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voluntarily excluded from participation in
this transaction, in addition to other
remedies available to the Federal
Government the department or agency with
which this transaction originated may pursue
available remedies, including suspension
and/or debarment.

* * * * *

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

(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.

Administration for Children and Families
U.S. Department of Health and Human
Services

Certification Regarding Lobbying

Certification for Contracts, Grants, Loans, and
Cooperative Agreements

The undersigned certifies, to the best of his
or her knowledge and belief, that:

(1) No Federal appropriated funds have
been paid or will be paid, by or on behalf of
the undersigned, to any person for
influencing or attempting to influence an
officer or employee of an agency, a Member
of Congress, an officer or employee of
Congress, or an employee of a Member of
Congress in connection with the awarding of
any Federal contract, the making of any
Federal grant, the making of any Federal
loan, the entering into of any cooperative
agreement, and the extension, continuation,
renewal, amendment, or modification of any
Federal contract, grant, loan, or cooperative
agreement.

(2) If any funds other than Federal
appropriated funds have been paid or will be
paid to any person for influencing or
attempting to influence an officer or
employee of any agency, a Member of
Congress, an officer or employee of Congress,
or an employee of a Member of Congress in
connection with this Federal contract, grant,
loan, or cooperative agreement, the
undersigned shall complete and submit
Standard Form-LLL “Disclosure Form to
Report Lobbying,” in accordance with its
instructions.

(3) The undersigned shall require that the
language of this certification be included in
the award documents for all subawards at all
tiers (including subcontracts, subgrants, and
contracts under grants, loans, and
cooperative agreements) and that all
subrecipients shall certify and disclose
accordingly. This certification is a material
representation of fact upon which reliance
was placed when this transaction was made
or entered into. Submission of this
certification is a prerequisite for making or
entering into this transaction imposed by

section 1352, title 31, U.S. Code. Any person
who fails to file the required certification
shall be subject to a civil penalty of not less
than $10,000 and not more than $100,000 for
each such failure.

Statement for Loan Guarantees and Loan
Insurance

The undersigned states, to the best of his
or her knowledge and belief, that:

If any funds have been paid or will be paid
to any person for influencing or attempting
to influence an officer or employee of any
agency, a Member of Congress, an officer or
employee of Congress, or an employee of a
Member of Congress in connection with this
commitment providing for the United States
to insure or guarantee a loan, the
undersigned shall complete and submit
Standard Form-LLL, “Disclosure Form to
Report Lobbying,” in accordance with its
instructions. Submission of this statement is
a prerequisite for making or entering into this
transaction imposed by section 1352, title 31,
U.S. Code. Any person who fails to file the
required statement shall be subject to civil
penalty of not less than $10,000 and not more
than $100,000 for each such failure.

Signature

Title

Organization

Administration for Children and Families,
U.S. Department of Health and Human
Services

Certification Regarding Environmental
Tobacco Smoke

Public Law 103227, Part C Environmental
Tobacco Smoke, also known as the Pro
Children Act of 1994, 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. 99-10895 Filed 4-29-99; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
reporting and recordkeeping
requirements implementing the Federal
Import Milk Act.

DATES: Submit written comments on the
collection of information by June 29,
1999.

ADDRESSES: Submit written comments
on the collection of information to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. All comments should be
identified with the docket number
found in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
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existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information listed below.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the

burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Regulations Under the Federal Import
Milk Act—21 CFR Part 1210 (OMB
Control Number 0910-0212—Extension)

Under the regulations (part 1210 (21
CFR part 1210)) implementing the
Federal Import Milk Act (21 U.S.C. 141—
149), milk or cream may be imported
into the United States only by the
holder of a valid import milk permit.
Before such permit is issued: (1) All
cows from which import milk or cream
is produced must be physically
examined and found healthy; (2) if the
milk or cream is imported raw, all such

cows must pass a tuberculin test; (3) the
dairy farm and each plant in which the
milk or cream is processed or handled
must be inspected and found to meet
certain sanitary requirements; (4)
bacterial counts of the milk at the time
of importation must not exceed
specified limits; and (5) the temperature
of the milk or cream at time of
importation must not exceed 50 °F. In
addition, the regulations require that
dairy farmers and plants maintain
pasteurization records (8 1210.15) and
that each container of milk or cream
imported into the United States bear a
tag with the product type, permit
number, and shipper’s name and
address.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual
: No. of Total Annual Hours per
Form 21 CFR Section Frequency per Total Hours
Respondents Response Responses Response
FDA 1815/Permits granted on
certificates 1210.23 4 1 4 0.5 2.0
FDA 1993/Application of permit 1210.20 4 1 4 0.5 2.0
FDA 1994/Tuberculin test? 1210.13 - - - -
FDA 1995/Physical examination
of cows? 1210.12 - - - - -
FDA 1996/Sanitary inspection of
dairy farms 1210.11 4 1 800 15 1200.0
FDA 1997/Sanitary inspections of
plants 1210.14 4 1 4 2.0 8.0
Total 1212.0
1There are no capital costs or operating and maintenance costs associated with this collection of information.
2No burden has been estimated for Forms FDA 1994 and 1995 because they are not currently being used.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
Annual
: No. of Total Annual Hours per
21 CFR Section Frequency per Total Hours
Recordkeepers Recordkeeping Records Recordkeeper
1210.15 4 1 4 0.05 0.20

1There are no capital costs or operating and maintenance costs associated with this collection of information.

No burden has been estimated for the
tagging requirement in § 1210.22
because the information on the tag is
either supplied by FDA (permit number)
or is disclosed to third parties as a usual
and customary part of the shipper’s
normal business activities (type of
product, shipper’s name and address).
No burden has been estimated for Forms
FDA 1994 and 1995 because they are
not currently being used. The Secretary
of Health and Human Services has the
discretion to allow Form FDA 1815, a
duly certified statement signed by an
accredited official of a foreign
Government, to be submitted in lieu of
Forms FDA 1994 and 1995. To date,
Form FDA 1815 has been submitted in
lieu of these forms.

Dated: April 23, 1999.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 99-10796 Filed 4-29-99; 8:45 am]
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