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previously approved FDA collections of
information. Therefore, clearance by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (PRA) (44 U.S.C. 3501—
3521) is not required for this guidance.
The previously approved collections of
information are subject to review by
OMB under the PRA. The collections of
information in “Waivers, Exceptions,
and Exemptions from the Requirements
of section 582 of the Federal Food, Drug,
and Cosmetic Act” have been approved
under OMB control number 0910-0806.

I11. Electronic Access

Persons with access to the internet
may obtain the guidance at https://
www.fda.gov/drugs/guidance-
compliance-regulatory-information/
guidances-drugs, https://www.fda.gov/
vaccines-blood-biologics/guidance-
compliance-regulatory-information-
biologics/biologics-guidances, https://
www.fda.gov/regulatory-information/
search-fda-guidance-documents, or
https://www.regulations.gov.

Dated: July 31, 2023.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2023-16645 Filed 8—3-23; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Office of the Director, National
Institutes of Health; Notice of Meeting

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of a
meeting of the Novel and Exceptional
Technology and Research Advisory
Committee.

The meeting will be held as a virtual
meeting and will be open to the public
as indicated below. Individuals who
plan to view the virtual meeting and
need special assistance or other
reasonable accommodations to view the
meeting should notify the Contact
Person listed below in advance of the
meeting. The meeting will be videocast
and can be accessed from the NIH
Videocasting and Podcasting website
(https://videocast.nih.gov/).

Name of Committee: Novel and
Exceptional Technology and Research
Advisory Committee.

Date: August 29, 2023.

Time: 2:00 p.m. to 4:30 p.m.

Agenda: The Novel and Exceptional
Technology and Research Advisory
Committee meeting will include
presentation, discussion, and possible
finalization of the Draft Report of the

Working Group on Data Science and
Emerging Technology and will include
discussion of next steps for the Committee.

Place: National Institutes of Health, 6705
Rockledge Drive, Suite 630, Bethesda, MD
20892 (Virtual Meeting Link will be available
at https://osp.od.nih.gov/policies/novel-and-
exceptional-technology-and-research-
advisory-committee-nextrac#tab4/).

Contact Person: Jessica Tucker, Ph.D.,
Office of Science Policy, National Institutes
of Health, 6705 Rockledge Drive, Suite 630,
Bethesda, MD 20892, 301-496—-9838,
SciencePolicy@od.nih.gov.

Members of the public may request to
make an oral public comment or may submit
written public comments. To sign up to make
an oral public comment, please submit your
name, affiliation, and short description of the
oral comment to the Contact Person listed on
this notice at least two business days prior
to the meeting date. Once all time slots are
filled, only written comments will be
accepted. Any interested person may file
written comments by forwarding the
statement to the Contact Person listed on this
notice at least two business days prior to the
meeting date. The statement should include
the name, address, telephone number and,
when applicable, the business or professional
affiliation of the interested person. Other
than name and contact information, please
do not include any personally identifiable
information or any information that you do
not wish to make public. Proprietary,
classified, confidential, or sensitive
information should not be included in your
comments. Please note that any comments
NIH receives may be posted unredacted to
the Office of Science Policy website.

Information is also available on the NIH
Office of Science Policy website: https://
osp.od.nih.gov/policies/novel-and-
exceptional-technology-and-research-
advisory-committee-nextrac#tab4, where an
agenda, link to the webcast meeting, and any
additional information for the meeting will
be posted when available. Materials for this
meeting will be posted prior to the meeting.
Please check this website for updates.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.14, Intramural Research
Training Award; 93.22, Clinical Research
Loan Repayment Program for Individuals
from Disadvantaged Backgrounds; 93.232,
Loan Repayment Program for Research
Generally; 93.39, Academic Research
Enhancement Award; 93.936, NIH Acquired
Immunodeficiency Syndrome Research Loan
Repayment Program; 93.187, Undergraduate
Scholarship Program for Individuals from
Disadvantaged Backgrounds, National
Institutes of Health, HHS)

Dated: August 1, 2023.
Victoria E. Townsend,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2023-16685 Filed 8—3-23; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Tribal Listening Session and Tribal
Consultation; Notice of Meeting
Change

AGENCY: Substance Abuse and Mental
Health Services Administration
(SAMHSA).

