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method for submitting brief, text-only
comments on a project;

(2) You can also file your comments
electronically using the eFiling feature
on the Commission’s Web site
(www.ferc.gov) under the link to
Documents and Filings. With eFiling,
you can provide comments in a variety
of formats by attaching them as a file
with your submission. New eFiling
users must first create an account by
clicking on eRegister. You must select
the type of filing you are making. If you
are filing a comment on a particular
project, please select “Comment on a
Filing”; or

(3) You can file a paper copy of your
comments by mailing them to the
following address: Kimberly D. Bose,
Secretary, Federal Energy Regulatory
Commission, 888 First Street NE., Room
1A, Washington, DC 20426.

Any person seeking to become a party
to the proceeding must file a motion to
intervene pursuant to Rule 214 of the
Commission’s Rules of Practice and
Procedures (18 CFR 385.214).1 Only
intervenors have the right to seek
rehearing of the Commission’s decision.
The Commission grants affected
landowners and others with
environmental concerns intervenor
status upon showing good cause by
stating that they have a clear and direct
interest in this proceeding which no
other party can adequately represent.
Simply filing environmental comments
will not give you intervenor status, but
you do not need intervenor status to
have your comments considered.

Additional information about the
project is available from the
Commission’s Office of External Affairs,
at (866) 208—FERC, or on the FERC Web
site (www.ferc.gov) using the eLibrary
link. Click on the eLibrary link, click on
“General Search,” and enter the docket
number excluding the last three digits in
the Docket Number field (i.e., CP17—
133). Be sure you have selected an
appropriate date range. For assistance,
please contact FERC Online Support at
FercOnlineSupport@ferc.gov or toll free
at (866) 208-3676, or for TTY, contact
(202) 502—8659. The eLibrary link also
provides access to the texts of formal
documents issued by the Commission,
such as orders, notices, and
rulemakings.

In addition, the Commission offers a
free service called eSubscription which
allows you to keep track of all formal
issuances and submittals in specific
dockets. This can reduce the amount of
time you spend researching proceedings
by automatically providing you with

1See the previous discussion on the methods for
filing comments.

notification of these filings, document
summaries, and direct links to the
documents. Go to www.ferc.gov/docs-
filing/esubscription.asp.

Dated: November 13, 2017.
Kimberly D. Bose,
Secretary.
[FR Doc. 2017-25079 Filed 11-17-17; 8:45 am]
BILLING CODE 6717-01-P

FEDERAL ELECTION COMMISSION
Sunshine Act Meetings

FEDERAL REGISTER CITATION NOTICE OF
PREVIOUS ANNOUNCEMENT: 82 FR 52902.
PREVIOUSLY ANNOUNCED TIME AND DATE OF
THE MEETING: Thursday, November 16,
2017 at 10:00 a.m.

CHANGES IN THE MEETING: The FOHOWing
Matter Was Also Considered: REG 2011—
02 (Internet Communication
Disclaimers).

CONTACT PERSON FOR MORE INFORMATION:
Judith Ingram, Press Officer, Telephone:
(202) 694—1220.

Dayna C. Brown,

Secretary and Clerk of the Commission.
[FR Doc. 2017-25179 Filed 11-16-17; 4:15 pm]
BILLING CODE 6715-01-P

FEDERAL MARITIME COMMISSION
[Petition No. P4-16]

Petition of the Coalition for Fair Port
Practices for Rulemaking; Notice of
Public Hearing and Request for
Comments

AGENCY: Federal Maritime Commission.

ACTION: Notice of hearing and request
for comments.

SUMMARY: The Commission has
determined to hold hearings on January
16 and 17, 2018, to receive oral
testimony concerning the Petition of the
Coalition for Fair Port Practices for
Rulemaking.

