years, specified 
in the notice of grant award that the 
NIH or the awarding component in-
tends to support a proposed center 
without requiring the center to recom-
pete for funds. 

[57 FR 61006, Dec. 23, 1992, as amended at 61 
FR 55108, Oct. 24, 1996; 68 FR 69621, Dec. 15, 
2003] 

§ 52a.3 Who is eligible to apply? 

(a) Any public or private nonprofit 
agency, institution, or consortium of 
agencies is eligible to apply for a grant 
under sections 409C, 414, 417, 417A, 422, 
445, 445A, 445I, 447, 452A, and 2316 of the 
Act. 

(b) Any public or private nonprofit or 
for-profit agency, institution, or con-
sortium of agencies is eligible to apply 
for a grant under sections 428, 431, 434, 
441, 452C, 452E, 464C, 464J, 464N, and 
485F of the Act. 

(c) Any applicant under this part 
must be located in a State, the District 
of Columbia, Puerto Rico, the Virgin 
Islands, the Canal Zone, Guam, Amer-
ican Samoa, or the successor States of 
the Trust Territory of the Pacific Is-
lands (the Federated States of Micro-
nesia, the Republic of the Marshall Is-
lands, and the Republic of Palau). 

[57 FR 61006, Dec. 23, 1992, as amended at 61 
FR 55109, Oct. 24, 1996; 68 FR 69622, Dec. 15, 
2003] 

§ 52a.4 What information must each 
application contain? 

Each application under this part 
must include detailed information as 
to the following: 

(a) The personnel, facilities, and 
other resources available to the appli-
cant with which to initiate and main-
tain the proposed center grants pro-
gram; 

(b) Any research, training, dem-
onstration, or information dissemina-
tion activities in which the applicant is 
currently engaged; the sources of fund-
ing for these activities; and the rel-
evance of these activities to the pro-
posed center grants program; 

(c) Proposed research, training, dem-
onstration, and information dissemina-
tion activities; 

(d) The proposed organizational 
structure of the center and the rela-
tionship of the proposed center to the 
applicant organization(s); 

(e) The names and qualifications of 
the center director and key staff mem-
bers who would be responsible for con-
ducting the proposed activities; 

(f) Proposed methods for monitoring 
and evaluating individual activities 
and the overall center program; 

(g) Proposed methods for coordi-
nating the center’s activities, where 
appropriate, with similar efforts by 
other public and private organizations; 

(h) The availability of any commu-
nity resources necessary to carry out 
proposed activities; and 

(i) Efforts to be made to generate and 
collect income from sources other than 
NIH to be used to further the purposes 
of the center program. NIH encourages 
these efforts. Income may include, but 
is not limited to, that generated from 
the sale or rental of products or serv-
ices produced by grant-supported ac-
tivities, such as laboratory tests, com-
puter time, and payments received 
from patients or third parties, where 
appropriate (the disposition of grant- 
related income is governed by 45 CFR 
74.40 through 74.47 and 45 CFR 92.25); 

(j) The proposed budget for the center 
and a justification for the amount of 
the grant funds requested; and 
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(k) Any other information that the 
Director of the awarding institute may 
request. 

(Approved under OMB Control Number 0925– 
0001) 

§ 52a.5 How will NIH evaluate applica-
tions? 

(a) NIH considers the following in 
evaluating Center grant applications: 

(1) The scientific and technical merit 
of the proposed program; 

(2) The qualifications and experience 
of the center director and other key 
personnel; 

(3) The statutory and program pur-
poses to be accomplished; 

(4) The extent to which the various 
components of the proposed program 
would be coordinated into one multi- 
disciplinary effort within the center; 

(5) The extent to which the center’s 
activities would be coordinated with 
similar efforts by other organizations; 

(6) The administrative and manage-
rial capability of the applicant; 

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

(8) Other factors which the awarding 
institute, center, or division considers 
appropriate in light of its particular 
statutory mission. 

(b) Where required by statute or NIH 
policy, applications are reviewed by ap-
propriate national advisory councils or 
boards before awards are made. NIH 
grants may be awarded generally only 
after approval recommendations from 
both appropriate scientific peer review 
groups and national advisory councils 
or boards. 