ACTION: Notice of change to tribal
consultation.

SUMMARY: Notice is given that the
August 29, 2023, virtual meeting
SAMHSA Tribal Consultation that was
published in the Federal Register on
July 11, 2023, (Document Number 2023—
14638; pages 44134—4135), will now be
a Tribal Listening Session. SAMHSA
will host American Indian and Alaska
Native (AI/AN) Federally Recognized
Tribes for a virtual Tribal listening
session on the BEHAVIORAL HEALTH
AND SUBSTANCE USE DISORDER
RESOURCES FOR NATIVE
AMERICANS PROGRAM.

DATES: The virtual SAMHSA Tribal
Listening Session will be held on
August 29, 2023, from 4:00 p.m.—6:00
p-m. EDT. Registration is required at:
https://www.zoomgov.com/meeting/
register/vjItfuitqDIvGJb-
7z8G5vUTNjXjFDxOG8U. Individuals
must register to obtain the call-in
number, access code, and/or web access
link or request special accommodations
for those with disabilities.

Instructions to access the Zoom
virtual consultation will be provided in
the above link following registration.
FOR FURTHER INFORMATION CONTACT:
CAPT Karen Hearod, MSW, LCSW,
Director, Office of Tribal Affairs and
Policy, Substance Abuse and Mental
Health Services Administration,
Telephone: (202) 868—9931, Email:
otap@samhsa.hhs.gov.

Dated: July 6, 2023.

Carlos Castillo,

Committee Management Officer.

[FR Doc. 2023-16666 Filed 8—-3—23; 8:45 am]
BILLING CODE 4162-20-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
[Docket No. USCG—2023-0247]

Certificates of Alternative Compliance
for the Eighth Coast Guard District

AGENCY: Coast Guard, DHS.
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ACTION: Notification of issuance of
certificates of alternative compliance.

SUMMARY: The Coast Guard announces
that the Eighth Coast Guard District’s
Prevention Division has issued
certificates of alternative compliance
from the International Regulations for
Preventing Collisions at Sea, 1972 (72
COLREGS), to vessels of special
construction or purpose that cannot
fully comply with the light, shape, and
sound signal provisions of 72 COLREGS
without interfering with the vessel’s
design and construction. We are issuing
this notice because its publication is
required by statute. This notification of
issuance of certificates of alternative
compliance promotes the Coast Guard’s
marine safety mission.

DATES: These Certificates of Alternative
Compliance were issued between
January 2023 and March 2023.

FOR FURTHER INFORMATION CONTACT: For
information or questions about this
notice call or email Lieutenant
Commander Jessica Flennoy, District
Eight, Prevention Division, U.S. Coast
Guard, telephone 504—-671-2156, email
Jessica.Flennoy@uscg.mil.

SUPPLEMENTARY INFORMATION: The
United States is signatory to the
International Maritime Organization’s
International Regulations for Preventing
Collisions at Sea, 1972 (72 COLREGS),
as amended. The special construction or
purpose of some vessels makes them
unable to comply with the light, shape,
or sound signal provisions of the 72
COLREGS. Under statutory law,
however, specified 72 COLREGS
provisions are not applicable to a vessel
of special construction or purpose if the
Coast Guard determines that the vessel
cannot comply fully with those

requirements without interfering with
the special function of the vessel.?

The owner, builder, operator, or agent
of a special construction or purpose
vessel may apply to the Coast Guard
District Office in which the vessel is
being built or operated for a
determination that compliance with
alternative requirements is justified,?
and the Chief of the Prevention Division
would then issue the applicant a
certificate of alternative compliance
(COAQ) if he or she determines that the
vessel cannot comply fully with 72
COLREGS light, shape, and sound signal
provisions without interference with the
vessel’s special function.3 If the Coast
Guard issues a COAG, it must publish
notice of this action in the Federal
Register.*

The Eighth Coast Guard District has
issued COAC:s to the following vessels
from January 2023 to March 2023:

Year Vessel name

Details

GENERAL ARNOLD

LEIGHTON K

This certificate authorized the placement of the vessel’'s mast light 40'-3%4” above the main deck

and 23'-3” when the mast is in the lowered position and 1'—2” aft of amidships; sidelights on the
elevated pilothouse, 10'-5%4" outboard from centerline of the vessel; Restricted in Ability to Ma-
neuver and Not Under Command Lights 1'—6” off centerline starting at 25'-5"&"” above the hull and
vertically spaced 6'—7”; the stern light placed at the centerline of the vessel on the rear portion of
the pilot house no less than nor exceeding 23'-3” as measured from the main deck; and, as a re-
sult of the Restricted in Ability to Maneuver and Not Under Command light placement, the towing
masthead lights will not be above and clear of all other lights.

