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ANNUAL BURDEN ESTIMATES

Number of Average
Instrument rglsunggggr?tfs responses per | burden hours To‘ilotl’;r‘;de”
P respondent per response
State Case Registry: IV-D data (Cours) ........cccocerireeninieeninieneneeeneeees 3,144 454 0.025 35,684
State Case Registry: Non-IV-D data (Courts) 3,144 198 0.025 15,563
States: State Case Registry Submission to Federal Case Registry ............... 54 18,980 0.033 33,822

Estimated Total Annual Burden
Hours: 85,069.

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 an
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. Email address infocollection@
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.

Robert Sargis,

Reports Clearance Officer.

[FR Doc. 2014-02413 Filed 2—4—14; 8:45 am]
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Molecular and
Clinical Genetics Panel of the Medical
Devices Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the Agency on
FDA’s regulatory issues.

Date and Time: The meeting will be
held on March 26 and 27, 2014, from 8
a.m. to 5 p.m.

Location: Hilton Washington DC
North/Gaithersburg, Salons A, B, and C,
620 Perry Pkwy., Gaithersburg, MD
20877. The hotel’s telephone number is
301-977-8900.

Contact Person: Jamie Waterhouse,
Center for Devices and Radiological
Health, Food and Drug Administration,
10903 New Hampshire Ave., Silver
Spring, MD 20993, 301-796-3063, or
FDA Advisory Committee Information
Line, 1-800-741-8138 (301-443—0572
in the Washington, DC area). A notice in
the Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
cannot always be published quickly
enough to provide timely notice.
Therefore, you should always check the
Agency’s Web site at http://
www.fda.gov/AdvisoryCommittees/
default.htm and scroll down to the
appropriate advisory committee meeting
link, or call the advisory committee
information line to learn about possible
modifications before coming to the
meeting.

Agenda: On March 26, 2014, the
committee will discuss, make
recommendations and vote on
information related to the premarket
approval application sponsored by
Epigenomics, Inc. for the Epi proColon.
The Epi proColon test is a qualitative in
vitro diagnostic method for the
detection of methylated Septin 9 DNA
in plasma derived from patient whole
blood specimens. Methylation of the
target Septin 9 DNA sequence has been
associated with the occurrence of
colorectal cancer (CRC). The test is
indicated to screen patients for CRC

who are defined as average risk for CRC
by current screening guidelines. The Epi
proColon test is not intended to replace
colorectal screening by colonoscopy.
Patients with a positive Epi proColon
test result should be referred for
diagnostic colonoscopy. The Epi
proColon test results are intended to be
used in conjunction with the
physician’s assessment of history, other
risk factors, and professional guidelines.

On March 27, 2014, the committee
will discuss, make recommendations
and vote on information related to the
premarket approval application for the
Cologuard device, sponsored by Exact
Sciences. Cologuard is an in vitro
diagnostic device designed to analyze
patients’ stool for detection of
hemoglobin, multiple DNA methylation
and mutational markers, and the total
amount of human DNA. Cologuard is
intended for use as an adjunctive
screening test for the detection of
colorectal neoplasia associated DNA
markers and for the presence of occult
hemoglobin in human stool. A positive
result may indicate the presence of
colorectal cancer or premalignant
colorectal neoplasia. Cologuard is not
intended as a replacement for
colonoscopy. Cologuard is intended to
be used in conjunction with
colonoscopy and other test methods in
accordance with recognized screening
guidelines.

FDA intends to make background
material available to the public no later
than 2 business days before the meeting.
If FDA is unable to post the background
material on its Web site prior to the
meeting, the background material will
be made publicly available at the
location of the advisory committee
meeting, and the background material
will be posted on FDA’s Web site after
the meeting. Background material is
available at http://www.fda.gov/
AdvisoryCommittees/Calendar/
default.htm. Scroll down to the
appropriate advisory committee meeting
link.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person on or before March 17, 2014. On
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March 26 and 27, 2014, oral
presentations from the public will be
scheduled between approximately 1
p-m. and 2 p.m. Those individuals
interested in making formal oral
presentations should notify the contact
person and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation on or before March
10, 2014. Time allotted for each
presentation may be limited. If the
number of registrants requesting to
speak is greater than can be reasonably
accommodated during the scheduled
open public hearing session, FDA may
conduct a lottery to determine the
speakers for the scheduled open public
hearing session. The contact person will
notify interested persons regarding their
request to speak by March 13, 2014.

