asabaliauskas on DSK3SPTVN1PROD with NOTICES

Federal Register / Vol. 81, No. 193 / Wednesday, October 5, 2016 / Notices
following information collection.
Comments are requested concerning:
Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Commission, including whether the
information shall have practical utility;
the accuracy of the Commission’s
burden estimate; ways to enhance the
quality, utility, and clarity of the
information collected; ways to minimize
the burden of the collection of
information on the respondents,
including the use of automated
collection techniques or other forms of
information technology; and ways to
further reduce the information
collection burden on small business
concerns with fewer than 25 employees.
The FCC may not conduct or sponsor a
collection of information unless it
displays a currently valid control
number. No person shall be subject to
any penalty for failing to comply with
a collection of information subject to the
PRA that does not display a valid Office
of Management and Budget (OMB)
control number.
DATES: Written PRA comments should
be submitted on or before December 5,
2016. If you anticipate that you will be
submitting comments, but find it
difficult to do so within the period of
time allowed by this notice, you should
advise the contact listed below as soon
as possible.
ADDRESSES: Direct all PRA comments to
Nicole Ongele, FCC, via email PRA@
fcc.gov and to Nicole.Ongele@fcc.gov.
FOR FURTHER INFORMATION CONTACT: For
additional information about the
information collection, contact Nicole
Ongele at (202) 418–2991.
SUPPLEMENTARY INFORMATION:
OMB Control Number: 3060–0741.
Title: Technology Transitions, GN
Docket No. 13–5, et al.
Form Number(s): N/A.
Type of Review: Revision of a
currently approved collection.
Respondents: Business or other forprofit entities.
Number of Respondents and
Responses: 5,357 respondents; 573,767
responses.
Estimated Time per Response: 0.5–8
hours.
Frequency of Response: On occasion
and one-time reporting requirements;
recordkeeping and third party
disclosure requirements.
Obligation to Respond: Required to
obtain or retain benefits. Statutory
authority is contained in 47 U.S.C. 251.
Total Annual Burden: 575,840 hours.
Total Annual Cost: No cost.
Privacy Impact Assessment: No
impact(s).
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Nature and Extent of Confidentiality:
The Commission is not requesting that
the respondents submit confidential
information to the FCC. Respondents
may, however, request confidential
treatment for information they believe to
be confidential under 47 CFR 0.459 of
the Commission’s rules.
Needs and Uses: Section 251 of the
Communications Act of 1934, as
amended, 47 U.S.C. 251, is designed to
accelerate private sector development
and deployment of telecommunications
technologies and services by spurring
competition. These OMB collections are
designed to help implement certain
provisions of section 251, and to
eliminate operational barriers to
competition in the telecommunications
services market. Specifically, these
OMB collections will be used to
implement (1) local exchange carriers’
(‘‘LECs’’) obligations to provide their
competitors with dialing parity and
non-discriminatory access to certain
services and functionalities; (2)
incumbent local exchange carriers’
(‘‘ILECs’’) duty to make network
information disclosures; and (3)
numbering administration. The
Commission estimates that the total
annual burden of the entire collection,
as revised, is 575,840 hours. This
revision relates to a change in one of
many components of the currently
approved collection—specifically,
certain reporting, recordkeeping and/or
third party disclosure requirements
under section 251(c)(5). In August 2015,
the Commission adopted new rules
concerning certain information
collection requirements implemented
under section 251(c)(5) of the Act,
pertaining to network change
disclosures. The changes to those rules
applied specifically to a certain subset
of network change disclosures, namely
notices of planned copper retirements.
The changes were designed to provide
interconnecting entities adequate time
to prepare their networks for the
planned copper retirements and to
ensure that consumers are able to make
informed choices. The Commission
estimated that the 2015 revisions did
not result in any additional burden
hours or outlays of funds for hiring
outside contractors or procuring
equipment. In July 2016, the
Commission revised section 51.329(c) of
its network change disclosure rules to
make available to filers new titles
applicable to copper retirement notices.
The Commission estimates that the
revision does not result in any
additional burden hours or outlays of
funds for hiring outside contractors or
procuring.
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Federal Communications Commission.
Marlene H. Dortch,
Secretary, Office of the Secretary.
[FR Doc. 2016–24069 Filed 10–4–16; 8:45 am]
BILLING CODE 6712–01–P

