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Reserve Bank and from the Board’s
Freedom of Information Office at
https://www.federalreserve.gov/foia/
request.htm. Interested persons may
express their views in writing on the
standards enumerated in the BHC Act
(12 U.S.C. 1842(c)).

Comments received are subject to
public disclosure. In general, comments
received will be made available without
change and will not be modified to
remove personal or business
information including confidential,
contact, or other identifying
information. Comments should not
include any information such as
confidential information that would not
be appropriate for public disclosure.

Comments regarding each of these
applications must be received at the
Reserve Bank indicated or the offices of
the Board of Governors, Benjamin W.
McDonough, Secretary of the Board,
20th Street and Constitution Avenue
NW, Washington, DC 20551-0001, not
later than July 6, 2026.

A. Federal Reserve Bank of Atlanta
(Erien O. Terry, Assistant Vice
President) 1000 Peachtree Street NE,
Atlanta, Georgia 30309. Comments can
also be sent electronically to
Applications.Comments@atl.frb.org:

1. Juno Bancorp, Inc., Palm Beach
Gardens, Florida; to become a bank
holding company by acquiring New
Republic Bank, Charlotte, North
Carolina.

B. Federal Reserve Bank of Chicago
(Colette A. Fried, Assistant Vice
President) 230 South LaSalle Street,
Chicago, Illinois 60690—1414.
Comments can also be sent
electronically to
Comments.applications@chi.frb.org:

1. Hometown Community Bancorp,
Inc., and Hometown Community
Bancorp, Inc. Employee Stock
Ownership Plan and Trust, both of
Morton, Illinois; to acquire First Bank of
Manhattan, Manhattan, Illinois.

2. OakNorth UK Holdings Limited,
London, United Kingdom; OakNorth
Holdings Limited, St. Helier, Jersey;
OakNorth Interim Holdings Limited,
London, United Kingdom; and
OakNorth U.S. Holdings LLC,
Wilmington, Delaware; to become bank
holding companies by acquiring
Community Unity Bank and OakNorth
Interim Bank, National Association,
both of Birmingham, Michigan.

Board of Governors of the Federal Reserve
System.

Michele Taylor Fennell,

Associate Secretary of the Board.

[FR Doc. 2026—11354 Filed 6—4—26; 8:45 am]
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DEPARTMENT OF HEALTH AND
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Food and Drug Administration
[Docket No. FDA-2014-D-0967]

Intent To Exempt Certain Unclassified
Medical Devices From Premarket
Notification Requirements; Guidance
for Industry and Food and Drug
Administration Staff; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of the guidance “Intent to
Exempt Certain Unclassified Medical
Devices from Premarket Notification
Requirements.” This guidance describes
FDA'’s intent to exempt certain
unclassified medical devices from
premarket notification requirements. At
this time, and based on the information
currently available to the Agency, FDA
believes the devices identified in this
guidance meet the standards for
exemption from premarket notification.
This guidance has been implemented
without prior comment, but it remains
subject to comment in accordance with
the Agency’s good guidance practices.
DATES: The announcement of the
guidance is published in the Federal
Register on June 5, 2026.

ADDRESSES: You may submit either
electronic or written comments on
Agency guidances at any time as
follows:

Electronic Submissions

Submit electronic comments in the
following way:

o Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

o If you want to submit a comment
with confidential information that you
do not wish to be made available to the

public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions’ and ‘“Instructions’).

Written/Paper Submissions

Submit written/paper submissions as

ollows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2014-D-0967 for “Intent to Exempt
Certain Unclassified Medical Devices
from Premarket Notification
Requirements.” Received comments
will be placed in the docket and, except
for those submitted as “Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday, 240-402-7500.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “‘confidential”” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://
www.govinfo.gov/content/pkg/FR-2015-
09-18/pdf/2015-23389.pdf.
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Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852, 240-402-7500.

You may submit comments on any
guidance at any time (see 21 CFR
10.115(g)(5)).

An electronic copy of the guidance

document is available for download
from the internet. See the
SUPPLEMENTARY INFORMATION section for
information on electronic access to the
guidance. Submit written requests for a
single hard copy of the draft guidance
document titled “Intent to Exempt
Certain Unclassified Medical Devices
from Premarket Notification
Requirements” to the Office of Policy,
Center for Devices and Radiological
Health, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 66,
Rm. 5441, Silver Spring, MD 20993—
0002. Send one self-addressed adhesive
label to assist that office in processing
your request.
FOR FURTHER INFORMATION CONTACT:
Erica Takai, Center for Devices and
Radiological Health, Food and Drug
Administration, 301-796—6353.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a guidance titled “Intent to Exempt
Certain Unclassified Medical Devices
from Premarket Notification
Requirements.”

In the commitment letter (section I.G
of the Performance Goals and
Procedures) that was drafted as part of
the reauthorization process for the
Medical Device User Fee Amendments
of 2012, part of the Food and Drug
Administration Safety and Innovation
Act (Pub. L. 112-144), FDA committed
to proposing low-risk medical devices to
exempt from premarket notification
(510(k)) requirements. This guidance

describes FDA'’s intent to exempt certain
unclassified medical devices (that FDA
intends to propose classifying into class
I or II) from premarket notification
requirements. At this time, FDA
believes the devices being added to this
guidance meet the standards for
exemption from premarket notification
requirements. Until such exemption
occurs, or until FDA becomes aware of
new information affecting its current
understanding, FDA does not intend to
enforce compliance with 510(k)
requirements for these devices. Due to
this enforcement policy, FDA does not
expect manufacturers to submit 510(k)s
for these devices during this time
period.