This certificate authorized the placement of the vessel’s stern light on the dredge ladder end 25-0”

off centerline, and the aft anchor light on the dredge ladder A-frame 3'—4” off centerline with a 19°
obstruction from dredge boom crane.

This certificate authorized the placement of the vessel’s mast light 40'-3%4” above the main deck

and 23-3” when the mast is in the lowered position and 1'—2” aft of amidships; sidelights on the
elevated pilothouse, 10'-5%4” outboard from centerline of the vessel; Restricted in Ability to Ma-
neuver and Not Under Command Lights 1'—6” off centerline starting at 255" above the hull and
vertically spaced 6'—7”; the stern light placed at the centerline of the vessel on the rear portion of
the pilot house no less than nor exceeding 23'-3” as measured from the main deck; and, as a re-
sult of the Restricted in Ability to Maneuver and Not Under Command light placement, the towing
masthead lights will not be above and clear of all other lights.

This certificate authorized the placement of the vessel’s sidelights on the elevated pilot house 9'-5”

outboard from the centerline of the vessel; Restricted in Ability to Maneuver and Not Under Com-
mand lights 7’-5” off centerline starting 26'-974” above the hull and vertically spaced 7’; and the
stern light at the centerline of the vessel on the rear portion of the pilot house at a height no less
than nor exceeding 8-1072” as measured form the main deck.

This certificate authorized the placement of the vessel’s after masthead light on the main mast 32—

10” aft of the forward masthead light.

This certificate authorized the placement of the vessel’s mast light 40'-3%4” above the main deck

and 23'-3” when the mast is in the lowered position and 1'—2” aft of amidships; sidelights on the
elevated pilothouse, 10'-5%4" outboard from centerline of the vessel; Restricted in Ability to Ma-
neuver and Not Under Command Lights 1'—6” off centerline starting at 25'-5"&” above the hull and
vertically spaced 6'—7”; the stern light placed at the centerline of the vessel on the rear portion of
the pilot house no less than nor exceeding 23'-3” as measured from the main deck; and, as a re-
sult of the Restricted in Ability to Maneuver and Not Under Command light placement, the towing
masthead lights will not be above and clear of all other lights.

The Chief of Prevention Division, of
the Eighth Coast Guard District, U.S.
Coast Guard, certifies that the vessels
listed above are of special construction
or purpose and are unable to comply
fully with the requirements of the

133 U.S.C. 1605.
233 CFR 81.5.

provisions enumerated in the 72
COLREGS, without interfering with the
normal operation, construction, or
design of the vessels. The Chief of
Prevention Division further finds and
certifies that the listed vessels are in the

closest possible compliance with the
applicable provisions of the 72
COLREGS.?

This notice is issued under authority
of 33 U.S.C. 1605(c) and 33 CFR 81.18.

333 CFR 81.9. 533 U.S.C. 1605(a); 33 CFR 81.9.

433 U.S.C. 1605(c) and 33 CFR 81.18.


mailto:Jessica.Flennoy@uscg.mil
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Dated: July 31, 2023.
A.H. Moore, Jr.,

Captain, U.S. Coast Guard, Chief, Prevention
Division, Eighth Coast Guard District.

[FR Doc. 2023—-16664 Filed 8—3—23; 8:45 am)]
BILLING CODE 9110-04-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-7068—N-02]

60-Day Notice of Proposed Information
Collection; Federal Labor Standards
Questionnaire and Compliant Intake
Form; OMB Control No.: 2501-0018

AGENCY: Field Policy and Management,
Office of Davis Bacon and Labor
Standards, HUD.

ACTION: Notice.