DATES: Request for appearance and
comments are due by December 8, 2017.
ADDRESSES: All requests to appear and
comments should be addressed to:
Rachel Dickon, Assistant Secretary,
Federal Maritime Commission, 800
North Capitol St. NW., Room 1046,
Washington, DC 20573-0001, Email:
secretary@fmc.gov.

SUPPLEMENTARY INFORMATION: On
December 7, 2016 the Coalition for Fair
Port Practices petitioned the Federal
Maritime Commission (Commission)

pursuant to 46 CFR 502.51 of the
Commission’s Rules of Practice and
Procedure to initiate a rulemaking
proceeding. Petitioner states the
purpose of the rulemaking is for the
Commission to adopt ‘“‘a rule that will
interpret the Shipping Act of 1984 . . .
specifically 46 U.S.C. 41102(c)”. The
petition and comments received are
posted on the Commission’s Web site at
https://www.fmc.gov/p4-16/.

The Commission will hold public
hearings to explore further the issues
surrounding P4-16, the Petition of the
Coalition for Fair Port Practices and the
related comments filed in this
proceeding. The hearings will take place
on January 16 and 17, 2018, at 10:00
a.m. in the Commission’s Main Hearing
Room, 800 North Capitol Street NW.,
Washington, DC. The hearing will be
open for public observation.

Any person wishing to participate and
speak at the hearing must send a request
to appear as a participant witness no
later than December 8, 2017, and
include the name, street address, email
address, telephone number, and the
name of your company or employer, if
any, together with a summary of the
intended testimony, not to exceed three
pages. The Commission will extend
invitations to selected interested
witnesses to participate in the hearing
and may invite others to participate.

Copies of all written submissions will
be posted to the Commission’s Web site
and will be available in the
Commission’s Office of the Secretary.

The petition arose out of experiences
of coalition members—importers,
exporters, drayage providers, freight
forwarders, customs brokers, and third-
party logistics providers—with port
congestion that ultimately led to vessel
ocean common carrier (VOCC) and
marine terminal operator (MTO)
assessments of detention, demurrage,
and per diem charges. The petition lists
events over the preceding five years that
led to port congestion including
Hurricane Sandy (2012), harsh winter
(2013-2014), west coast labor agreement
(2014-2015), cargo diversions from west
coast to east coast (2015), winter storms
(2014-2015), port hiring practices
protests—New York/New Jersey (June
2016), and the Hanjin bankruptcy (Fall
2016).

On December 20, 2016, the
Commission published a notice in the
Federal Register asking interested
persons to submit views or arguments in
reply to the Petition. The Commission
received 115 responses, including
comments from Members of Congress,
trade and shipper associations
representing various interests,
individual importers, exporters,
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customs brokers, freight forwarders,
logistics companies, trucking and
drayage companies, VOCCs, port
authorities, and MTOs.

The many responses to the Petition
illustrate the complexity of issues
surrounding ocean container shipping
and marine terminal operations.

Given the importance of this issue, its
complexity, and the public interest
indicated by the number and quality of
comments submitted in response to the
Petition, the Commission will hold
public hearings to further explore the
issues raised by the Petition and address
specific questions. Commentary and
answers to these questions will be
helpful to the Commission as it
determines its next steps with regard to
Petition P4-16.

By the Commission.
Rachel E. Dickon,
Assistant Secretary.
[FR Doc. 2017-25016 Filed 11-17-17; 8:45 am]
BILLING CODE 6731-AA-P

Dated: November 16, 2017.
Megan Grumbine,
General Counsel,
Federal Retirement Thrift Investment Board.
[FR Doc. 2017-25184 Filed 11-16-17; 4:15 pm]
BILLING CODE 6760-01-P

FEDERAL RETIREMENT THRIFT
INVESTMENT BOARD

Sunshine Act; Notice of Board Member
Meeting

Agenda

November 28, 2017, 8:30 a.m. (In-
Person).

