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DEPARTMENT OF HOMELAND
SECURITY

U.S. Customs and Border Protection
DEPARTMENT OF THE TREASURY

19 CFR Part 12
[CBP Dec. 21-06]
RIN 1515-AE62

Imposition of Import Restrictions on
Categories of Archaeological Material
of Costa Rica

AGENCY: U.S. Customs and Border
Protection, Department of Homeland
Security; Department of the Treasury.

ACTION: Final rule.

SUMMARY: This final rule amends the
U.S. Customs and Border Protection
(CBP) regulations to reflect the
imposition of import restrictions on
certain archaeological material from the
Republic of Costa Rica (Costa Rica).
These restrictions are being imposed
pursuant to an agreement between the
United States and Costa Rica that has
been entered into under the authority of
the Convention on Cultural Property
Implementation Act. The final rule
amends the CBP regulations by adding
Costa Rica to the list of countries which
have a bilateral agreement with the
United States that imposes cultural
property import restrictions. The final
rule also contains the Designated List
that describes the types of
archaeological material to which the
import restrictions apply.

DATES: Effective on March 31, 2021.

FOR FURTHER INFORMATION CONTACT: For
legal aspects, Lisa L. Burley, Chief,
Cargo Security, Carriers and Restricted
Merchandise Branch, Regulations and
Rulings, Office of Trade, (202) 325—
0300, ot-otrrculturalproperty@
cbp.dhs.gov. For operational aspects,
Pinky Khan, Branch Chief, Commercial
Targeting and Analysis Center, Trade

Policy and Programs, Office of Trade,
(202) 427-2018, CTAC@cbp.dhs.gov.

SUPPLEMENTARY INFORMATION:
Background

The Convention on Cultural Property
Implementation Act, Public Law 97—
446, 19 U.S.C. 2601 et seq. (hereinafter,
““the Cultural Property Implementation
Act”), implements the 1970 United
Nations Educational, Scientific and
Cultural Organization (UNESCO)
Convention on the Means of Prohibiting
and Preventing the Illicit Import, Export
and Transfer of Ownership of Cultural
Property (hereinafter, ‘‘the Convention”
(823 U.N.T.S. 231 (1972)). Pursuant to
the Cultural Property Implementation
Act, the United States entered into a
bilateral agreement with Costa Rica to
impose import restrictions on certain
archaeological material from Costa Rica.
This rule announces that the United
States is now imposing import
restrictions on certain archaeological
material from Costa Rica.

Determinations

Under 19 U.S.C. 2602(a)(1), the
United States must make certain
determinations before entering into an
agreement to impose import restrictions
under 19 U.S.C. 2602(a)(2). On
September 3, 2020, the Assistant
Secretary for Educational and Cultural
Affairs, United States Department of
State, after consultation with and
recommendation by the Cultural
Property Advisory Committee, made the
determinations required under the
statute with respect to certain
archaeological material originating in
Costa Rica that is described in the
Designated List set forth below in this
document.

These determinations include the
following: (1) That the cultural
patrimony of Costa Rica is in jeopardy
from the pillage of archaeological
material representing Costa Rica’s
cultural heritage dating from
approximately 12,000 B.C. to A.D. 1550
(19 U.S.C. 2601(a)(1)(A)); (2) that the
Costa Rican government has taken
measures consistent with the
Convention to protect its cultural
patrimony (19 U.S.C. 2602(a)(1)(B)); (3)
that import restrictions imposed by the
United States would be of substantial
benefit in deterring a serious situation of
pillage and remedies less drastic are not
available (19 U.S.C. 2602(a)(1)(C)); and

(4) that the application of import
restrictions as set forth in this final rule
is consistent with the general interests
of the international community in the
interchange of cultural property among
nations for scientific, cultural, and
educational purposes (19 U.S.C.
2602(a)(1)(D)). The Assistant Secretary
also found that the material described in
the determinations meets the statutory
definition of “archaeological or
ethnological material of the State Party”
(19 U.S.C. 2601(2)).

The Agreement

On January 15, 2021, the United
States and Costa Rica signed a bilateral
agreement, “‘Memorandum of
Understanding between the Government
of the United States of America and the
Government of the Republic of Costa
Rica Concerning the Imposition of
Import Restrictions on Categories of
Archaeological Material of Costa Rica”
(“the Agreement”), pursuant to the
provisions of 19 U.S.C. 2602(a)(2). The
Agreement entered into force upon
signature, and enables the promulgation
of import restrictions on categories of
archaeological material representing
Costa Rica’s cultural heritage ranging in
date from approximately 12,000 B.C. to
A.D. 1550. A list of the categories of
archaeological material subject to the
import restrictions is set forth later in
this document.

