>
GPO,

Federal Register/Vol. 78, No. 89/ Wednesday, May 8, 2013/ Notices

26781

factors, such as environmental and
occupational, that might be associated
with the disease; (3) better outline key
demographic factors (such as age, race
or ethnicity, gender, and family history
of individuals who are diagnosed with
the disease) associated with the disease;
and (4) better examine the connection
between ALS and other motor neuron
disorders that can be confused with
ALS, misdiagnosed as ALS, and in some
cases progress to ALS. The registry will
collect personal health information that
may provide a basis for further scientific
studies of potentially risks for
developing ALS.

After piloting methodology, on
October 18, 2010 the Agency for Toxic
Substances and Disease Registry
(ATSDR) launched the registration
component of the National ALS
Registry.

The registration portion of the data
collection will be limited to information
that can be used to identify an
individual to assure that there are not
duplicate records for an individual.
Avoiding duplication of registrants due
to obtaining records from multiple
sources is imperative to get accurate
estimates of incidence and prevalence,
as well as accurate information on
demographic characteristics of the cases
of ALS.

In addition to questions required for
registration, there will be a series of
short surveys to collect information on
such things as military history,
occupations, residential history, and
family history that would not likely be
available from other sources.

This project proposes to add 10
additional risk factor surveys while
continuing to collect information on

ESTIMATED ANNUALIZED BURDEN HOURS

individuals with ALS which can be
combined with information obtained
from existing sources of information.
This combined data will become the
National ALS Registry and will be used
to provide more accurate estimates of
the incidence and prevalence of disease
as well as the demographic
characteristics of the cases. Information
obtained from the surveys will be used
to better characterize potential risk
factors for ALS which will lead to
further in-depth studies.

The existence of the Web site (http://
wwwn.cdc.gov/als) is being advertised
by ATSDR and advocacy groups such as
the Amyotrophic Lateral Sclerosis
Association (ALSA) and the Muscular
Dystrophy Association (MDA). There
are no costs to the respondents other
than their time. The estimated
annualized burden hours are 1,375.

Average
Number of
Type of Number of burden per
respondent Form name respondents reé%%r;i%seﬁfr (r_esgonse)
in hours
Person with ALS .........cccocee. Validation questions (Screener) for suspected ALS cases ... 1,670 1 2/60
Registration Form of ALS Cases ........cccocvrveeiieineeniieesieene, 1,500 1 7/60
Cases of ALS completing 1-time surveys 750 16 5/60
Cases of ALS completing twice yearly surveys ..........cc........ 750 23 5/60

Ron A. Otten,

Director, Office of Scientific Integrity, Office
of the Associate Director for Science, Office
of the Director, Centers for Disease Control
and Prevention.

[FR Doc. 2013—-10853 Filed 5-7—13; 8:45 am]
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AGENCY: Administration for Children
and Families, Department of Health and
Human Services.

ACTION: Notice of tribal consultation.

SUMMARY: The Department of Health and
Human Services (HHS), Administration
for Children and Families (ACF) will
host a tribal consultation to consult on
ACF programs and tribal priorities.
DATES: July 9-10, 2013.

ADDRESSES: 901 D Street SW., 7th Floor
Multipurpose Room, Washington, DC
20024.

FOR FURTHER INFORMATION CONTACT:
Lillian A. Sparks, Commissioner,

Administration for Native Americans at
202-401-5590, by email at
Lillian.sparks@acf.hhs.gov or by mail at
370 L’Enfant Promenade SW., 2 West,
Washington, DC 20447.

SUPPLEMENTARY INFORMATION: On
November 5, 2009, President Obama
signed the “Memorandum for the Heads
of Executive Departments and Agencies
on Tribal Consultation.” The President
stated that his Administration is
committed to regular and meaningful
consultation and collaboration with
tribal officials in policy decisions that
have tribal implications, including, as
an initial step, through complete and
consistent implementation of Executive
Order 13175.

The United States has a unique legal
and political relationship with Indian
tribal governments, established through
and confirmed by the Constitution of
the United States, treaties, statutes,
executive orders, and judicial decisions.
In recognition of that special
relationship, pursuant to Executive
Order 13175 of November 6, 2000,
executive departments and agencies are
charged with engaging in regular and
meaningful consultation and
collaboration with tribal officials in the
development of federal policies that
have tribal implications, and are

responsible for strengthening the
government-to-government relationship
between the United States and Indian
tribes.

HHS has taken its responsibility to
comply with Executive Order 13175
very seriously over the past decade,
including the initial implementation of
a department-wide policy on tribal
consultation and coordination in 1997,
and through multiple evaluations and
revisions of that policy, most recently in
2010. ACF has also developed its own
agency-specific consultation policy that
complements the department-wide
efforts.

