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sub-grantee monitoring and financial
oversight activities.

¢ Continued expansion and support
of the grantee staff to solidify the
infrastructure and framework to realize
Congress’ intent for the establishment
and operation of a national resource
center to provide training and technical
assistance to agencies in the aging
network delivering services to older
individuals experiencing the long-term
and adverse consequences of trauma, as
described in section 411(14) of the
Older Americans Act of 1965, as
amended. Doing so will enable JFNA to
expand the reach and effectiveness of
this project by broadening the technical
assistance and capacity building
activities in the following ways:

O Growth and partnerships are
essential for PCTI approaches to take
root. The supplement will be used to
increase the ways in which this can be
accomplished, including re-launching
an Aging and Trauma Workgroup and
an Educational Advisory Committee,
ensuring the voices of Holocaust
survivors, other older adults with
histories of trauma and their family
caregivers are represented; enabling the
grantee to develop and implement an
action plan to work with foundations.

O Thought leadership in the field of
PCTI care is greatly needed for it to take
root as standard practice in the aging
services network. The supplement will:
(1) permit the expansion of the grantee’s
PCTI training program; (2) provide the
resources necessary to fund the
development of a family caregiving
roadmap to support PCTI approaches to
implementing the National Strategy to
Support Family Caregivers; and (3)
further develop and expand the field
and practice of PCTI evaluation
approaches and practices already begun
under this project, but on a limited
basis.

O Sustainability and efficiency are
key to any demonstration project. The
supplement will enable JFNA to explore
technology enhancements to streamline
the sub-grant management process,
bring on additional staff to manage
expanded expectations and work,
including growth, and enhance program
oversight, monitoring, evaluation, and
additional activities proportional to the
increased funding and expectations
resulting from this supplement.

Program Name: Expanding the
National Capacity for Person-Centered,
Trauma-Informed (PCTI) Care: Services
and Supports for Holocaust Survivors
and Other Older Adults with a History
of Trauma and Their Family Caregivers.

Recipient: The Jewish Federations of
North America.

Period of Performance: The
supplement award will be issued for the
third year of the five-year project period
of September 1, 2020 through August
31, 2025.

Total Award Amount: $8,389,500 in
FY 2024.

Award Type: Cooperative Agreement
Supplement.

Statutory Authority: The Older
Americans Act (OAA) of 1965, as
amended, Public Law 109-365—title 4,
section 411.

Basis for Award: The Jewish
Federations of North America (JENA) is
currently funded to carry out the
objectives of the project entitled
“Expanding the National Capacity for
Person-Centered, Trauma-Informed
(PCTI) Care: Services and Supports for
Holocaust Survivors and Other Older
Adults with a History of Trauma and
Their Family Caregivers” for the period
of September 1, 2020 through August
31, 2025. Since project implementation
began in late 2020, the grantee has
accomplished a great deal. This
supplement will enable the grantee to
carry their work even further, serving
more Holocaust survivors, other older
adults with histories of trauma, family
caregivers and to train more
professionals in the principles of PCTL
The additional funding will not be used
to begin new projects or activities.

The JFNA is uniquely positioned to
complete the work called for under this
project. JENA'’s partners on this project
include the Network of Jewish Human
Services Agencies, KAVOD, the
Conference on Material Claims Against
Germany (the Claims Conference),
USAging, the Health Foundation for
Western and Central New York,
LeadingAge, Habitat for Humanity
International, University of Buffalo
School of Social Work Institute on
Trauma & Trauma-Informed Care,
National Council on Aging, Campaign
for Trauma-Informed Policy and
Practice, and SAGE represent a broad
cross-section of the aging services
networks with equities in this area.

Establishing an entirely new grant
project at this time would be potentially
disruptive to the current work already
well under way. More importantly, the
Holocaust survivors and other older
adults currently being served by this
project could be negatively impacted by
a service disruption, thus posing the
risk of re-traumatization and further
negative impacts on health and
wellbeing. If this supplement is not
provided, the project would be less able
to address the significant unmet health
and social support needs of additional
Holocaust survivors and other older
adults with histories of trauma.

Similarly, the project would be unable
to expand its current technical
assistance and training efforts in PCTI
concepts and approaches, let alone
reach beyond traditional providers of
services to this population to train more
“mainstream” providers of aging
services. Finally, providing this
supplement to JFNA will allow for the
greater realization of Congress’ intent in
section 411(14)(A) of the Older
Americans Act, as amended, which calls
for the establishment of a national
resource center to provide training,
technical assistance and sub-grants in
this area.

Dated: June 11, 2024.
Alison Barkoff,
Principal Deputy Administrator for the
Administration for Community Living,
performing the delegable duties of the
Administrator and the Assistant Secretary for
Aging.
[FR Doc. 2024—-13143 Filed 6-13-24; 8:45 am|
BILLING CODE 4154-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—2024-N—2422]

Amending Over-the-Counter
Monograph M013: Internal Analgesic,
Antipyretic, and Antirheumatic Drug
Products for Over-the-Counter Human
Use

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability on its website of the
proposed administrative order
(proposed order) entitled “Amending
Over-the-Counter Monograph M013:
Internal Analgesic, Antipyretic, and
Antirheumatic Drug Products for Over-
the-Counter Human Use.”