Restrictions and Amendment to the
Regulations

In accordance with the Agreement,
importation of material designated
below is subject to the restrictions of 19
U.S.C. 2606 and § 12.104g(a) of title 19
of the Code of Federal Regulations (19
CFR 12.104g(a)) and will be restricted
from entry into the United States unless
the conditions set forth in 19 U.S.C.
2606 and § 12.104c of the CBP
Regulations (19 CFR 12.104c) are met.
CBP is amending § 12.104g(a) of the
CBP Regulations (19 CFR 12.104g(a)) to
indicate that these import restrictions
have been imposed.

Import restrictions listed at 19 CFR
12.104g(a) are effective for no more than
five years beginning on the date on
which the Agreement enters into force
with respect to the United States. This
period may be extended for additional
periods of not more than five years if it
is determined that the factors which
justified the Agreement still pertain and
no cause for suspension of the
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Agreement exists. The import
restrictions will expire on January 15,
2026, unless extended.

Designated List of Archaeological
Material of Costa Rica

The Agreement between the United
States and Costa Rica includes, but is
not limited to, the categories of objects
described in the Designated List set
forth below. Importation of material on
this list is restricted unless the material
is accompanied by documentation
certifying that the material left Costa
Rica legally and not in violation of the
export laws of Costa Rica.

The Designated List includes
archaeological materials in jade, gold
and other metal, ceramics, stone, bone,
resin, and shell ranging in date from
approximately 12,000 B.C. to A.D. 1550.

Categories of Archaeological Material

1. Jade

1II. Gold and Other Metal
III. Ceramic

IV. Stone

V. Bone, Resin, and Shell

Archaeological Material

Approximate chronology of well-
known archaeological sites, traditions,
and cultures: Archaeological material
covered by the Agreement is associated
with indigenous groups living in Costa
Rica. The three main archaeological
zones of Costa Rica are: Guanacaste
(also referred to as Greater Nicoya),
Central Highlands-Atlantic (or
Caribbean) Watershed, and the Southern
Zone (also referred to as Greater
Chiriqui or Diquis). The following
standardized periodization for lower
Central America? is commonly used in
the archaeology of Costa Rica:

(a) Period I (?—8000 B.C.)

(b) Period II (8000—4000 B.C.)

(c) Period III (4000-1000 B.C.)

(d) Period IV (1000 B.C.—A.D. 500)

(e) Period V (A.D. 500-1000)

(f) Period VI (A.D. 1000-1550)

(g) European contact and Colonial
period (A.D. 1500-1821) 2

L Jade

Archaeological jade objects may be
made from several types of stone such
as jadeite, jadeitite, serpentine,
omphacite, agate, chalcedony, jasper,
slate, opal, and quartz. These stones are
various shades of green, as well as
white, beige, brown, and black. Most
jade objects were used for personal

1Lange, Frederick W., and Doris Stone. 1984. The
Archaeology of Lower Central America.
Albuquerque: University of New Mexico Press.

2Import restrictions concerning European contact
period archaeological material apply only to those
objects dating to A.D. 1550 and earlier.

adornment. Examples of archaeological
jade objects covered in the bilateral
agreement include, but are not limited
to, the following objects:

A. Pendants—Celtiform pendants
(sometimes called Axe-gods) may have
human, avian, or composite human and
avian figures carved on the upper
portion and perforations for suspension.
Some feature bats, and rare examples
have Olmecoid faces and features.
Celtiform pendants can be made from
whole-, half-, and even sixth-celt blanks.
Figure pendants may be carved into the
shape of “‘beak-birds,” “curly-tailed
animals,” humans, frogs, monkeys,
crocodiles, saurians, or bats. Some
human pendants wear masks or
headdresses. Staff-bearer pendants
depict a human wearing a mask or
headdress carrying a vertical staff
topped with a zoomorphic effigy.
Horizontal zoomorphic pendants may
be double-ended, and horizontal bat
pendants often emphasize wings that
terminate in crocodile heads. Some
pendants, imported to Costa Rica in
antiquity, have incised Epi-Olmec or
Maya carvings and hieroglyphic
inscriptions.

B. Beads—Most jade beads are tubular
in shape and vary in size. Large tubular
beads may be up to approximately 50
cm long and have low-relief geometric
or zoomorphic carving. Disc-shaped
beads are also common.

C. Ear ornaments—Spool-shaped ear
flares may have openwork decoration in
the center.

D. Vessels—Miniature jade jars, often
measuring about 6 cm tall, may be
round with little decoration or have two
zoomorphic or anthropomorphic heads
on opposite sides. They often have
perforations for strings to keep lids in
place.