SUMMARY: HUD is seeking approval from
the Office of Management and Budget
(OMB) for the information collection
described below. In accordance with the
Paperwork Reduction Act, HUD is
requesting comment from all interested
parties on the proposed collection of
information. The purpose of this notice
is to allow for 60 days of public
comment.

DATES: Comments Due Date: October 3,
2023.

ADDRESSES: Interested persons are
invited to submit comments regarding

this proposal. Written comments and
recommendations for the proposed
information collection can be submitted
within 60 days of publication of this
notice to www.reginfo.gov/public/do/
PRAMain. Find this particular
information collection by selecting
“Currently under 60-day Review—Open
for Public Comments” or by using the
search function. Interested persons are
also invited to submit comments
regarding this proposal by name and/or
OMB Control Number and can be sent
to: Anna Guido, Reports Management
Officer, REE, Department of Housing
and Urban Development, 451 7th Street
SW, Room 8210, Washington, DC
20410-5000 or email at
PaperworkReductionActOffice@
hud.gov.

FOR FURTHER INFORMATION CONTACT:
Jennifer A. Dupont, Program Analyst,
Field Policy and Management,
Department of Housing and Urban
Development, 40 Marietta Street, 10th
Floor, Atlanta, GA 30303 or the number
(678—732—2034) this is not a toll-free
number or email at Jennifer.A.Dupont@
hud.gov or a copy of the proposed forms
or other available information. HUD
welcomes and is prepared to receive
calls from individuals who are deaf or
hard of hearing, as well as individuals
with speech or communication
disabilities. To learn more about how to

make an accessible telephone call,
please visit https://www.fcc.gov/
consumers/guides/telecommunications-
relay-service-1rs.

SUPPLEMENTARY INFORMATION: This
notice informs the public that HUD is
seeking approval from OMB for the
information collection described in
Section A.

A. Overview of Information Collection

Title of Proposal: Federal Labor
Standards Questionnaire and Federal
Labor Standards Compliant Intake
Form.

OMB Control Number, if applicable:
2501-0018.

Description of the need for the
information and proposed use: The
information is used by HUD to fulfill its
obligation to enforce Federal labor
standards provisions, especially to act
upon allegations of labor standards
violations.

Agency form numbers, if applicable:
HUD FORM 4730, 4730 SP, 4731.

Estimation of the total numbers of
hours needed to prepare the information
collection including number of
respondents, frequency of response, and
hours of response: Estimated number of
annual burden hours is 500. Estimated
number of respondents is 1,000, the
frequency is on occasion, and the
burden hour per response is .50 hours.

: ; Number of Frequency of Responses Burden hour Hourly cost

Information collection respondents reqspons):e per Fa)mnum per response Annual burden per reg’ponse Annual cost
HUD—-4730 ......ccccuvneeeen
Federal Labor Stand-

ards ..ccceeeeeeeeeeeen
Questionnaire ............... 400 1 400 .50 200 $47.20 $9,440
HUD-4730SP

Cuestionario De

Estandares

Federales De Trabajo 100 1 100 .50 50 $47.20 $2,360
HUD-4731 Compliant

Intact Form ............... 500 1 500 .50 250 $47.20 $11,800

Total .oocceeeeieeeees 1,000 | cooveeeeeeeeeees 1,000 .50 500 $47.20 $23,600

B. Solicitation of Public Comment

This notice is soliciting comments
from members of the public and affected
parties concerning the collection of
information described in Section A on
the following:

(1) Whether the proposed collection
of information is necessary for the
proper performance of the functions of
the agency, including whether the
information will have practical utility;

(2) The accuracy of the agency’s
estimate of the burden of the proposed
collection of information;

(3) Ways to enhance the quality,
utility, and clarity of the information to
be collected; and

(4) Ways to minimize the burden of
the collection of information on those
who are to respond; including through
the use of appropriate automated
collection techniques or other forms of
information technology, e.g., permitting
electronic submission of responses.

HUD encourages interested parties to
submit comments in response to these
questions.

C. Authority

Section 3507 of the Paperwork
Reduction Act of 1995, 44 U.S.C. 3507.

Christopher D. Taylor,

Director, Field Policy and Management.
[FR Doc. 2023-16652 Filed 8—-3-23; 8:45 am]|
BILLING CODE P
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