Open Session

1. Approval of the minutes for the
October 23, 2017 Board Member
Meeting

2. Monthly Reports

(a) Participant Activity
(b) Investment Performance
(c) Legislative Report
3. Quarterly Reports
(d) Metrics
(e) Project Activity

4. Capital Market and L Fund Annual
Asset Allocation Review

5. TSP Investment Option Benchmark
Study

6. 2018 Proposed Internal Audit
Schedule

7. Enterprise Risk Framework and
Dashboard

8. Blended Retirement Update

9. IT Update

Closed Session

Information covered under 5 U.S.C.
552b (c)(6) and (c)(9)(B).

Adjourn.
CONTACT PERSON FOR MORE INFORMATION:

Kimberly Weaver, Director, Office of
External Affairs, (202) 942—1640.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2017-N—-4853]
Receipt of Notice That a Patent

Infringement Complaint Was Filed
Against a Biosimilar Applicant

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is publishing
notice that an applicant for a proposed
biosimilar product notified FDA that a
patent infringement action was filed in
connection with the applicant’s
biologics license application (BLA).
Under the Public Health Service Act
(PHS Act), an applicant for a proposed
biosimilar product or interchangeable
product must notify FDA within 30 days
after the applicant was served with a
complaint in a patent infringement
action described under the PHS Act.
FDA is required to publish notice of the
complaint in the Federal Register.

FOR FURTHER INFORMATION CONTACT:
Daniel Orr, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 51, Rm. 6246, Silver Spring,
MD 20993-0002, 240-402—-0979,
daniel.orr@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: The
Biologics Price Competition and
Innovation Act of 2009 (BPCI Act) was
enacted as part of the Patient Protection
and Affordable Care Act (Pub. L. 111—
148) on March 23, 2010. The BPCI Act
amended the PHS Act and created an
abbreviated licensure pathway for
biological products shown to be
biosimilar to, or interchangeable with,
an FDA-licensed biological reference
product. Section 351(k) of the PHS Act
(42 U.S.C. 262(k)), added by the BPCI
Act, describes the requirements for a
BLA for a proposed biosimilar product
or a proposed interchangeable product
(351(k) BLA). Section 351(l) of the PHS
Act, also added by the BPCI Act,
describes certain procedures for
exchanging patent information and
resolving patent disputes between a
351(k) BLA applicant and the holder of
the BLA reference product. If a 351(k)

applicant is served with a complaint for
a patent infringement described in
section 351(1)(6) of the PHS Act, the
applicant is required to provide FDA
with notice and a copy of the complaint
within 30 days of service. FDA is
required to publish notice of a
complaint received under section
351(1)(6)(C) of the PHS Act in the
Federal Register.

FDA received notice of the following
complaint under section 351(1)(6)(C) of
the PHS Act: Janssen Biotech, Inc. v.
Celltrion Healthcare Co. Ltd., et al., 17—
cv—11008 (D. Mass., filed May 31, 2017).

FDA has only a ministerial role in
publishing notice of a complaint
received under section 351(1)(6)(C) of
the PHS Act, and does not perform a
substantive review of the complaint.

Dated: November 14, 2017.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2017-25070 Filed 11~17-17; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2017-P-5124]
Medical Devices; Exemption From

Premarket Notification: Over-the-
Counter Denture Repair Kits

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing that it has received a
petition requesting exemption from the
premarket notification requirements for
over-the-counter (OTC) denture repair
kits. These devices consist of material,
such as a resin monomer system of
powder and liquid glues, which is
intended to be applied permanently to

a denture to mend cracks or breaks. FDA
is publishing this notice to obtain
comments in accordance with
procedures established by the Food and
Drug Administration Modernization Act
of 1997 (FDAMA).

DATES: Submit either electronic or
written comments by January 19, 2018.

ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. Electronic comments must
be submitted on or before January 19,
2018. The https://www.regulations.gov
electronic filing system will accept
comments until midnight Eastern Time
at the end of January 19, 2018.
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