E. Mace heads—Jade mace heads,
which may be carved into avian, bat,
feline, or anthropomorphic effigies,
have large holes drilled in the center for
mounting on staffs.

II. Gold and Other Metal

Most archaeological metal objects
from Costa Rica are personal ornaments
made from gold or a gold-copper alloy
known as tumbaga or guanin. Objects
were produced by lost-wax casting or
cold hammering and annealing.
Examples of archaeological gold and
other metal objects covered in the
bilateral agreement include, but are not
limited to, the following objects:

A. Zoomorphic pendants—
Zoomorphic pendants most commonly
depict avians, crocodilians, saurians,
and snakes. Bats, butterflies, spiders,
frogs, felines, turtles, lobsters, crabs,
fish, armadillos, and deer are also

represented. Many pendants combine
features of more than one creature. Dual
figures depict a single body with two
heads and two tails. Some zoomorphic
pendants hold human bodies or limbs in
the mouth.

B. Anthropomorphic pendants—
Elaborate human figures may be
depicted wearing zoomorphic masks or
display a mix of human and animal or
supernatural traits. Some human figures
play musical instruments such as flutes
or drums, are surrounded by attendant
figures, have square or round frames, or
have dangling pendants.

C. Bells—Bells may be undecorated or
decorated with zoomorphic figures such
as monkeys or spiders. Complete bells
may have loose ceramic or stone
clappers.

D. Hammered ornaments—Hammered
gold discs, chest plates, cuffs, diadems,
ear spools, and beads may have
embossed geometric, anthropomorphic,
or zoomorphic motifs.

E. Tools—Needles, fish hooks,
tweezers, and punches may be made of
metal.

III. Ceramic

Archaeological ceramics in Costa Rica
are low-fired terracotta, typically coil-
and slab-built, but sometimes produced
using molds. Hollow mammiform,
rattle, figural, and slab tripod vessel
supports are common. Decorations can
be monochrome, bichrome, trichrome,
or polychrome made with slip, paint,
negative (or resist) paint, burnishing,
and polishing. The most common colors
are brown, black, and red, but can
include white, orange, and purple.
Decorations, in addition to slips and
paints, include impressions, incisions,
engraving, appliqué, and modeling.
Most designs are geometric, linear, and/
or divided into zones. Common
zoomorphic designs include felines,
birds, crocodilians, saurians, marine
animals, deer, monkeys, tapirs, and
peccaries. Humans may be depicted
wearing zoomorphic masks or as
composite figures with combined
anthropomorphic and zoomorphic
features. Some female figures hold
infants. Other figures may be dressed in
ostentatious clothing and/or show
decapitated heads.

Archaeological cultures in the three
cultural zones of Costa Rica produced
distinctly different styles, especially
after about A.D. 500. For example, well-
known ceramics from the Guanacaste
zone have white- and salmon-colored
slip with polychrome decoration, which
may include distinctive blue-gray or
orange paints. Well-known ceramics
from the Central and Atlantic (or
Caribbean) Watershed zone are
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monochrome or bichrome with incised
and molded decorations. The best-
known ceramics from the Southern
Zone are polychrome vessels with white
slips decorated with geometric painting
in black and red and fine-walled beige
or natural-colored ‘‘biscuit” ware with
small molded decorations.

Examples of archaeological ceramic
objects covered in the bilateral
agreement include, but are not limited
to, the following objects:

A. Vessels—Ceramic vessels include
plates, bowls, jars, effigy vessels, and
incense burners. Plates have flat or
slightly convex bases, sometimes with
tripod supports. Bowls sometimes have
tripod supports or annular supports.
Bowls may have decorated exteriors,
interiors, and rims with modeled
decoration. Some bowls have
anthropomorphic or zoomorphic forms.
Jars, often called ollas, are globular
vessels with short necks that may have
tripod or annular supports. Some jars
are shoe-shaped or gourd-shaped,
neckless vessels called tecomates. Jars
may be decorated on the exterior with
zoned paint, modeled decoration, or
linear paint depicting geometric designs
or have human faces on the neck or
body. Effigy vessels are containers
sculpted in human or animal forms,
sometimes with bridge-and-spout forms.
Incense burners, or incensarios, may
have hemispherical bases and a
ventilated lid decorated with a modeled
crocodilian or saurian effigy. Skillet-like
incense burners may have zoomorphic
handles.

B. Pot stands, stools, and griddles—
Pot stands are flared, cylindrical objects
that may have bases made from rings of
human figures and/or modeled birds.
Thick buff-colored pottery stools have
bases with modeled zoomorphic or
anthropomorphic figures. Griddles,
known as budares, have flat surfaces for
cooking.

C. Figurines—Anthropomorphic
figurines include both solid and hollow
forms, the latter of which can include
rattles. Common forms include figures
with flattened headdresses sometimes
seated on benches, female figurines
holding infants, and hunchbacks.

