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Certification Regarding Debarment,
Suspension, Ineligibility and Voluntary
Exclusion—Lower Tier Covered Transactions

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

(1) The prospective lower tier participant
certifies, by submission of this proposal, that
neither it nor its principals is presently
debarred, suspended, proposed for
debarment, declared ineligible, or voluntarily
excluded from participation in this
transaction by any Federal department or
agency.
(2) Where the prospective lower tier
participant is unable to certify to any of the
statements in this certification, such
prospective participant shall attach an
explanation to this proposal.

Food and Drug Administration

Certification Regarding Environmental
Tobacco Smoke
Public Law 103–227, Part C—
Environmental Tobacco Smoke, also known
as the Pro-Children Act of 1994 (Act),
requires that smoking not be permitted in any
portion of any indoor routinely owned or
leased or contracted for by an entity and used
routinely or regularly for provision of health,
day care, education, or library services to
children under the age of 18, if the services
are funded by Federal programs either
directly or through State or local
governments, by Federal grant, contract, loan,
or loan guarantee. The law does not apply to
children’s services provided in private
residences, facilities funded solely by
Medicare or Medicaid funds, and portions of
facilities used for inpatient drug or alcohol
treatment. Failure to comply with the
provisions of the law may result in the
imposition of a civil monetary penalty of up
to $1000 per day and/or the imposition of an
administrative compliance order on the
responsible entity.
By signing and submitting this application
the applicant/grantee certifies that it will
comply with the requirements of the Act. The
applicant/grantee further agrees that it will
require the language of this certification be
included in any subawards which contain
provisions for the children’s services and that
all subgrantees shall certify accordingly.
[FR Doc. 97–12939 Filed 5–15–97; 8:45 am]
BILLING CODE 4184–01–P

[Docket No. 97N–0151]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request
AGENCY:

Food and Drug Administration,

HHS.
ACTION:

Notice.

The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995 (the PRA).
DATES: Submit written comments on the
collection of information by June 16,
1997.
ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Desk
Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Judith V. Bigelow, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600
Fishers Lane, rm. 16B–19, Rockville,
MD 20857, 301–827–1479.
SUPPLEMENTARY INFORMATION: In
compliance with section 3507 of the
PRA (44 U.S.C. 3507), FDA has
submitted the following proposed
collection of information to OMB for
review and clearance.
SUMMARY:

Application for Exemption From
Federal Preemption of State and Local
Medical Device Requirements—21 CFR
Part 808—(OMB Control No. 0910–
0129—Reinstatement)
Section 521(a) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
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U.S.C. 360k(a)) provides that no State or
local government may establish, or
continue in effect, any requirement with
respect to a medical device that is
different from, or in addition to, any
Federal requirement applicable to the
device under the act. Under section
521(b) of the act, following receipt of a
written application from the State or
local government involved, FDA may
exempt from preemption a requirement
that is more stringent than the Federal
requirement, or that is necessitated by
compelling local conditions and
compliance with the requirement would
not cause the device to be in violation
of any portion of any requirement under
the act. Exemptions are granted by
regulation issued after notice and
opportunity for an oral hearing.
The regulations in 21 CFR 808.20
require a State or local government that
is seeking an exemption from
preemption to submit an application to
FDA. The application must include a
copy of the State or local requirement,
as well as information about its
interpretation and application, and a
statement as to why the applicant
believes that the requirement qualifies
for exemption from preemption under
the act. FDA will use the information in
the application to determine whether
the requirement meets the criteria for
exemption in the act and whether
granting an exemption would be in the
interest of the public health.
In addition, 21 CFR 808.25 provides
that an interested person may request a
hearing on an application by submitting
a letter to FDA following the publication
by FDA of a proposed response to the
application.
FDA estimates the burden of this
collection of information as follows:

ESTIMATED ANNUAL REPORTING BURDEN
21 CFR Section
808.20
808.25
Total

No. of
Respondents

Annual
Frequency per
Response

Total Annual
Responses

3
3
6

1
1
2

3
3
6

Hours per
Response
100
10
110

Total Hours
300
30
330

There are no capital costs or operating and maintenance costs associated with this collection of information.