FEDERAL DEPOSIT INSURANCE
CORPORATION
FDIC Advisory Committee on
Economic Inclusion (ComE–IN); Notice
of Meeting
Federal Deposit Insurance
Corporation (FDIC).
ACTION: Notice of open meeting.
AGENCY:

In accordance with the
Federal Advisory Committee Act, Public
Law 92–463 (Oct. 6, 1972), 5 U.S.C.
App. 2, notice is hereby given of a
meeting of the FDIC Advisory
Committee on Economic Inclusion,
which will be held in Washington, DC
The Advisory Committee will provide
advice and recommendations on
initiatives to expand access to banking
services by underserved populations.
DATES: Thursday, October 20, 2016,
from 9:00 a.m. to 3:30 p.m.
ADDRESSES: The meeting will be held in
the FDIC Board Room on the sixth floor
of the FDIC Building located at 550 17th
Street NW., Washington, DC.
FOR FURTHER INFORMATION CONTACT:
Requests for further information
concerning the meeting may be directed
to Mr. Robert E. Feldman, Committee
Management Officer of the FDIC, at
(202) 898–7043.
SUPPLEMENTARY INFORMATION:
Agenda: The agenda will be focused
on the FDIC’s National Survey of
Unbanked and Underbanked
Households, the FDIC’s Youth Savings
Pilot, and expanding access to safe
transaction accounts. The agenda may
be subject to change. Any changes to the
agenda will be announced at the
beginning of the meeting.
Type of Meeting: The meeting will be
open to the public, limited only by the
space available on a first-come, firstserved basis. For security reasons,
members of the public will be subject to
security screening procedures and must
present a valid photo identification to
enter the building. The FDIC will
provide attendees with auxiliary aids
(e.g., sign language interpretation)
required for this meeting. Those
attendees needing such assistance
should call (703) 562–6067 (Voice or
TTY) at least two days before the
meeting to make necessary
arrangements. Written statements may
be filed with the committee before or
SUMMARY:
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after the meeting. This ComE–IN
meeting will be Webcast live via the
Internet at: http://
fdic.windrosemedia.com. Questions or
troubleshooting help can be found at the
same link. For optimal viewing, a high
speed internet connection is
recommended. The ComE–IN meeting
videos are made available on-demand
approximately two weeks after the
event.
Dated: September 30, 2016.
Federal Deposit Insurance Corporation.
Robert E. Feldman,
Executive Secretary, Federal Deposit
Insurance Corporation.

Progressive National Financial
Corporation, and thereby indirectly
acquire Progressive National Bank, both
in Mansfield, Louisiana.
Board of Governors of the Federal Reserve
System, September 30, 2016.
Margaret McCloskey Shanks,
Deputy Secretary of the Board.
[FR Doc. 2016–24055 Filed 10–4–16; 8:45 am]
BILLING CODE 6210–01–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES
Food and Drug Administration

[FR Doc. 2016–24039 Filed 10–4–16; 8:45 am]

[Docket No. FDA–2016–N–0001]