D. Musical instruments—Musical
instruments include maracas, rattles,
ring-rattles, ocarinas, whistles, flutes,
and drums. Ocarinas can be in the shape
of humans, birds, turtles, and other
animals.

E. Stamps—Stamps may be roller
stamps or have one flat surface with a
design for stamping or sealing. Surfaces
typically have deep, geometric
decorations that would transfer with
pigment to cloth or skin.

F. Inhalers and pipes—Inhalers and
pipes may be single-tubed pipes or
double-tubed nasal snuffers.

G. Beads—Beads typically are small,
round, perforated objects intended to be
strung on cords.

1V. Stone

Early chipped-stone tools mark the
appearance of the first people to inhabit
the region and continued to be used
throughout history. Highly skilled
stoneworkers created elaborately carved
stone sculpture from basalt and
andesite, volcanic stones common in
Costa Rica. The most common material
is grey vesicular andesite, distinguished
by its rough surface. Examples of
archaeological stone objects covered in
the bilateral agreement include, but are
not limited to, the following objects:

A. Metates (grinding tables)—Both
simple and elaborately carved flying-
panel metates and special-purpose lithic
platforms are typically made from
porous basalt. Forms may be
rectangular, oval, or circular. Tripod
metates with curved rimless plates may
have elaborately carved low-relief
decoration on the underside of the plate
featuring abstract designs, deities, and
animals; elaborately carved legs; and/or
zoomorphic heads extending from the
plate, especially felines, jaguars,
monkeys, crocodiles, saurians, avians,
and canines. Metates with flat plates
and raised rims may have decorated
rims and have three cylindrical supports
connected by “flying panels” with
open-carving depicting multiple human
and/or animal figures, decapitated
human heads, and an anthropomorphic
central figure wearing a saurian or avian
mask. Tetrapod metates may have a
border of stylized human heads and
supports that may be in the form of
human figures or human heads. Feline-
effigy metates typically have a head
extending from one end of the plate, a
tail from the opposite end, and four
supports representing legs that may be
connected by open-carving depicting
monkeys or other animals. Circular
pedestal tables may have a single base
with vertical slots and small feline
figures or heads pendant from the table
surface. Plain, rimless metates typically
have tripod supports.

B. Manos (handstones) and pestles—
A mano or pestle can be a round, loaf-
shaped, or cylindrical hand-held stone
used with a metate or mortar to
pulverize grains, tubers, spices, and
medicinal plants. Manos and pestles
may have low-relief, zoomorphic or
geometric carving at one or both ends.
Flared-head manos may have a finely
abraded working surface. Stirrup-
shaped manos may have carved

anthropomorphic forms incorporated
into the upper part. More delicate
manos may have a thin, flat grinding
surface with a zoomorphic figure
serving as a handle.

C. Biconical effigy seats—Hourglass-
shaped seats may be decorated with
modeling and relief carving depicting an
abstract crocodilian or saurian head and
geometric designs.

D. Bowls or receptacles—Stone bowls
may be supported by anthropomorphic
or zoomorphic figures. Reclining figures
with a shallow bowl in the belly,
sometimes called chacmools, can
combine feline, raptorial, and snake
features.

E. Figural sculpture—Free-standing
sculpture depicts a variety of figures in
various sizes. Anthropomorphic figures
typically about 30 cm tall wear
crocodilian masks, tubular bead
pendants, and multi-tiered headdresses.
Stylized anthropomorphic peg-base
figures, typically about 25-35 cm tall,
often have a bifurcated tongue, hair
ending in snakes, and N-shaped feline
incisors. Some carry trophy heads.
Large, realistic anthropomorphic
figures, typically ranging in size from 50
cm to 1 m, may be female figures
holding the breasts with brief girdles
and plastered-down coiffures; bound,
naked male prisoners; or males
displaying an axe and trophy head.
Small female and male figurines,
typically about 12 cm tall, may grasp
cylindrical shaped objects in each hand.
Seated human figures, known as sukias,
typically measure about 25 cm tall and
rest their elbows on their knees while
holding a tube to their mouths.
Independent human heads, known as
trophy heads, may measure about 15 cm
tall and have varied facial features and
hair or hat motifs. Independent feline
heads may be decorated in low relief.
Rounded zoomorphic effigy figures of
varied size usually depict felines,
though other animals like armadillos are
also known.

F. Figure-decorated mortuary slabs—
Thin, decorated slabs that probably
stood vertically as grave markers may
have a row of figures in low relief along
each side and openwork figures at the
top.

