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and training awarded by the National
Institute of Environmental Health
Sciences (NIEHS) for the purpose of
understanding, assessing, and
attenuating the adverse effect on human
health of exposure to hazardous
substances. The grants are authorized by
section 311(a) of the Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(CERCLA), as added by section 209 of
the Superfund Amendments and
Reauthorization Act of 1986.
DATES: Comments must be received on
or before May 8, 1995. The final rule
would become effective on April 6,
1995.
ADDRESSES: Comments should be sent to
Mr. Jerry Moore, NIH Regulatory Affairs
Officer, National Institutes of Health,
Building 31, Room 3B11, 9000 Rockville
Pike, Bethesda, Maryland 20892.
FOR FURTHER INFORMATION CONTACT: Mr.
Jerry Moore at the address above, or
telephone (301) 496–4606 (not a toll-free
number).
SUPPLEMENTARY INFORMATION: Section
311(a) of CERCLA, enacted on October
17, 1986, authorizes the Secretary of the
Department of Health and Human
Services, acting through the Director of
the National Institute of Environmental
Health Sciences (NIEHS) and, in
consultation with the Administrator of
the Environmental Protection Agency,
to administer a program of grants for
basic research and training directed
towards understanding, assessing, and
attenuating the adverse effects on
human health resulting from exposure
to hazardous substances. Grants made
under this program are for coordinated,
multi-component, interdisciplinary
projects linking biomedical research
with related engineering, hydrologic,
and ecologic research, and concomitant
training. NIH published a full
description of the program in the
Federal Register on November 21, 1986
(51 FR 43089), and invited the public to
attend an open meeting on the program
which was held on December 19, 1986.
Subsequently, NIH announced its
intention to issue regulations to
implement this program in the Unified
Agenda of Federal Regulations
published in the Federal Register on
October 21, 1991 (56 FR 53327).

Further, PHS strongly encourages all
grant recipients to provide a smoke-free
workplace and to promote the nonuse of
all tobacco products, and Public Law
103–227, the Pro-Children Act of 1994,
prohibits smoking in certain facilities
that receive Federal funds in which
education, library, day care, health care,
and early childhood development
services are provided to children.

The purpose of this notice is to invite
public comment on the proposed
regulations.

The following statements are
provided as information for the public.

Regulatory Impact Statement

Executive Order 12866 of September
30, 1993, Regulatory Planning and
Review, requires the Department to
prepare an analysis for any rule that
meets one of the E. O. 12866 criteria for
a significant regulatory action; that is,
that may—

Have an annual effect on the economy of
$100 million or more or adversely affect in
a material way the economy, a sector of the
economy, productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal, governments or
communities;

Create a serious inconsistency or otherwise
interfere with an action taken or planned by
another agency;

Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or

Raise novel legal or policy issues arising
out of legal mandates, the President’s
priorities, or the principles set forth in E.O.
12866.

In addition, the Department prepares
a regulatory flexibility analysis, in
accordance with the Regulatory
Flexibility Act of 1980 (5 U.S.C. chapter
6), if the rule is expected to have a
significant impact on a substantial
number of small entities.

For the reasons outlined below, we do
not believe this proposed rule is
economically significant nor do we
believe that it will have a significant
impact on a substantial number of small
entities. In addition, this proposed rule
is not inconsistent with the actions of
any other agency.

This proposed rule merely codifies
internal policies and procedures of the
Federal government currently used by
NIH to administer the NIEHS Hazardous
Substances Basic Research and Training
Grants Program. The grants do not have
a significant economic or policy impact
on a broad cross-section of the public.
Furthermore, this proposed rule would
only affect those qualified public and
private non-profit institutions of higher
education; generators of hazardous
waste; persons involved in the
detection, assessment, evaluation, and
treatment of hazardous substances;
owners and operators of facilities at
which hazardous substances are located;
and State and local governments
interested in participating in the
program. No individual or institution is
obligated to participate in the grant
program.

For these same reasons, the Secretary
certifies this proposed rule will not have
a significant economic impact on a
substantial number of small entities,
and that a Regulatory Flexibility
Analysis, as defined under the
Regulatory Flexibility Act of 1980, is not
required.

Paperwork Reduction Act
The proposed rule does not contain

information collection requirements
subject to review and approval by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1980 (44 U.S.C. chapter 35).

Catalog of Federal Domestic Assistance
The Catalog of Federal Domestic

Assistance (CFDA) numbered program
affected by this proposed rule is: 93.143.

List of Subjects in 42 CFR Part 65a
Grant programs—health, Health,

Medical research, Hazardous
substances.

Dated: October 28, 1994.
Philip R. Lee,
Assistant Secretary for Health.

Approved: February 28, 1995.
Donna E. Shalala,
Secretary.

For reasons set forth in the preamble,
we propose amending title 42 of the
Code of Federal Regulations by adding
a new part 65a as follows.

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

Sec.
65a.1 To what programs do these

regulations 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

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

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

that apply.
Authority: 42 U.S.C. 216, 9660(a).

§ 65a.1 To what programs do these
regulations apply?

(a) The regulations of this part apply
to the award of grants to support
programs for basic research and training
directed towards understanding,
assessing, and attenuating the adverse
effects on human health resulting from
exposure to hazardous substances, as
authorized under section 311(a) of the