DATES: Submit electronic comments on
the administrative order by July 29,
2024.

ADDRESSES: Instructions for submitting
comments are contained in the
proposed order OTC000035. Comments
must be submitted electronically on or
before July 29, 2024. Comments
submitted after this time will not be
considered.

FOR FURTHER INFORMATION CONTACT:
Helen Lee, Center for Drug Evaluation
and Research (HFD—-600), Food and
Drug Administration, 10903 New
Hampshire Ave., Silver Spring, MD
20993-0002, 301-796-0138.
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SUPPLEMENTARY INFORMATION:

I. Background

FDA is issuing the proposed
administrative order (proposed order) to
amend the requirements for internal
analgesic, antipyretic, and
antirheumatic drug products for over-
the-counter (OTC) human use (OTC
IAAA drug products), as currently
described in Over-the-Counter
Monograph M013: Internal Analgesic,
Antipyretic, and Antirheumatic Drug
Products for Over-the-Counter Human
Use (OTC Monograph M013), as set
forth in the Final Administrative Order
OTC000035. FDA is issuing the
proposed order pursuant to section
505G(b)(1) of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) (21 U.S.C.
355h(b)(1)).

OTC Monograph M013 describes the
conditions under which over-the-
counter (OTC) internal analgesic,
antipyretic, and antirheumatic drug
products (OTC IAAA drug products) are
generally recognized as safe and
effective. OTC Monograph M013 is set
forth in Final Administrative Order
OTC000035, which was deemed
established by sections 505G(b)(8) and
505G(k)(2)(B) of the FD&C Act, and was
effective upon enactment of the
Coronavirus Aid, Relief, and Economic
Security Act (Pub. L. 116-136) on
March 27, 2020. The conditions
described in OTC Monograph M013, as
set forth in final order(s), may be
amended, revoked, or otherwise
modified in accordance with the
procedures of section 505G(b) of the
FD&C Act.

The proposed order, if finalized, will
amend Final Administrative Order
000035 (as set forth in the Order), to
require addition of a warning to the
labeling of OTC IAAA drug products
containing acetaminophen. The warning
would alert consumers that the use of
acetaminophen may cause severe skin
reactions. This proposed order also
includes minor stylistic and formatting
changes to improve the readability and
presentation of OTC Monograph M013,
including removing references to
historical Federal Register documents
because OTC monographs are no longer
modified through notice and comment
rulemaking.

The proposed order can be accessed
on the OTC Monographs@fda portal at
https://dps.fda.gov/omuf. FDA
established this IT system with a web
portal that can be accessed through
FDA'’s website. OTC Monographs@FDA
provides a resource for the public to
view Administrative Orders (Proposed,
Final, and Interim Final Orders) for OTC
Monograph Drugs and view OTC

Monographs. OTC Monographs@FDA
also facilitates the ability for the public
to submit, search, and view comments
and data for Proposed and Interim Final
Administrative Orders, except if
otherwise specified. The proposed order
contains instructions for commenting on
the proposed order.

II. Paperwork Reduction Act of 1995

The proposed order is issued under
section 505G(b)(1) of the FD&C Act.
Under section 505G(0) of the FD&C Act,
the Paperwork Reduction Act of 1995
(Chapter 35 of title 44, United States
Code) does not apply to collections of
information made under section 505G of
the FD&C Act. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required for collections of
information, if any, in a final order
issued under section 505G that results
from this proposed order.

Dated: June 11, 2024.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2024-13228 Filed 6-13-24; 8:45 am]
BILLING CODE 4164-01-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; PAR-24—
129: Specific Pathogen Free Macaque
Colonies.

Date: July 10, 2024.

Time: 1:00 p.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: Latha Malaiyandi, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of

Health, 6701 Rockledge Drive, Room 812Q,
Bethesda, MD 20892, (301) 435—1999,
malaiyandilm@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; RFA-OD-
24-004: Federated Biobanking Resource for
the Down Syndrome Cohort Study Program
(DS-CDP).

Date: July 10, 2024.

Time: 1:00 p.m. to 6:00 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: Natalia Komissarova,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5207,
MSC 7846, Bethesda, MD 20892, 301—-435—
1206, komissar@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Small
Business: Kidney and Urological Sciences.

Date: July 11-12, 2024.

Time: 9:00 a.m. to 7:00 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: Ganesan Ramesh, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 2182,
MSC 7818, Bethesda, MD 20892, 301-827—
5467, ganesan.ramesh@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Clinical Care and Health
Interventions.

Date: July 11-12, 2024.

Time: 9:30 a.m. to 8:00 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: Jacinta Bronte-Tinkew,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3164,
MSC 7770, Bethesda, MD 20892, (301) 806—
0009, Jacinta.bronte-tinkew@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Small
Business: Biological Chemistry, Biophysics,
and Assay Development.

Date: July 11-12, 2024.

Time: 9:30 a.m. to 7:00 p.m.

Agenda: To review and evaluate grant
applications.

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

Contact Person: John Harold Laity, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 4028254, laityjh@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR-23—
024: DP1 Catalyst—HIV Comorbidities,
Coinfections, and Complications.
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