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inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing on the
question whether the proposal complies
with the standards of section 4 of the
BHC Act. Additional information on all
bank holding companies may be
obtained from the National Information
Center website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than January 5, 2010.

A. Federal Reserve Bank of Atlanta
(Steve Foley, Vice President) 1000
Peachtree Street, N.E., Atlanta, Georgia
30309:

1. Banco de Sabadell, S.A., Sabadell,
Spain; to engage de novo through its
subsidiary, Sabadell Securities USA,
Inc., Miami, Florida, in securities
brokerage and riskless principal
activities, pursuant to sections

225.28(b)(7)(i) and (b)(7)(ii) of
Regulation Y.

Board of Governors of the Federal Reserve
System, December 16, 2009.

Robert deV. Frierson,

Deputy Secretary of the Board.

[FR Doc. E9—-30239 Filed 12-18-09; 8:45 am]
BILLING CODE 6210-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and

Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects

Title: National Directory of New

Hires.

OMB No.: 0970-0166.

ANNUAL BURDEN ESTIMATES

Description: Public Law 104-193, the
“Personal Responsibility and Work
Opportunity Reconciliation Act of
1996,” requires the Office of Child
Support Enforcement (OCSE) to operate
a National Directory of New Hires
(NDNH) to improve the ability of State
child support enforcement agencies to
locate noncustodial parents and collect
child support across State lines. The law
requires employers to report newly
hired employees to States. States are
then required to periodically transmit
new hire data received from employers
to the NDNH, and to transmit wage and
unemployment compensation claims
data to the NDNH on a quarterly basis.
Federal Agencies are required to report
new hires and quarterly wage data
directly to the NDNH. All data is
transmitted to the NDNH electronically.

Respondents: Employers, State Child
Support Enforcement Agencies, State
Workforce Agencies, Federal Agencies.

Number of
Number of Average burden hours per Total burden
Instrument respondents rerzg%gi%segter response hours
New Hire: Employers Reporting Manually ..............ccocoeiieiene 5,166,000 3.484 | .025 hours (1.5 minutes) .... 449,959
New Hire: Employers Reporting Electronically ............c.c.c....... 1,134,000 33.272 | .00028 hours (1 second) .... 10,565
New Hire: States ......ccccovveeiiiieceeccee e 54 83.333 | 66.7 hours ......cccceeeveeunineens 300,150
Quarterly Wage and Unemployment Compensation ... 53 8 .033 hours (2 minutes) ....... 14
Multistate Employers’ Notification Form ... 4176 1 .050 hours (3 minutes) ....... 209
Estimated Total Annual BUurden HOUIS ..........uuiiiiiiiiiiiiiiies | teieeeeeciiiiiieeees | eeveeeeseiiieeeeseeesiie | eeeeisveeeeeeseesintaeeesesseasnnsnneaaeaaas 760,897

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 Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. E-mail address:
rsargis@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: December 10, 2009.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. E9—-30059 Filed 12—-18-09; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2009-D-0588]
Guidance for Industry on the

Timeframe for Submission of Tobacco
Health Documents; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a guidance entitled
“Timeframe for Submission of Tobacco
Health Documents.” This document
provides written guidance to tobacco
product manufacturers and importers on
enforcement of the requirement to
submit certain documents to FDA under
the Family Smoking Prevention and
Tobacco Control Act (Tobacco Control
Act).

DATES: The guidance is final upon the
date of publication. However, you may
submit electronic or written comments
on the guidance at any time.

ADDRESSES: Submit written requests for
single copies of the guidance document
entitled “Timeframe for Submission of
Tobacco Health Documents” to the
Center for Tobacco Products, Food and
Drug Administration, 9200 Corporate
Blvd., Rockville, MD 20850-3229. Send
one self-addressed adhesive label to
assist that office in processing your
request or include a fax number to
which the guidance document may be
sent. See the SUPPLEMENTARY
INFORMATION section for information on



67878

Federal Register/Vol. 74, No. 243 /Monday, December

21, 2009/ Notices

electronic access to the guidance
document.

Submit electronic comments to http://
www.regulations.gov. Submit written
comments on the guidance to the
Division of Dockets Management (HF A—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Identify comments with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Michele Mital, Center for Tobacco
Products, Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850-3229, 240—276—
1717, Michele.Mital@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

On June 22, 2009, the President
signed the Tobacco Control Act (Public
Law 111-31) into law. The Tobacco
Control Act amended the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 301 et seq.) by adding a new
chapter granting FDA important new
authority to regulate the manufacture,
marketing, and distribution of tobacco
products to protect the public health
generally and to reduce tobacco use by
minors.

