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CFR 60.30), any interested person may
petition FDA for a determination
regarding whether the applicant for
extension acted with due diligence
during the regulatory review period. To
meet its burden, the petition must
comply with all the requirements of
§60.30, including but not limited to:
must be timely (see DATES), must be
filed in accordance with §10.20, must
contain sufficient facts to merit an FDA
investigation, and must certify that a
true and complete copy of the petition
has been served upon the patent
applicant. (See H. Rept. 857, part 1, 98th
Cong., 2d sess., pp. 4142, 1984.)
Petitions should be in the format
specified in 21 CFR 10.30.

Submit petitions electronically to
https://www.regulations.gov at Docket
No. FDA-2013-S-0610. Submit written
petitions (two copies are required) to the
Dockets Management Staff (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD
20852.

Dated: November 21, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-26097 Filed 11-27-23; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Diabetes and
Digestive and Kidney Diseases; Notice
of Closed Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Diabetes and Digestive and Kidney Diseases
Initial Review Group; Kidney, Urologic and
Hematologic Diseases D Study Section.

Date: March 5-7, 2024.

Time: 5:00 p.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
NIDDK, Democracy 1II, Suite 7000A, 6707

Democracy Boulevard, Bethesda, MD 20892
(Virtual Meeting).

Contact Person: Jason D. Hoffert, Ph.D.,
Scientific Review Officer, National Institute
of Diabetes and Digestive and Kidney
Diseases, National Institutes of Health,
Bethesda, MD 20892, 301-496—-9010,
hoffertj@niddk.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.847, Diabetes,
Endocrinology and Metabolic Research;
93.848, Digestive Diseases and Nutrition
Research; 93.849, Kidney Diseases, Urology
and Hematology Research, National Institutes
of Health, HHS)

Dated: November 21, 2023.

Miguelina Perez,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2023-26126 Filed 11-27-23; 8:45 am]
BILLING CODE 4140-01-P

Place: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892 (Virtual Meeting).

Contact Person: Bernard Rajeev Srambical
Wilfred, Ph.D., Scientific Review Officer,
Center for Scientific Review, National
Institutes of Health, 6701 Rockledge Drive,
Bethesda, MD 20892, (301) 480-6813,
bernard.srambicalwilfred@nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: November 21, 2023.
Miguelina Perez,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2023-26127 Filed 11-27-23; 8:45 am)]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Biophysics
and Biochemistry Fellowship Review.

Date: December 13, 2023.

Time: 11:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892 (Virtual Meeting).

Contact Person: Dennis Pantazatos, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892 (301) 594-2381, dennis.pantazatos@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Chronic
Dysfunction and Integrative
Neurodegeneration.

Date: December 18, 2023.

Time: 9:30 a.m. to 11:30 a.m.

Agenda: To review and evaluate grant
applications.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; Bioinformatics Resource
Centers (BRCs) for Infectious Diseases (U24
Clinical Trial Not Allowed).

Date: January 31, 2024.

Time: 10:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3G22,
Rockville, MD 20892 (Virtual Meeting).

Contact Person: Richard G. Kostriken,
Ph.D., Scientific Review Officer, Scientific
Review Program, National Institute of Allergy
and Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3G22,
Rockville, MD 20892 240-669-2075
richard.kostriken@nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
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Microbiology and Infectious Diseases

Research, National Institutes of Health, HHS)
Dated: November 22, 2023.

David W. Freeman,

Supervisory Program Analyst, Office of
Federal Advisory Committee Policy.

[FR Doc. 2023-26171 Filed 11-27-23; 8:45 am)]
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

[Docket Number USCG-2023-0297]
Area Maritime Security Advisory

Committee (AMSC) Sector Puget
Sound

AGENCY: Coast Guard, DHS.
ACTION: Solicitation for membership.

SUMMARY: The Coast Guard requests
individuals interested in serving on the
Area Maritime Security Advisory
Committee (AMSC), Sector Puget Sound
submit their applications for
membership to the U.S. Coast Guard
Captain of the Port Sector Puget Sound
(COTP). The Advisory Committee
assists the COTP as the Federal
Maritime Security Coordinator, Sector
Puget Sound, in developing, reviewing,
and updating the Area Maritime
Security Plan for their area of
responsibility.

DATES: Requests for membership should

reach the U.S. Coast Guard COTP Sector
Puget Sound by December 21st, 2023.

ADDRESSES: Applications for
membership should be submitted to the
COTP at the following address: Attn:
Emergency Management Force
Readiness Department c/o Nicole
Metzke, U.S. Coast Guard Sector Puget
Sound, 1519 Alaskan Way S, Building 4,
Seattle, WA 98134.