§ 52a.6 Information about grant 
awards. 

(a) The notice of grant award speci-
fies how long NIH 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 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 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 NIH that contin-
ued funding is in the best interest of 
the Federal Government. 

(c) Neither the approval of any appli-
cation, nor the award of any grant 
commits or obligates the Federal Gov-
ernment 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. 

(Approved under OMB Control Number 0925– 
0001) 

§ 52a.7 For what purposes may a 
grantee spend grant funds? 

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

[61 FR 55109, Oct. 24, 1996] 

§ 52a.8 Other HHS regulations and 
policies that apply. 

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

42 CFR part 50, Subpart A—Responsibilities 
of PHS awardee and applicant institutions 
for dealing with and reporting possible 
misconduct in science 

42 CFR part 50, Subpart D—Public Health 
Service grant appeals procedures 

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

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 
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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 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 

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 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, MSC 0161, BETHESDA, MD 20892– 
0601 (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 Of-
fice of Recombinant DNA Activities, NIH, 
Suite 323, 6000 Executive Boulevard, MSA 
7010, BETHESDA, MD 20892–7010 (301–496–9838; 
not a toll-free number) to obtain references 
to the current version and any amendments.] 

Public Health Service Policy on Humane 
Care and Use of Laboratory Animals, Of-
fice of Laboratory Animal Welfare, Office 
of Extramural Research, NIH (Revised Sep-
tember 1986). 

NOTE: This policy is subject to change, and 
interested persons should contact the Office 
of Laboratory Animal Welfare, Office of Ex-
tramural Research, NIH, Rockledge 1, 6705 
Rockledge Drive, Bethesda, Maryland 20817, 
telephone 301–594–2382 (not a toll-free num-
ber) to obtain references to the current 
version and any amendments. 

[57 FR 61006, Dec. 23, 1992, as amended at 61 
FR 55109, Oct. 24, 1996; 68 FR 69622, Dec. 15, 
2003] 

§ 52a.9 Additional conditions. 
The Director may, with respect to 

any grant award, impose additional 
conditions prior to or at the time of 
any award when in the Director’s judg-
ment the conditions are necessary to 
assure the carrying out of the purposes 
of the award, the interests of the public 
health, or the conservation of grant 
funds. 

[61 FR 55110, Oct. 24, 1996] 

PART 52b—NATIONAL INSTITUTES 
OF HEALTH CONSTRUCTION 
GRANTS 

Sec. 
52b.1 To what programs do these regula-

tions apply? 
52b.2 Definitions. 
52b.3 Who is eligible to apply? 
52b.4 How to apply. 
52b.5 How will NIH evaluate applications? 
52b.6 What is the rate of federal financial 

participation? 
52b.7 How is the grantee obligated to use 

the facility? 
52b.8 How will NIH monitor the use of fa-

cilities constructed with federal funds? 
52b.9 What is the right of the United States 

to recover federal funds when facilities 
are not used for research or are trans-
ferred? 

52b.10 What are the terms and conditions of 
awards? 

52b.11 What are the requirements for acqui-
sition and modernization of existing fa-
cilities? 

52b.12 What are the minimum requirements 
of construction and equipment? 

52b.13 Additional conditions. 
52b.14 Other federal laws, regulations, exec-

utive orders, and policies that apply. 

AUTHORITY: 42 U.S.C. 216, 285a-2, 285a-3, 
285b-3, 285b-4, 285d-6, 285i, 285m-3, 285o-4, 287a- 
2, 287a-3, 300cc-41. 

SOURCE: 64 FR 63722, Nov. 22, 1999, unless 
otherwise noted. 

§ 52b.1 To what programs do these reg-
ulations apply? 

(a) General. Except as provided in 
paragraph (c) of this section, this part 
applies to all grants awarded by NIH 
and its components for construction of 
new buildings and the alteration, ren-
ovation, remodeling, improvement, ex-
pansion, and repair of existing build-
ings, including the provision of equip-
ment necessary to make the building 
(or applicable part of the building) 
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