FDA based its estimates of the number
of submissions expected on the number
of submissions submitted in the last 3
years and on the number of inquiries

received indicating that applications
would be submitted in the next year.
FDA based its estimates of the time
required to prepare submissions on

discussions with those who have
prepared submissions in the last 3 years.
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Dated: April 25, 1997.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 97–12952 Filed 5–15–97; 8:45 am]

Dated: May 2, 1997.
Alan M. Rulis,
Director, Office of Premarket Approval,
Center for Food Safety and Applied Nutrition.
[FR Doc. 97–12953 Filed 5–15–97; 8:45 am]
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Exxon Chemical Co.; Filing of Food
Additive Petition
AGENCY:

Food and Drug Administration,

HHS.
ACTION:

Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Exxon Chemical Co. has filed a
petition proposing that the food additive
regulations be amended to change the
melting point range specification for
polypropylene intended for use in
contact with food.
FOR FURTHER INFORMATION CONTACT:
Mark A. Hepp, Center for Food Safety
and Applied Nutrition (HFS–215), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202 418–3098.
SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))),
notice is given that a food additive
petition (FAP 7B4544) has been filed by
Exxon Chemical Co., P.O. Box 3272,
Houston, TX 77253–3272. The petition
proposes to amend the food additive
regulations in § 177.1520 Olefin
polymers (21 CFR 177.1520) to change
the melting point range for propylene
polymers intended for use in contact
with food from 160–180 °C to 150–180
°C.
The agency has determined under 21
CFR 25.24(9) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

Submission for OMB Review:
Comment Request
Office of Administration, HUD.
Notice.

AGENCY:
ACTION:

The proposed information
collection requirement described below
has been submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.
DATES: Comments due date: June 16,
1997.
ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments must be
received within thirty (30) days from the
date of this Notice. Comments should
refer to the proposal by name and/or
OMB approval number should be sent
to: Joseph F. Lackey, Jr., OMB Desk
Officer, Office of Management and
Budget, Room 10235, New Executive
Office Building, Washington, DC 20503.
FOR FURTHER INFORMATION CONTACT: Kay
F. Weaver, Reports Management Officer,
Department of Housing and Urban
Development, 451 7th Street,
Southwest, Washington, DC 20410,
telephone (202) 708–0050. This is not a
toll-free number. Copies of the proposed
forms and other available documents
submitted to OMB may be obtained
from Ms. Weaver.
SUPPLEMENTARY INFORMATION: The
Department has submitted the proposal
for the collection of information, as
described below, to OMB for review, as
required by the Paperwork Reduction
Act (44 U.S.C. Chapter 35).
SUMMARY:

Number of
respondents
Survey ....................................................................................................

Total Estimated Burden Hours:
31,277.
Status: Revision.

×

56,000

Contact: Duane T. McGough, HUD,
(202) 708–1060; Joseph F. Lackey, Jr.,
OMB, (202) 395–7316.

The Notice lists the following
information: (1) The title of the
information collection proposal; (2) the
office of the agency to collect the
information; (3) the OMB approval
number, if applicable; (4) the
description of the need for the
information and its proposed use; (5)
the agency form number, if applicable;
(6) what members of the public will be
affected by the proposal; (7) how
frequently information submissions will
be required; (8) an estimate of the total
number of hours needed to prepare the
information submission including
number of respondents, frequency of
response, and hours of response; (9)
whether the proposal is new, an
extension, reinstatement, or revision of
an information collection requirement;
and (10) the names and telephone
numbers of an agency official familiar
with the proposal and of the OMB Desk
Officer for the Department.
Authority: Section 3507 of the Paperwork
Reduction Act of 1995, 44 U.S.C. 35, as
amended.
Dated: May 7, 1997.
David S. Cristy,
Acting Director, Information Resources
Management Policy and Management
Division.

Notice of Submission of Proposed
Information Collection to OMB
Title of Proposal: American Housing
Survey (AHS)—1997 National Sample.
Office: Policy Development and
Research.
OMB Approval Number: 2528–0017.
Description of the Need for the
Information and its Proposed Use: The
1997 AHS-National is a longitudinal
study that collects current information
on the quality, availability, and cost of
the housing inventory. It also provides
information on the characteristics of
occupants. Federal and local
government agencies use AHS data to
evaluate housing issues.
Form Number: AHS–26(L), 27(L), and
28(L).
Respondents: Individuals or
households.
Frequency of Submission:
Reporting Burden:

Frequency of
response

×

Hours per
response

1

.56

=

Burden
hours
31,277

Dated: May 7, 1997.
[FR Doc. 97–12840 Filed 5–15–97; 8:45 am]
BILLING CODE 4210–01–M