FOR FURTHER INFORMATION CONTACT: For
questions about submitting an
application, or about the Puget Sound
AMSC in general, contact Ms. Nicole
Metzke, (206) 217-6694,
nicole.l.metzke2@uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Basis and Purpose

Section 102 of the Maritime
Transportation Security Act (MTSA) of
2002 (Pub. L. 107-295, 116 Stat. 2064)
added section 70112 of Title 46 of the
U.S. Code and authorized the Secretary
of the Department in which the Coast
Guard is operating to establish Area
Maritime Security Advisory Committees
for any port area of the United States.
(See 33 U.S.C. 1226; 46 U.S.C. 70112; 33

CFR 1.05-1, 6.01; DHS Delegation No.
00170.1(I1)(71), Revision No. 01.3. The
Puget Sound AMSC Advisory
Committee shall assist the Federal
Maritime Security Coordinator in the
development, review, update, and
exercising of the Area Maritime Security
Plan for their area of responsibility.
Such matters may include, but are not
limited to, the following:

(1) Identifying critical port
infrastructure and operations;
Identifying risks (threats,
vulnerabilities, and consequences).

(2) Determining mitigation strategies
and implementation methods.

(3) Developing strategies to facilitate
the recovery of the MTS after a
Transportation Security Incident.

(4) Developing and describing the
process to continually evaluate overall
port security by considering
consequences and vulnerabilities, how
they may change over time, and what
additional mitigation strategies can be
applied.

(5) Providing advice to and assisting
the Federal Maritime Security
Coordinator in developing and
maintaining the Area Maritime Security
Plan.

(6) Working together with other
AMSC Federal Agency Observers and
Other Agency Participants, as well as
maritime community members and port
security professionals to improve the
overall maritime security of the greater
Puget Sound area.

II. AMSC Membership

The Puget Sound AMSC Advisory
Committee has approximately 15
vacancies for appointed members. We
are seeking to fill appointed member
vacancies with this solicitation.
Applicants may be required to pass an
appropriate security background check
prior to appointment to the committee.
Applicants must register with and
remain active as a Coast Guard
Homeport user if appointed. Terms of
office will be for five years; however, a
member is eligible to serve additional
terms of office. Members should have at
least five years of experience related to
maritime or port security operations.
Members will not receive any salary or
other compensation for their service on
the Puget Sound AMSC Advisory
Committee.

In accordance with 33 CFR 103,
members may be selected from Federal,
Territorial, or Tribal governments; State
government and political subdivisions
of the State; local public safety, crisis
management, and emergency response
agencies; law enforcement and security
organizations; maritime industry,
including labor; other port partners

having a special competence in
maritime security; and port partners
affected by security practices and
policies.

The Coast Guard does not
discriminate in selecting committee
members on the basis of race, color,
religion, sex, national origin, political
affiliation, sexual orientation, gender
identity, marital status, disability,
genetic information, age, membership in
an employee organization, or any other
non-merit factor. The Coast Guard
strives to achieve a widely diverse
candidate pool for all its recruitment
actions.

III. Request for Applications

Those seeking membership are not
required to submit formal applications
to the local COTP. However, because we
do have an obligation to ensure that a
specific number of members have the
prerequisite maritime security
experience, we encourage the
submission of resumes highlighting
experience in the maritime and security
industries.

Dated: November 21, 2023.
Mark A. McDonnell,

Captain, U.S. Coast Guard, Captain of the
Port/Federal Maritime Security Coordinator
Puget Sound.

[FR Doc. 2023-26153 Filed 11-27-23; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

National Park Service

[Docket No. FWS-HQ-NWRS-2023-0180;
FF09R23000/FXRS126109AQ000/234]

Federal Land Managers’ Air Quality
Related Values Work Group (FLAG);
Draft Addendum to 2010 Phase 1
Report

AGENCY: Fish and Wildlife Service and
National Park Service, Interior (DOI).

ACTION: Notice of availability.

SUMMARY: We, the U.S. Fish and
Wildlife Service, in cooperation with
the National Park Service, and the U.S.
Department of Agriculture’s Forest
Service (the agencies), publish this
notice to announce the availability of a
draft addendum to the Federal Land
Managers’ Air Quality Related Values
Work Group’s (FLAG’s) Phase 1 Report,
which the agencies last revised in 2010
(FLAG 2010 report). We are proposing
an addendum to include a provision
related to temporary emissions. We
invite comments and information on the
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