%. Petroglyphs—Petroglyphs typically
display carved motifs on one rock face
or on multiple sides of a stone. Most
motifs are abstract geometric motifs,
often with spirals or rounded designs.
Some petroglyphs include zoomorphic
engravings such as crocodilians,
saurians, human faces, and human
figures.

H. Mace heads—Stone mace heads
may be spherical or carved in the shape
of human heads, human skulls, owls,
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bats, avians, canines, felines, or
saurians.

1. Stone spheres—Stone spheres are
typically made of gabbro or granodiorite
but can also be made from limestone.
Stone spheres range from less than 10
cm up to about 2.6 m in diameter.

J. Polished stone tools—Polished
stone tools may include celts, chisels,
and hoes, typically ranging in size from
3 to 20 cm. Figure-decorated celts may
be made from various jades (discussed
above) and volcanic stone. Bark beaters
are oval plaques scored with deep
incisions on one face.

K. Chipped-stone tools—Chipped-
stone tools may include projectile
points, waisted axes, and other tools for
scraping, cutting, or perforating. Early,
extremely rare Paleoindian and Archaic
projectile points include Clovis and
Fluted Fishtail points.

V. Bone, Resin, and Shell

Examples of archaeological bone,
resin, and shell objects covered in the
bilateral agreement include, but are not
limited to, the following objects.

A. Personal ornaments—Pendants, ear
spools, and beads typically are made
from shell or bone.

B. Figurines—Figurines made from
resin may have gold sheathing.

C. Tools—Tools may include bone
points and awls, burnishers, needles,

References

National Museum of Costa Rica,
Archaeological Collections: https://
www.museocostarica.go.cr/nuestro-
trabajo/colecciones/arqueologia/

Inapplicability of Notice and Delayed
Effective Date

This amendment involves a foreign
affairs function of the United States and
is, therefore, being made without notice
or public procedure (5 U.S.C. 553(a)(1)).
For the same reason, a delayed effective
date is not required under 5 U.S.C.
553(d)(3).

Regulatory Flexibility Act

Because no notice of proposed
rulemaking is required, the provisions
of the Regulatory Flexibility Act (5
U.S.C. 601 et seq.) do not apply.

Executive Order 12866

CBP has determined that this
document is not a regulation or rule
subject to the provisions of Executive
Order 12866 because it pertains to a
foreign affairs function of the United
States, as described above, and therefore
is specifically exempted by section
3(d)(2) of Executive Order 12866.

Signing Authority

This regulation is being issued in
accordance with 19 CFR 0.1(a)(1)
pertaining to the Secretary of the

Treasury’s authority (or that of his/her
delegate) to approve regulations related

List of Subjects in 19 CFR Part 12

Cultural property, Customs duties and
inspection, Imports, Prohibited
merchandise, Reporting and
recordkeeping requirements.

Amendment to CBP Regulations

For the reasons set forth above, part
12 of title 19 of the Code of Federal
Regulations (19 CFR part 12), is
amended as set forth below:

PART 12—SPECIAL CLASSES OF
MERCHANDISE

m 1. The general authority citation for
part 12 and the specific authority
citation for § 12.104g continue to read as
follows:

Authority: 5 U.S.C. 301; 19 U.S.C. 66,
1202 (General Note 3(i), Harmonized Tariff
Schedule of the United States (HTSUS)),
1624.

* * * * *

Sections 12.104 through 12.104i also
issued under 19 U.S.C. 2612;

* * * * *

m 2.In § 12.104g, the table in paragraph
(a) is amended by adding Costa Rica to
the list in alphabetical order to read as
follows:

§12.104g Specific items or categories
designated by agreements or emergency
actions.

spatulas, and fishhooks. to customs revenue functions. (@) * * *
State party Cultural property Decision No.
Costa Rica ..... Archaeological material representing Costa Rica’s cultural heritage from approximately 12,000 B.C. to CBP Dec. 21-06.
A.D. 1550.
* * * * * purposes of publication in the Federal DEPARTMENT OF COMMERCE

Troy A. Miller, the Senior Official
Performing the Duties of the
Commissioner, having reviewed and
approved this document, is delegating
the authority to electronically sign this
document to Robert F. Altneu, who is
the Director of the Regulations and
Disclosure Law Division for CBP, for

Register.

Robert F. Altneu,

Director, Regulations & Disclosure Law

Division, Regulations & Rulings, Office of

Trade, U.S. Customs and Border Protection.
Approved: March 26, 2021.

Timothy E. Skud,

Deputy Assistant Secretary of the Treasury.

[FR Doc. 2021-06701 Filed 3—31-21; 8:45 am]

BILLING CODE 9114-14-P

International Trade Administration

19 CFR Part 361
[Docket No. 210326-0072 ]
RIN 0625-AB18

Aluminum Import Monitoring and
Analysis System: Stay and Delay of
Compliance Date

AGENCY: Enforcement and Compliance,
International Trade Administration,
Department of Commerce.