Persons attending FDA’s advisory
committee meetings are advised that the
Agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact James Clark,
Conference Management Staff, at
james.clark@fda.hhs.gov or 301-796—
5293 at least 7 days in advance of the
meeting.

FDA is committed to the orderly
conduct of its advisory committee
meetings. Please visit our Web site at
http://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/
ucm111462.htm for procedures on
public conduct during advisory
committee meetings.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: January 29, 2014.
Jill Hartzler Warner,

Acting Associate Commissioner for Special
Medical Programs.
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Summary: Under the provisions of
Section 3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the National
Institutes of Health (NIH) has submitted
to the Office of Management and Budget
(OMB) a request for review and
approval of the information collection
listed below. This proposed information
collection was previously published in
the Federal Register on November 22,
2013, pages 70062—70063 and allowed
60 days for public comment. No public
comments were received. The purpose
of this notice is to allow an additional
30 days for public comment. The Office
of Extramural Research (OER), the
National Institutes of Health (NIH), may
not conduct or sponsor, and the
respondent is not required to respond
to, an information collection that has
been extended, revised, or implemented
on or after October 1, 1995, unless it
displays a currently valid OMB control
number.

Direct Comments to OMB: Written
comments and/or suggestions regarding
the item(s) contained in this notice,
especially regarding the estimated
public burden and associated response
time, should be directed to the: Office
of Management and Budget, Office of
Regulatory Affairs, OIRA submission@
omb.eop.gov or by fax to 202-395-6974,
Attention: NIH Desk Officer.

Comment Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 30 days of the date of
this publication.

For Further Information: To obtain a
copy of the data collection plans and
instruments or request more information
on the proposed project contact: Dr.
Paula Y. Goodwin, Special Assistant to
the Director, Office of Extramural
Programs, OER, NIH, 6705 Rockledge

QUANTITATIVE SURVEY

Drive, Suite 350, Bethesda, MD 20892,
or call non-toll-free number (301) 496—
9232 or Email your request, including
your address to: OEPMailbox@
mail.nih.gov. Formal requests for
additional plans and instruments must
be requested in writing.

Proposed Collection: Generic
Clearance for Surveys of Customers and
Partners of the Office of Extramural
Research of the National Institutes of
Health—0925-0627—Extension—Office
of the Director (OD), Office of
Extramural Research (OER), Office of
Extramural Programs (OEP), National
Institutes of Health (NIH).

Need and Use of Information
Collection: OER develops, coordinates
the implementation of, and evaluates
NIH-wide policies and procedures for
the award of extramural funds. To move
forward with our initiatives to ensure
success in accomplishing the NIH
mission, input from partners and
customers is essential. Quality
management principles have been
integrated into OER’s culture and these
surveys will provide customer
satisfaction input on various elements of
OER'’s business processes. The
approximately 14 (10 quantitative and 4
qualitative) customer satisfaction
surveys that will be conducted under
this generic clearance will gather and
measure customer and partner
satisfaction with OER processes and
operations. The data collected from
these surveys will provide the feedback
to track and gauge satisfaction with
NIH’s statutorily mandated operations
and processes. OER/OD/NIH will
present data and outcomes from these
surveys to inform the NIH staff, officers,
leadership, advisory committees, and
other decision-making bodies as
appropriate. Based on feedback from
these stakeholders, OER/OD/NIH will
formulate improvement plans and take
action when necessary.

OMB approval is requested for 3
years. There are no costs to respondents
other than their time. The total
estimated annualized burden hours are
2,485.

Estimated Annualized Burden Hours

Average
Type of Number of re':gg?‘t;zrscger burden per aE?wtl?él
respondent respondents respondent (riisﬁgsrsse) burden hours
Science professionals, applicants, reviewers, Institutional Officials ................ 3,820 1 15/60 995
Adult SCIENCE TrAINEES ....ootiiiiiiiiii et 2,000 1 15/60 500
General Public 4,000 1 15/60 1,000
Science professionals, applicants, reviewers, Institutional Officials ................ 12 1 1 12
AdUlt SCIENCE TIAINEES ..ottt 6 1 1 6
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