ACF’s Administration for Native
Americans (ANA) will hold a tribal
consultation on the morning of July 9,
2013, to discuss the reauthorization of
ANA’s authorizing legislation, the
Native American Programs Act, and the
development of data collection elements
to collect information on the impact of
ACF funding on the members of a tribal
community.

A tribal resource day will begin the
afternoon of July 9 and the ACF Tribal
Consultation Session will begin the
morning of July 10 and continue
throughout the day until all discussions
have been completed. Other ACF
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Program Offices that will participate in
the consultation include:

e Office of Head Start
Office of Child Care
Office of Community Services
Office of Family Assistance
Office of Child Support
Enforcement

¢ Administration on Children, Youth
and Families:

O Children’s Bureau

© Family and Youth Services Bureau

To help both you and the ACF
principals prepare for this consultation,
planning teleconference calls will be
held on:

Wednesday, June 5, 2013, 3:00 p.m.—

4:00 p.m. (EST).

Wednesday, June 12, 2013, 3:00 p.m.—

4:00 p.m. (EST).

Wednesday, June 19, 2013, 3:00 p.m.—

4:00 p.m. (EST).

The call-in number and passcode are:
866—763-4038, 354503#.

Testimonies are to be submitted no
later than July 2, 2013, to: Lillian
Sparks, Commissioner, Administration
for Native Americans, 370 L’Enfant
Promenade SW., Washington, DC 20447,
anacommissioner@acf.hhs.gov.

ACF will provide audio and video
conferencing of this session for those
tribal leaders unable to attend in person.
To register for the consultation and
obtain information about the audio/
video conference, please follow this
link: http://www.regonline.com/
tribalconsult2013.

Dated: April 30, 2013.

George H. Sheldon,

Acting Assistant Secretary for Children and
Families.

[FR Doc. 2013-10860 Filed 5-7-13; 8:45 am]|
BILLING CODE 4184-34-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Community Living

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; State
Program Report

AGENCY: Administration for Community
Living, HHS.
ACTION: Notice.

SUMMARY: The Administration for
Community Living (ACL) 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.

DATES: Submit written comments on the
collection of information by June 7,
2013.

ADDRESSES: Submit written comments
on the collection of information by fax
202.395.5806 or by email to
OIRA_submission@omb.eop.gov, Attn:
OMB Desk Officer for ACL.

FOR FURTHER INFORMATION CONTACT:
Elena Fazio at 202—357-3583 or email:
elena.fazio@acl.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, ACL
has submitted the following proposed
collection of information to OMB for
review and clearance.

The Older Americans Act (OAA)
requires annual program performance
reports from States. In compliance with
this OAA provision, ACL developed a
State Program Report (SPR) in 1996 as
part of its National Aging Program
Information System (NAPIS).

The SPR collects information about
how State Units on Aging expend their
OAA funds as well as funding from
other sources for OAA authorized
supportive services. The SPR also
collects information on the demographic
and functional status of the recipients,
and is a key source for AoA
performance measurement. This
collection includes minor revisions of
the format from the 2010 approved
version. The proposed revised version
will be in effect for the FY 2014
reporting year and thereafter, while the
current reporting, OMB Approval
Number 0985-0008, will be extended to
the end of the FY 2013 reporting cycle.
The proposed FY 2014 version may be
found on the ACL Web site link entitled
Proposed SPR for Review available at
http://www.aoa.gov/AoARoot/Program
Results/OAA _Performance.aspx#
national ACL estimates the burden of
this collection of information as follows:
2,600 hours.

Dated: May 3, 2013.
Kathy Greenlee,

Administrator and Assistant Secretary for
Aging.

[FR Doc. 2013-10921 Filed 5-7-13; 8:45 am]
BILLING CODE 4154-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2013-N-0093]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request: Evaluation of the
Program for Enhanced Review
Transparency and Communication for
New Molecular Entity New Drug
Applications and Original Biologics
License Applications in Prescription
Drug User Fee Act

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Fax written comments on the
collection of information by June 7,
2013.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202—-395-7285, or emailed to
oira_submission@omb.eop.gov. All
comments should be identified with the
OMB control number 0910-New and
title Evaluation of the Program for
Enhanced Review Transparency and
Communication for New Molecular
Entity New Drug Applications and
Original Biologics License Applications
in Prescription Drug User Fee Act. Also
include the FDA docket number found
in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT: Ila
S. Mizrachi, Office of Information
Management, Food and Drug
Administration, 1350 Piccard Dr., PI50—
400B, Rockville, MD 20850, 301-796—
7726, lla.Mizrachi@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.
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