ACTION: Final rule; stay.

SUMMARY: The U.S. Department of
Commerce (Commerce) is delaying
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compliance with the final rule, entitled
“Aluminum Import Monitoring and
Analysis System,” by staying the
regulations from March 29, 2021, until
June 28, 2021. Commerce will release
the public Aluminum Import
Monitoring and Analysis (AIM) monitor
on the AIM system website on March
29, 2021.

DATES: As of March 29, 2021,
compliance with the final rule
published December 23, 2020 at 85 FR
83804 and amended January 27, 2021 at
86 FR 7237 is delayed and 19 CFR part
361 is stayed until June 28, 2021. The
public AIM monitor will be released on
the AIM system website on March 29,
2021.

ADDRESSES: The AIM system website is
https://www.trade.gov/aluminum.
Commerce will release the public AIM
monitor using publicly available data
through this website on March 29, 2021.
More information can be found in the
Final Rule and at https://
www.trade.gov/updates-aluminum-
import-licensing. Commerce is offering
virtual demonstrations of the public
AIM monitor, which are available to the
general public. Although the
demonstrations will be completely
virtual, Commerce will have a limited
number of spots available for
participation in the demonstrations. For
specific dates and times of the
demonstrations, and to participate in
the demonstrations, please visit https://
www.trade.gov/updates-aluminum-
import-licensing.

FOR FURTHER INFORMATION CONTACT: Julie
Al-Saadawi at (202) 482—1930 or Jessica
Link at (202) 482—1411.

SUPPLEMENTARY INFORMATION: On
December 23, 2020, Commerce
published “Aluminum Import
Monitoring and Analysis System,”
(Final Rule) establishing the AIM
system in part 361 that would be
comprised of an aluminum import
licensing program and a public AIM
monitor, available through the AIM
system website.? On January 4, 2021,
Commerce launched the AIM system
website (https://www.trade.gov/
aluminum). The original effective date
for part 361 was January 25, 2021,
meaning that licenses would be required
for all covered aluminum imports on or
after this date.

On January 27, 2021, Commerce
published a notification delaying the
effective date of the AIM system until
March 29, 2021, and opening a 30-day
comment period to solicit public

1 Aluminum Import Monitoring and Analysis
System, 85 FR at 83804 (December 23, 2020) (Final
Rule).

comment, on the January 27
notification, that closed on February 26,
2021, on all aspects of the Final Rule
and the AIM system.2

Upon receipt and consideration of the
public comment,?* Commerce has
determined that it is appropriate to
delay compliance with most aspects of
part 361 and the AIM system by an
additional ninety days, by staying part
361. This delay will allow Commerce
time to finalize the license application
system and to provide both the public
and U.S. Customs and Border Protection
(CBP) with sufficient advance notice of
the new compliance date. In addition,
the delay will allow Commerce to
consider and respond, as appropriate, to
the comments; Commerce intends to
issue another notification addressing
these comments prior to June 28, 2021.

Therefore, unless otherwise
announced, compliance for the majority
of part 361 and the AIM system will be
effective on June 28, 2021, meaning that
licenses will be required for all covered
aluminum imports on or after this date.
Additionally, the remaining portions of
the regulations concerning the removal
of the option to state “unknown”” for
certain fields on the aluminum license
form will be effective on December 24,
2021, as stated in the relevant sections
of part 361, unless otherwise
announced. For further background and
information, see the Final Rule. Further
guidance on licenses already issued and
the issuance of new licenses in the
intervening period before June 28, 2021
will be provided on the AIM system
website.

Although Commerce is delaying
compliance with the majority of part
361 and the AIM system as described
above, Commerce is moving forward
with one aspect of the AIM system on
March 29, 2021. Specifically, Commerce
will release the public AIM monitor on
the AIM system website on March 29,
2021. When released, the public AIM
monitor will provide information on
U.S. imports of aluminum from all
countries by broad product categories in
both value and volume measures. The
public AIM monitor will initially only
include publicly available import data,
as the license information will not be
available. Once the license collection
begins, and Commerce has had
sufficient time to review the license
data, the public AIM monitor will report
certain aggregate information on imports

2 Aluminum Import Monitoring and Analysis
System: Delay of Effective Date, 86 FR 7237
(January 27, 2021).

3These comments can be found by searching for
the Final Rule (Docket No. ITA-2021-0001) on the
Federal eRulemaking portal at http://
www.regulations.gov.

of aluminum product categories using
both publicly available import data and
data obtained from the aluminum
licenses.

