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noise sensitive areas; and increases in
minimum altitudes and landing
minima. As such, this action is not
expected to result in any potentially
significant environmental impacts. In
accordance with FAA Order 1050.1F,
paragraph 5-2 regarding Extraordinary
Circumstances, the FAA has reviewed
this action for factors and circumstances
in which a normally categorically
excluded action may have a significant
environmental impact requiring further
analysis. Accordingly, the FAA has
determined that no extraordinary
circumstances exist that warrant
preparation of an environmental
assessment or environmental impact
study.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

T-378 BRION, AK to Fort Yukon, AK (FYU) [New]

BRION, AK
ZUSPA, AK
DUTKE, AK

Fort Yukon, AK (FYU)

* * * * *

Issued in Washington, DC, on October 26,
2022.

Scott M. Rosenbloom,

Manager, Airspace Rules and Regulations.
[FR Doc. 2022—-23725 Filed 10-31-22; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2021-1152; Airspace
Docket No. 19-AAL-72]

RIN 2120-AA66
Amendment of United States Area

Navigation (RNAV) Route T-269;
Yakutat, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This action corrects a final
rule published by the FAA in the
Federal Register on October 24, 2022,
that amends United States Area
Navigation (RNAV) route T-269 in the
vicinity of Yakutat, AK, in support of a
large and comprehensive T-route
modernization project for the state of
Alaska. The final rule identified the

Authority: 49 U.S.C. 106(f), 106(g); 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order JO 7400.11G,
Airspace Designations and Reporting
Points, dated August 19, 2022, and
effective September 15, 2022, is
amended as follows:

Paragraph 6011 United States Area
Navigation Routes
* * * * *

FIX (Lat. 66°09'38.95” N, long. 150°12°25.77” W)
WP (Lat. 66°18°20.43” N, long. 147°51'04.14” W)
WP (Lat. 66°25’02.96” N, long. 146°57'36.10” W)
VORTAC (Lat. 66°34’27.31” N, long. 145°16'35.97” W)

KATAT, AK, route point as a waypoint
(WP), in error. This action makes an
editorial correction to the reference of
the KATAT, AK, WP to change it to be
reflected as a Fix and match the FAA’s
aeronautical database information.

DATES: Effective date 0901 UTC,
December 29, 2022. The Director of the
Federal Register approves this
incorporation by reference action under
1 CFR part 51, subject to the annual
revision of FAA Order 7400.11 and
publication of conforming amendments.

ADDRESSES: FAA Order 7400.11G,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at www.faa.gov/air_
traffic/publications/. For further
information, you can contact the Rules
and Regulations Group, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.
FOR FURTHER INFORMATION CONTACT:
Colby Abbott, Rules and Regulations
Group, Office of Policy, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.

SUPPLEMENTARY INFORMATION:

History

The FAA published a final rule in the
Federal Register (87 FR 64159; October

T-269 Annette Island, AK (ANN) to MKLUK, AK [Amended]

Annette Island, AK (ANN)

Biorka Island, AK (BKA)
Yakutat, AK (YAK)
MALAS, AK

OXIDS, AK

FOGNU, AK

HORGI, AK

ZIXIM, AK

VOR/DME (Lat. 55°03’37.47” N, long.
VORTAC (Lat. 56°51’33.87” N, long.
VOR/DME (Lat. 59°30°38.99” N, long.
WP (Lat. 59°39'58.52” N, long.
WP (Lat. 59°41’51.68” N, long.
WP (Lat. 59°53’31.88” N, long.
WP (Lat. 60°00'04.68” N, long.
WP (Lat. 60°03'48.75” N, long.

24, 2022), amending T—269 in support
of a large and comprehensive T-route
modernization project for the state of
Alaska. Subsequent to publication, the
FAA determined that the KATAT, AK,
route point was inadvertently identified
as a WP, in error. This rule corrects that
error by changing the reference of the
KATAT, AK, WP to the KATAT, AK,
Fix. This is an editorial change only to
match the FAA’s aeronautical database
information and does not alter the
alignment of the affected T—269 route.

United States Area Navigation Routes
are published in paragraph 6011 of FAA
Order JO 7400.11G, dated August 19,
2022, and effective September 15, 2022,
which is incorporated by reference in 14
CFR 71.1. The RNAV T-route listed in
this document will be published
subsequently in FAA Order JO 7400.11.

Correction to Final Rule

Accordingly, pursuant to the
authority delegated to me, reference to
the KATAT, AK, WP that is reflected in
Docket No. FAA-2021-1152, as
published in the Federal Register of
October 24, 2022 (87 FR 64159), FR Doc.
2022-22496, is corrected as follows:

m 1. On page 64160, correct the table for
T—-269 Annette Island, AK (ANN) to
MKLUK, AK [Amended] to read:

131°34’42.24” W)
135°33'04.72” W)
139°3853.26” W)
140°34’57.61” W)
141°03'17.73” W)
141°49'02.83” W)
142°3523.34” W)
143°1327.77” W)


http://www.faa.gov/air_traffic/publications/
http://www.faa.gov/air_traffic/publications/
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JOVOM, AK
OXUGE, AK
KATAT, AK

Johnstone Point, AK (JOH)

Anchorage, AK (TED)
MKLUK, AK

* * * * *

Issued in Washington, DC, on October 25,
2022.

Scott M. Rosenbloom,

Manager, Airspace Rules and Regulations.
[FR Doc. 2022-23536 Filed 10~31-22; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 1271
[Docket No. FDA-2022-D-0563]

Regulation of Human Cells, Tissues,
and Cellular and Tissue-Based
Products: Small Entity Compliance
Guide; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notification of availability.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
announcing the availability of a final
guidance entitled “Regulation of Human
Cells, Tissues, and Cellular and Tissue-
Based Products (HCT/Ps): Small Entity
Compliance Guide.” The small entity
compliance guide (SECG) is intended to
help small entity establishments that
manufacture HCT/Ps better understand
the comprehensive regulatory
framework for HCT/Ps set forth in the
regulations and comply with certain
HCT/P-related final rules. The SECG
announced in this notice supersedes the
SECG of the same title dated August
2007.

DATES: The announcement of the
guidance is published in the Federal
Register on November 1, 2022.
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:

e 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

WP (Lat. 60°07°40.55” N, long.
WP (Lat. 60°06"15.81” N, long.
FIX (Lat. 60°15°29.17” N, long.
VOR/DME (Lat. 60°28’51.43” N, long.
VOR/DME (Lat. 61°10’04.32” N, long.
WP (Lat. 60°26'40.04” N, long.

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
follows:

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.

o 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—
2022-D-0563 for “Regulation of Human
Cells, Tissues, and Cellular and Tissue-
Based Products (HCT/Ps): Small Entity
Compliance Guide.” 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

143°42'56.99” W)
144°1328.54” W)
144°42"18.77” W)
146°35'57.61” W)
149°5736.51” W)
165°55"17.28” W)

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.

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)).

Submit written requests for single
copies of the SECG to the Office of
Communication, Outreach and
Development, Center for Biologics
Evaluation and Research (CBER), Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 3128,
Silver Spring, MD 20993-0002. Send
one self-addressed adhesive label to
assist that office in processing your
requests. The guidance may also be
obtained by mail by calling CBER at 1—
800-835—4709 or 240—402—-8010. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the SECG.

FOR FURTHER INFORMATION CONTACT:
Myrna Hanna, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 7301,
Silver Spring, MD 20993-0002, 240—
402-7911.

SUPPLEMENTARY INFORMATION:


https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
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