This updated guidance supersedes the
June 2019 guidance of the same title,
“Intent to Exempt Certain Unclassified
Medical Devices from Premarket
Notification Requirements.” The
updated guidance includes five
additional product codes that have been
independently considered by panels
and were recommended as appropriate
for classification into class I or class II
FDA'’s current assessment is that these
device types meet the standards for
exemption from premarket notification.
The five product codes included in the
update to the guidance are: LDK-Device,
sensing, optical contour; MVV-Device,
acupressure; MQZ-Prosthesis, nail; MIG-
StriE, test isoniazid; and LXQ-Cup, eye.

This guidance is being implemented
without prior public comment because
the Agency has determined that prior
public participation is not feasible or
appropriate (see section 701(h)(1)(C) of
the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 371(h)(1)(C)) and 21 CFR
10.115(g)(2)). FDA has determined that
this guidance presents a less
burdensome policy that is consistent
with public health. Although this
guidance is being implemented
immediately without prior comment, it
remains subject to comment in
accordance with the Agency’s good
guidance practices(21
CFR10.115(g)(3)({)(D)). FDA will
consider all comments received and
revise the guidance as appropriate.

The guidance represents the current
thinking of FDA on the intent to exempt
certain unclassified medical devices
from premarket notification
requirements. It does not establish any
rights for any person and is not binding
on FDA or the public. You can use an
alternative approach if it satisfies the
requirements of the applicable statutes
and regulations.

1II. Electronic Access

Persons interested in obtaining a copy
of the guidance may do so by
downloading an electronic copy from
the internet. A search capability for all
Center for Devices and Radiological
Health guidance documents is available
at https://www.fda.gov/medical-devices/
device-advice-comprehensive-
regulatory-assistance/guidance-
documents-medical-devices-and-
radiation-emitting-products. This
guidance document is also available at
https://www.regulations.gov, and
https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents, or hitps://www.fda.gov/
vaccines-blood-biologics/guidance-
compliance-regulatory-information-
biologics. Persons unable to download
an electronic copy of “Intent to Exempt
Certain Unclassified Medical Devices
from Premarket Notification
Requirements” may send an email
request to CDRH-Guidance@fda.hhs.gov
to receive an electronic copy of the
document. Please use the document
number GUI01300046 and complete
title to identify the guidance you are
requesting.

III. Paperwork Reduction Act of 1995

While this guidance contains no new
collection of information, it does refer to
previously approved FDA collections of
information. The previously approved
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3501-3521). The collections of
information in the following table have
been approved by OMB:

21 CFR part; guidance; or FDA form

Topic

OMB control No.

807, subpart E

Premarket notification

0910-"0120
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Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026-11303 Filed 6—4—26; 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;
Fellowships: Cell Biology, Developmental
Biology, and Bioengineering.

Date: July 8-9, 2026.

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

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Khalida Shamim, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 480-5013, khalida.shamim@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; RFA Panel:
NHLBI Outstanding Investigator Award,
Cardiovascular Biology and Disease.

Date: July 8-9, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Vladimir Bogdanov, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Dr., Room 801G,
Bethesda, MD 20892, (301) 594-6602,
bogdanovv2@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Social, Behavioral and Mental
Health and Addiction Research.

Date: July 8, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Ananya Paria, DHSC,
MPH, MS Scientific Review Officer, Center
for Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 1003F,
Bethesda, MD 20892, (301) 827-6513,
pariaa@mail.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Cancer
Management and Treatment.

Date: July 9, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.
Contact Person: Sonia Elena Nanescu,
Ph.D., Scientific Review Officer, Center for

Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 496—8693, sonia.nanescu@
nih.gov.

Name of Committee: Population Sciences
and Epidemiology Integrated Review Group;
Cardiovascular and Respiratory Diseases
Study Section.

Date: July 9, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Raquel L. Velazquez-
Kronen, Ph.D., Scientific Review Officer,
Center for Scientific Review, National
Institutes of Health, 6701 Rockledge Dr.,
Bethesda, MD 20892, (301) 594—-0447,
velazquezrl@csr.nih.gov.

Name of Committee: Infectious Diseases
and Immunology B Integrated Review Group;
HIV Gomorbidities and Clinical Studies
Study Section.

Date: July 9-10, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Shannon J. Sherman,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, 301-594—-0715, shannon.sherman@
nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR Panel:
Maximizing Investigators’ Research Award
(R35) F.

Date: July 9-10, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Karin Garabed Jegalian,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Dr., Room 712R,
Bethesda, MD 20892, (301) 867-5309,
jegaliak@csr.nih.gov.

Name of Committee: Social and
Community Influences on Health Integrated
Review Group; Population and Public Health
Approaches to HIV/AIDS Study Section.

Date: July 9-10, 2026.

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

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Aubrey S. Madkour, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 1000C,
Bethesda, MD 20892, (301) 594-6891,
madkouras@csr.nih.gov.

Name of Committee: Cardiovascular and
Respiratory Sciences Integrated Review
Group; Therapeutic Development and
Preclinical Studies Study Section.

Date: July 9, 2026.

Time: 9:00 a.m. to 6:30 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Imoh Sunday Okon, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20817, (301) 347-8881, imoh.okon@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR Panel:
Maximizing Investigators’ Research Award
(R35).

Date: July 9-10, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Megan Lynne Goodall,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 594-8334, megan.goodall@
nih.gov.

Name of Committee: Infectious Diseases
and Immunology B Integrated Review Group;
HIV Immunopathogenesis and Vaccine
Development Study Section.

Date: July 9, 2026.

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

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.
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