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readiness national survey. In addition,
we will partner with evidence-based
wellness programs for the purposes of
enrolling an estimated 2,000
participants per program. Surveys of
program participants will be conducted
to assess program impacts on health and
behavior. Form Number: CMS-10509
(OCN: 0938—-NEW); Frequency: Semi-
annually; Affected Public: Individuals
and households; Number of
Respondents: 20,833; Total Annual
Responses: 45,420; Total Annual Hours:
18,531. (For policy questions regarding
this collection contact Benjamin Howell
at 410-786—4942.)

5. Type of Information Collection
Request: Revision of a currently
approved collection; Title of
Information Collection: Annual MLR
and Rebate Calculation Report and MLR
Rebate Notices; Use: Under Section
2718 of the Affordable Care Act and
implementing regulation at 45 CFR Part
158, a health insurance issuer (issuer)
offering group or individual health
insurance coverage must submit a report
to the Secretary concerning the amount
the issuer spends each year on claims,
quality improvement expenses, non-
claims costs, Federal and State taxes
and licensing and regulatory fees, and
the amount of earned premium. An
issuer must provide an annual rebate if
the amount it spends on certain costs
compared to its premium revenue
(excluding Federal and States taxes and
licensing and regulatory fees) does not
meet a certain ratio, referred to as the
medical loss ratio (MLR). An interim
final rule (IFR) implementing the MLR
was published on December 1, 2010 (75
FR 74865) and modified by technical
corrections on December 30, 2010 (75
FR 82277), which added Part 158 to
Title 45 of the Code of Federal
Regulations. The IFR was effective
January 1, 2011. A final rule regarding
selected provisions of the IFR was
published on December 7, 2011 (76 FR
76574) and an interim final rule
regarding an issue not included in
issuers’ reporting obligations
(disbursement of rebates by non-federal
governmental plans) was also published
December 7, 2011 (76 FR 76596) Both
rules published on December 7, 2011
and were effective January 1, 2012. Each
issuer is required to submit annually

MLR data, including information about
any rebates it must provide, on a form
we prescribed, for each State in which
the issuer conducts business. Each
issuer is also required to provide a
rebate notice to each policyholder that
is owed a rebate and each subscriber of
policyholders that are owed a rebate for
any given MLR reporting year.
Additionally, each issuer is required to
maintain for a period of seven years all
documents, records and other evidence
that support the data included in each
issuer’s annual report to the Secretary.

Based upon HHS’ experience in the
MLR data collection and evaluation
process, HHS is updating its annual
burden hour estimates to reflect the
actual numbers of submissions, rebates
and rebate notices. The 2013 MLR
Reporting Form and instructions also
reflect changes for the 2013 reporting
year and beyond that are set forth in the
March 2012 update to 45 CFR
158.120(d)(5) regarding aggregation of
student health plans on a nationwide
basis, similar to expatriate plans. The
instructions also addresses recent
applicability guidance issued by the
Departments of Labor, Treasury and
HHS concerning expatriate plan
reporting prior to plan years ending
before or on December 31, 2015. In
2014, it is expected that issuers will
send fewer notices and rebate checks to
policyholders and subscribers which
will reduce burden on issuers. On the
other hand, the requirement to report
data on student health plans will
increase burden for some issuers. It is
estimated that there will be a net
reduction in total information collection
burden. Form Number: CMS-10418
(OCN: 0938-1164); Frequency:
Annually; Affected Public: Private
sector—Business or other for-profits and
not-for-profit institutions; Number of
Respondents: 522; Number of
Responses: 3,394; Total Annual Hours:
294,911. (For policy questions regarding
this collection, contact Julie McCune at
(301) 492-4196.)

6. Type of Information Collection
Request: Reinstatement of a previously
approved collection; Title of
Information Collection: HIPAA
Eligibility Transaction System (HETS)
Trading Partner Agreement (TPA); Use:
The HIPAA Eligibility Transaction

ANNUAL BURDEN ESTIMATES

System (HETS) is intended to allow the
release of eligibility data to Medicare
providers, suppliers or their authorized
billing agents for the purposes of
preparing accurate Medicare claims,
determining beneficiary liability or
determining eligibility for specific
services. Such information may not be
disclosed to anyone other than
providers, suppliers or a beneficiary for
whom a claim has been filed. Form
Number: CMS-10157 (OCN: 0938—
0960); Frequency: Yearly; Affected
Public: Private sector—Business or other
for-profit and not-for-profit institutions;
Number of Respondents: 1,000; Total
Annual Responses: 1,000; Total Annual
Hours: 125. (For policy questions
regarding this collection contact Ada
Sanchez at 410-786-9466.)

