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representative of the target groups for

the public assistance research or
evaluation project in question.

ANNUAL BURDEN ESTIMATES

Number of Average bur-
Instrument Number of responses per | den hours per Total annual
respondents respondent response burden hours
Survey Development Field Tests, Respondent Debriefing Questionnaires,
Cognitive Interviews and FOCUS GroUPS .......c.coverriieeriieeiieenieeiee e esiee e 1,000 1 1 1,000

Estimated Total Annual Burden
Hours: 1,000.

In compliance with the requirements
of Section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Administration for Children and
Families is soliciting public comment
on the specific aspects of the
information collection described above.
Copies of the proposed collection of
information can be obtained and
comments may be forwarded by writing
to the Administration for Children and
Families, Office of Planning, Research
and Evaluation, 370 L’Enfant
Promenade, SW., Washington, DC
20447, Attn: OPRE Reports Clearance
Officer. E-mail address:
OPREinfocollection@acf.hhs.gov. All
requests should be identified by the title
of the information collection.

The Department specifically requests
comments on (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the

proposed collection of information; (c)
the quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Consideration will be given to
comments and suggestions submitted
within 60 days of this publication.

Dated: April 14, 2008.
Brendan C. Kelly,
OPRE Reports Clearance Officer.
[FR Doc. E8-8625 Filed 4-22—08; 8:45 am]|
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: Exploration of Low-Income
Couples’ Decision-Making Processes.

ANNUAL BURDEN ESTIMATES

OMB No.: New Collection.

Description: The Administration for
Children and Families (ACF), U.S.
Department of Health and Human
Services (HHS), is proposing a data
collection activity as part of the
Exploration of Low-Income Couples’
Decision Making (CDM) Processes
study. This project will gather important
information that will be useful for
improving social services delivery
approaches for working with
individuals in couple relationships. The
proposed collection will consist of a
telephone survey and in-home
observation of low-income couples.
These data collection efforts will
examine sources of conflict and assess
decision-making processes among low-
income couples—especially in relation
to issues directly addressed by social
service programs (e.g., employment,
housing, etc.)

Respondents: Low-income couples.

Annual Number of Average Estimated
Instrument number of responses per | burden hours | annual burden
respondents respondent per response hours
TeIEPNONE SUIVEY ..ot 90 1 .333 30
IN-HOME ODSEIVALION ....ccuviiieeiiie et st e e eeee s 90 1 2.666 240

Estimated Total Annual Burden
Hours: 270.

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Planning, Research and Evaluation, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: OPRE Reports
Clearance Officer. All requests should
be identified by the title of the
information collection. E-mail address:
OPREinfocollection@acf.hhs.gov.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this

document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, Fax: 202—395-6974,
Attn: Desk Officer for the
Administration for Children and
Families.

Dated: April 14, 2008.
Brendan C. Kelly,
Reports Clearance Officer.
[FR Doc. E8—8626 Filed 4—22-08; 8:45 am]|
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and

Families

Submission for OMB Review;
Comment Request

Title: Child Care and Development
Fund Tribal Plan (Form ACF-118-A).
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OMB No.: 0970-0198.

Description: The Child Care and
Development Fund (CCDF) Tribal Plan
serves as the agreement between the
applicant (Indian Tribes, tribal consortia
and tribal organizations) and the Federal
government that describes how tribal
applicants will operate CCDF Block

Grant programs. The Tribal Plan
provides assurances that the CCDF
funds will be administered in
conformance with legislative
requirements, federal regulations at 45
CFR parts 98 and 99 and other
applicable instructions or guidelines

ANNUAL BURDEN ESTIMATES

issued by the Administration for
Children and Families (ACF). Tribes
must submit a new CCDF Tribal Plan
every two years in accordance with 45
CFR 98.17.

Respondents: Tribal CCDF programs
(259 total).

Number of Average
Instrument r'e\'s“ngﬁﬁéﬁtfs responses per | burden hours TOt?]IO?ILr‘;de”
P respondent | per response
CCDF Trbal PIaN ..o 259 1 17.5 4,532.5
CCDF Tribal Plan AMendments ............ccooviiiirinicieicsic e 259 1 1.5 388.5

Estimated Total Annual Burden
Hours: 4,921.

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Administration, Office of Information
Services, 370 L’Enfant Promenade, SW.,
Washington, DC 20447, Attn: ACF
Reports Clearance Officer. All requests
should be identified by the title of the
information collection. E-mail address:
infocollection@acf.hhs.gov.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, Fax: 202—-395-6974,
Attn: Desk Officer for the
Administration for Children and
Families.

Dated: April 16, 2008.

Janean Chambers,

Reports Clearance, Officer.

[FR Doc. E8—8648 Filed 4-22-08; 8:45 am]|
BILLING CODE 4184-01-M

ACTION: Notice.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2008-N-0227]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Medical Device
Labeling Regulations

AGENCY: Food and Drug Administration,
HHS.

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
medical device labeling regulations.
DATES: Submit written or electronic
comments on the collection of
information by June 23, 2008.
ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.regulations.gov. Submit written
comments on the collection of
information to the Division of Dockets
Management (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:
Denver Presley, Jr., Office of the Chief
Information Officer (HFA-250), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
1772.

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
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 set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (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.

Medical Device Labeling Regulations—
21 CFR Parts 800, 801, and 809 (OMB
Control Number 0910-0485)—Extension

Section 502 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
352), among other things, establishes
requirements for the label or labeling of
a medical device so that it is not
misbranded and subject to a regulatory
action. Certain provisions under section
502 of the act require manufacturers,
importers, and distributors of medical
devices to disclose information about
themselves or the devices, on the labels
or labeling for the devices. Section
502(b) of the act requires that for
packaged devices, the label must bear
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