BILLING CODE 6714–01–P

Pharmacy Compounding Advisory
Committee; Notice of Meeting

FEDERAL RESERVE SYSTEM

AGENCY:
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Formations of, Acquisitions by, and
Mergers of Bank Holding Companies
The companies listed in this notice
have applied to the Board for approval,
pursuant to the Bank Holding Company
Act of 1956 (12 U.S.C. 1841 et seq.)
(BHC Act), Regulation Y (12 CFR part
225), and all other applicable statutes
and regulations to become a bank
holding company and/or to acquire the
assets or the ownership of, control of, or
the power to vote shares of a bank or
bank holding company and all of the
banks and nonbanking companies
owned by the bank holding company,
including the companies listed below.
The applications listed below, as well
as other related filings required by the
Board, are available for immediate
inspection at the Federal Reserve Bank
indicated. The applications will also be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the standards enumerated in
the BHC Act (12 U.S.C. 1842(c)). If the
proposal also involves the acquisition of
a nonbanking company, the review also
includes whether the acquisition of the
nonbanking company complies with the
standards in section 4 of the BHC Act
(12 U.S.C. 1843). Unless otherwise
noted, nonbanking activities will be
conducted throughout the United States.
Unless otherwise noted, comments
regarding each of these applications
must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than October 31,
2016.
A. Federal Reserve Bank of Dallas
(Robert L. Triplett III, Senior Vice
President), 2200 North Pearl Street,
Dallas, Texas 75201–2272:
1. Caldwell Holding Company,
Columbia, Louisiana; to acquire
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Food and Drug Administration,

HHS.
ACTION:

Notice.

The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Pharmacy Compounding
Advisory Committee (PCAC). The
general function of the committee is to
provide advice on scientific, technical,
and medical issues concerning drug
compounding, as well as any other
product for which FDA has regulatory
responsibility, and to make appropriate
recommendations to the Agency. The
meeting will be open to the public.
DATES: The meeting will be held on
November 3, 2016, from 8:30 a.m. to
4:30 p.m.
ADDRESSES: FDA White Oak Campus,
10903 New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (Rm.
1503), Silver Spring, MD 20993–0002.
Answers to commonly asked questions,
including information regarding special
accommodations due to a disability,
visitor parking, and transportation may
be accessed at: http://www.fda.gov/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm408555.htm.
SUMMARY:

FOR FURTHER INFORMATION CONTACT:

Cindy Hong, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 31, Rm. 2417, Silver Spring,
MD 20993–0002, 301–796–9001, FAX:
301–847–8533, PCAC@fda.hhs.gov, 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
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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.
Background: Section 503A of the
FD&C Act (21 U.S.C. 353a) describes the
conditions that must be satisfied for
human drug products compounded by a
licensed pharmacist in a State licensed
pharmacy or a Federal facility, or
licensed physician, to be exempt from
the following three sections of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act): (1) Section 501(a)(2)(B) (21
U.S.C. 351(a)(2)(B)) concerning current
good manufacturing practice (CGMP);
(2) section 502(f)(1) (21 U.S.C. 352(f)(1))
concerning the labeling of drugs with
adequate directions for use; and (3)
section 505 (21 U.S.C. 355) concerning
the approval of human drug products
under new drug applications (NDAs) or
abbreviated new drug applications
(ANDAs).
The Drug Quality and Security Act
added a new section 503B to the FD&C
Act (21 U.S.C. 353b), which created a
new category of compounders termed
‘‘outsourcing facilities.’’ Under section
503B of the FD&C Act, outsourcing
facilities are defined, in part, as
facilities that meet certain conditions
described in section 503B, including
registration with FDA as an outsourcing
facility. If these conditions are satisfied,
a drug product compounded for human
use by or under the direct supervision
of a licensed pharmacist in an
outsourcing facility is exempt from
three sections of the FD&C Act: (1)
Section 502(f)(1) concerning the labeling
of drugs with adequate directions for
use); (2) section 505 concerning the
approval of human drug products under
NDAs or ANDAs; and (3) section 582
concerning the drug supply chain
security requirements (21 U.S.C.
360eee–1). Outsourcing facilities are not
exempt from CGMP requirements in
section 501(a)(2)(B).
One of the conditions that must be
satisfied to qualify for the exemptions
under section 503A of the FD&C Act is
that a bulk drug substance (active
pharmaceutical ingredient) used in a
compounded drug product must meet
one of the following criteria: (1)
Complies with the standards of an
applicable United States Pharmacopoeia
(USP) or National Formulary
monograph, if a monograph exists, and
the USP chapter on pharmacy
compounding; (2) if an applicable
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