Dated: November 19, 2013.
Martique Jones,

Deputy Director, Regulations Development
Group, Office of Strategic Operations and
Regulatory Affairs.

[FR Doc. 2013-28049 Filed 11-21-13; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects

Title: OCSE—-75 Tribal Child Support
Enforcement Program Annual Data
Report.

OMB No.: 0970-0320.

Description: The data collected by
form OCSE-75 are used to prepare the
OCSE preliminary and annual data
reports. In addition, Tribes
administering CSE programs under Title
IV-D of the Social Security Act are
required to report program status and
accomplishments in an annual narrative
report and submit the OCSE—-75 report
annually.

Respondents: Tribal Child Support
Enforcement Organizations or the
Department/Agency/Bureau responsible
for Child Support Enforcement in each
tribe.

Instrument

Number of respondents

Number of responses per
respondent

Average burden hours per
response

Total burden hours

Estimated Total Annual Burden
Hours: 3,600.

In compliance with the requirements
of Section 506(c)(2)(A) of the Paperwork

Reduction Act of 1995, the
Administration for Children and
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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: 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. 2013-28062 Filed 11-21-13; 8:45 am]
BILLING CODE 4184-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2013-N-0002]
Withdrawal of Approval of New Animal

Drug Applications; Carbarsone;
Roxarsone

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is withdrawing
approval of three new animal drug
applications (NADAs) for roxarsone or
carbarsone Type A medicated articles at
the sponsor’s request because the
products are no longer manufactured or
marketed.

DATES: Withdrawal of approval is
effective December 2, 2013.

FOR FURTHER INFORMATION CONTACT: John
Bartkowiak, Center for Veterinary
Medicine (HFV-212), Food and Drug
Administration, 7519 Standish P1.,

Rockville, MD 20855, 240-276-9079,
john.bartkowiak@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: Zoetis
Inc., 333 Portage St., Kalamazoo, MI
49007, has requested that FDA
withdraw approval of the following
three NADAs because the products,
used to manufacture Type B and Type
C medicated feeds, are no longer
manufactured or marketed: NADA 007—
891 for 3-NITRO (roxarsone) Type A
medicated article, NADA 092-953 for
Roxarsone Type A Medicated Articles,
and NADA 010-285 for CARB-O-SEP
(carbarsone) Type A medicated article.

Therefore, under authority delegated
to the Commissioner of Food and Drugs
and redelegated to the Center for
Veterinary Medicine, and in accordance
with § 514.116 Notice of withdrawal of
approval of application (21 CFR
514.116), notice is given that approval
of NADAs 007-891, 092—953, and 010—
285, and all supplements and
amendments thereto, is hereby
withdrawn.

Elsewhere in this issue of the Federal
Register, FDA is amending the animal
drug regulations to reflect the voluntary
withdrawal of approval of these
applications.

Dated: November 18, 2013.

Bernadette Dunham,

Director, Center for Veterinary Medicine.
[FR Doc. 2013-27916 Filed 11-21-13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Proposed Collection; 60-Day Comment
Request: Clearance for Surveys of
Customers and Partners of the Office
of Extramural Research of the National
Institutes of Health

SUMMARY: In compliance with the
requirement of Section 3506(c)(2)(A) of
the Paperwork Reduction Act of 1995,
for opportunity for public comment on
proposed data collection projects, the
Office of Extramural Research (OER),
the National Institutes of Health (NIH)
will publish periodic summaries of
proposed projects to be submitted to the
Office of Management and Budget
(OMB) for review and approval.
Written comments and/or suggestions
from the public and affected agencies
are invited on one or more of the
following points: (1) Whether the
proposed collection of information is
necessary for the proper performance of
the function of the agency, including
whether the information will have
practical utility; (2) The accuracy of the

agency’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 those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.

To submit comments in writing,
request more information on the
proposed project, or to obtain a copy of
the data collection plans and
instruments, contact Dr. Sherry Mills,
Director, Office of Extramural Programs,
OER, NIH, 6705 Rockledge Drive, Suite
350, Bethesda, MD 20892, or call non-
toll-free number (301) 435—-2729, or
Email your request, including your
address to: OEPMailbox@mail.nih.gov.

Comments regarding this information
collection are best assured of having
their full effect if received within 60-
days of the date of this publication.

Proposed Collection: Generic
Clearance for Surveys of Customers and
Partners of the Office of Extramural
Research of the National Institutes of
Health—Extension—0925-0627—O0ffice
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
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