Section 904(a)(4) of the act requires
each tobacco product manufacturer or
importer, or agent thereof, to submit all
documents developed after June 22,
2009, “that relate to health,
toxicological, behavioral, or physiologic
effects of current or future tobacco
products, their constituents (including
smoke constituents), ingredients,
components, and additives.”
Information required under section
904(a)(4) of the act must be submitted to
FDA beginning December 22, 2009. FDA
recognizes the challenges associated
with the collection, review,
organization, and production of
documents. We also recognize that
additional time may be necessary for the
production of documents in a digital
format, which FDA strongly encourages
in order to improve the management
and readability of submitted documents.
Therefore, FDA does not intend to
enforce the December 22, 2009, initial
document submission deadline,
provided that manufacturers and
importers submit by April 30, 2010, all
documents described in section
904(a)(4) of the act developed between
June 23, 2009, and March 31, 2010. FDA
is in the process of developing a draft
guidance document that will explain the
requirements of and recommendations
for compliance with section 904(a)(4) of
the act. We anticipate that the draft

guidance document will be issued
shortly.

II. Significance of Guidance

FDA is issuing this guidance
document as a level 1 guidance
consistent with FDA’s good guidance
practices regulation (§ 10.115 (21 CFR
10.115)). This guidance document is
being implemented immediately
without prior public comment, under
§10.115(g)(2), because the agency has
determined that prior public
participation is not feasible or
appropriate. This document provides
guidance on statutory requirements that
are due to take effect on December 22,
2009, and so it is urgent that FDA
explain its enforcement policy before
that date.

III. Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) electronic or written
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

IV. Electronic Access

An electronic version of the guidance
document is available on the Internet at
http://www.regulations.gov and http://
www.fda.gov/TobaccoProducts/
GuidanceComplianceRegulatory
Information/default.htm.

Dated: December 16, 2009.
David Dorsey,

Acting Deputy Commissioner for Policy,
Planning, and Budget.

[FR Doc. E9-30297 Filed 12-16-09; 4:15 pm]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Eunice Kennedy Shriver National
Institute of Child Health & Human
Development; Notice of Meeting

Pursuant to section 10(a) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting of the
National Children’s Study Advisory
Committee.

The meeting will be open to the
public, with attendance limited to space

available. Individuals who plan to
attend and need special assistance, such
as sign language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

Name of Committee: National Children’s
Study Advisory Committee.

Date: January 14, 2010.

Time: 9 am. to 12 p.m.

Agenda: The agenda will include the
following topics: an update on the current
status of the Study and discussions regarding
a federated IRB model, data access policies,
and recruitment strategies.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room E1/
E2, Bethesda, MD 20892.

Time: 12 p.m. to 5 p.m.

Agenda: This meeting is open to the
public; however, registration is required
since space is limited. Please visit the
conference Web site for information on
meeting logistics and to register for the
meeting, http://www.circlesolutions.com/ncs/
ncsac/index.cfm. For additional information
about the Federal Advisory Committee
meeting please contact Circle Solutions at
ncs@circlesolutions.com.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room E1/
E2, Bethesda, MD 20892.

Contact Person: Jessica Sapienza,
Executive Secretary, National Children’s
Study, Eunice Kennedy Shriver National
Institute of Child Health and Human
Development, NIH, 6100 Executive Blvd.,
Room 3A01, Bethesda, MD 20892, (703) 902—
1339, ncs@circlesolutions.com.

Any interested person may file
written comments with the committee
by forwarding the statement to the
Contact Person listed on this notice. The
statement should include the name,
address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

In the interest of security, NIH has
instituted stringent procedures for
entrance onto the NIH campus. All
visitor vehicles, including taxicabs,
hotel, and airport shuttles will be
inspected before being allowed on
campus. Visitors will be asked to show
one form of identification (for example,
a government-issued photo ID, driver’s
license, or passport) and to state the
purpose of their visit.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.864, Population Research;
93.865, Research for Mothers and Children;
93.929, Center for Medical Rehabilitation
Research; 93.209, Contraception and
Infertility Loan Repayment Program, National
Institutes of Health, HHS)

Dated: December 11, 2009.

Jennifer Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. E9—30065 Filed 12—18-09; 8:45 am]
BILLING CODE 4140-01-M
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