Releasing the public AIM monitor,
while delaying compliance with the
license application system, is consistent
with the historical release of the early
Steel Import Monitor and Analysis
(SIMA) monitor. When SIMA was first
launched in early 2003, an early version
of the SIMA monitor was released with
only public data.* This provided the
public some details about what the
monitor may look like and created
public interest in SIMA before the
implementation of the license
application system. Commerce finds it
appropriate to adopt a similar approach
in this instance for the AIM system.

This is a significant rulemaking under
Executive Order 12866 but it is not
economically significant.

List of subjects in 19 CFR Part 361

Administrative practice and
procedure, Business and industry,
Imports, Reporting and recordkeeping
requirements, Aluminum.

For the reasons stated in the preamble
and under the authority of 13 U.S.C.
301(a) and 302, the Department of
Commerce stays 19 CFR part 361 until
June 28, 2021.

Dated: March 29, 2021.
Christian Marsh,

Acting Assistant Secretary for Enforcement
and Compliance.

[FR Doc. 2021-06744 Filed 3—-29-21; 4:15 pm]
BILLING CODE 3510-DS-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 1
[Docket No. FDA-2016—-N-1487]

Electronic Import Entries; Technical
Amendments

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final rule; technical
amendments.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is amending its electronic import
entries regulation to correct the
statutory citation in the sections of that
regulation requiring submission of the

4 Steel Import Licensing and Surge Monitoring, 67
FR 79845 (Dec. 31, 2002).
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Drug Registration Number for human
drugs and for animal drugs. The present
revisions are necessary to correct
editorial errors and to ensure that the
codified cites the correct section of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act). The electronic import
entries regulation provides that the Drug
Registration Number, which must be
submitted at the time of entry in the
Automated Commercial Environment
(ACE) or any other electronic data
interchange (EDI) system authorized by
the U.S. Customs and Border Protection
Agency (CBP), is the unique facility
identifier specified in the FD&C Act.
This rule does not impose any new
regulatory requirements on affected
parties. This action is editorial in nature
and is intended to improve the accuracy
of the Agency’s regulations.

DATES: This rule is effective April 1,
2021.

ADDRESSES: For access to the docket to
read background documents or
comments received, go to https://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule 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.

FOR FURTHER INFORMATION CONTACT: Ann
Metayer, Office of Regulatory Affairs,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 32, Rm.
4375, Silver Spring, MD 20903—-0002,
301-796-3324, Ann.Metayer@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of November
29, 2016 (81 FR 85854), FDA published
a final rule that established
requirements for the electronic filing of
entries for FDA-regulated products in
the ACE or any other EDI system
authorized by the CBP. The rule
requires the submission of the Drug
Registration Number for human and
animal drugs in ACE at the time of
entry. The Drug Registration Number
that must be submitted at the time of
entry in ACE is the unique facility
identifier of the foreign establishment
where the human or animal drug was
manufactured, prepared, propagated,
compounded, or processed before being
imported or offered for import into the
United States. The unique facility
identifier is the identifier submitted by
a registrant in accordance with the
system specified under section 510 of
the FD&C Act (21 U.S.C. 360).

II. Description of the Technical
Amendments

We are amending the electronic
import entries regulation to revise the
statutory citation in the sections of that
rule requiring submission of the Drug
Registration Number for human drugs
regulated by FDA’s Center for Drug
Evaluation and Research and Center for
Biologics Evaluation and Research, and
for animal drugs regulated by FDA’s
Center for Veterinary Medicine. The
sections of the regulation specified in
this rule, specifically 21 CFR 1.74(a)(1),
1.75(a), and 1.78(d), have been revised
to change the reference from section
510(b) of the FD&C Act to section 510
of the FD&C Act, which is the correct
statutory citation. The rule does not
impose any new regulatory
requirements on affected parties. The
amendments are editorial in nature and
should not be construed as modifying
any substantive standards or
requirements.

III. Notice and Public Comment

Publication of this document
constitutes final action of these changes
under the Administrative Procedures
Act (APA) (5 U.S.C. 553). Section 553 of
the APA exempts “rules of agency
organization, procedure, or practice”
from proposed rulemaking (i.e., notice
and comment rulemaking) (5 U.S.C.
553(b)(3)(A)). Rules are also exempt
when an Agency finds “good cause”
that notice and comment rulemaking
procedures would be “impracticable,
unnecessary, or contrary to the public
interest” (5 U.S.C. 553(b)(3)(B).)

FDA has determined that this
rulemaking meets the notice and
comment exemption requirements in 5
U.S.C. 553(b)(3)(A) and (B). FDA’s
revisions make technical or
nonsubstantive changes that pertain
solely to ensuring that the regulations
accurately cite the FD&C Act. FDA does
not believe public comment is necessary
for these minor revisions.

The APA allows an effective date less
than 30 days after publication as
“provided by the agency for good cause
and published with the rule” (5 U.S.C.
553(d)(3)). A delayed effective date is
unnecessary in this case because the
amendments do not impose any new
regulatory requirements on affected
parties. As a result, affected parties do
not need time to prepare before the rule
takes effect. Therefore, FDA finds good
cause for the amendments to become
effective on the date of publication of
this action.

List of Subjects in 21 CFR Part 1

Cosmetics, Drugs, Exports, Food
labeling, Imports, Labeling, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, 21 CFR part 1
is amended as follows:

PART 1—GENERAL ENFORCEMENT
REGULATIONS

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

Authority: 15 U.S.C. 1333, 1453, 1454,
1455, 4402; 19 U.S.C. 1490, 1491; 21 U.S.C.
321, 331, 332, 333, 334, 335a, 342, 343, 350c,
350d, 350e, 350j, 350k, 352, 355, 360b,
360ccc, 360ccc—1, 360ccc—2, 362, 371, 373,
374, 379j-31, 381, 382, 384, 384a, 384b,
384d, 387, 387a, 387c, 393; 42 U.S.C. 216,
241, 243, 262, 264, 271; Pub. L. 107-188, 116
Stat. 594, 668—69; Pub. L. 111-353, 124 Stat.
3885, 3889.

m 2. Revise the third sentence of
§1.74(a)(1) to read as follows:

§1.74 Human drugs.

* * * * *

(a) * k%

(1) * * * The unique facility
identifier is the identifier submitted by
a registrant in accordance with the
system specified under section 510 of
the Federal Food, Drug, and Cosmetic
Act. * * *

* * * * *

m 3. Revise the third sentence of
§1.75(a) to read as follows.

§1.75 Animal drugs.

* * * * *

(a) * * * The Unique Facility
Identifier is the identifier submitted by
a registrant in accordance with the
system specified under section 510 of
the Federal Food, Drug, and Cosmetic
Act. * * *

* * * * *

m 4. Revise the last sentence of §1.78(d)
to read as follows.

§1.78 Biological products, HCT/Ps, and
related drugs and medical devices.
* * * * *

(d) * * *The unique facility
identifier is the identifier submitted by
a registrant in accordance with the
system specified under section 510 of
the Federal Food, Drug, and Cosmetic
Act.

* * * * *

Dated: March 25, 2021.
Xavier Becerra,

Secretary, Department of Health and Human
Services.

[FR Doc. 2021-06679 Filed 3—-31-21; 8:45 am]
BILLING CODE 4164-01-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 207
[Docket No. FDA-2005-N-0464]
RIN 0910-AA49

Requirements for Foreign and
Domestic Establishment Registration
and Listing for Human Drugs,
Including Drugs That Are Regulated
Under a Biologics License Application,
and Animal Drugs; Corrections

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final rule; correcting
amendments.

SUMMARY: On August 31, 2016, the Food
and Drug Administration (FDA or
Agency) published an amended final
rule that listed inaccurate cross-
references to FDA’s drug establishment
registration and drug listing regulations.
This document corrects the inaccurate
cross-references used in the final
regulations.

DATES: This rule is effective April 1,
2021.

FOR FURTHER INFORMATION CONTACT:
Florine Purdie, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, Rm. 6248,
Silver Spring, MD 20993-0002, 301—
796-3521.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of October 31,
2016 (81 FR 60170), FDA published the
final rule entitled ‘“Requirements for
Foreign and Domestic Establishment
Registration and Listing for Human
Drugs, Including Drugs That Are
Regulated Under a Biologics License
Application, and Animal Drugs.” That
final rule amended current regulations
in part 207 (21 CFR part 207)
concerning who must register
establishments and list human drugs,
human drugs that are also biological
products, and animal drugs.

IL. Description of the Technical
Amendments

FDA is amending its regulations in
part 207 to correct inaccurate cross-
references used in the August 31, 2016,
final rule. This document amends the
Agency’s regulations in part 207
through minor technical amendments to
update references in §§207.1, 207.3,

207.13, 207.49, and 207.53 (21 CFR
207.1, 207.3, 207.13, 207.49, and
207.53) by replacing all cross-references
to “§207.1(b)” with “§207.1”".

III. Notice and Public Comment

Publication of this document
constitutes final action on these changes
under the Administrative Procedure Act
(APA) (5 U.S.C. 553). Section 553 of the
APA exempts ‘“rules of agency
organization, procedure, or practice”
from proposed rulemaking (i.e., notice
and comment rulemaking) (5 U.S.C.
553(b)(3)(A)). Rules are also exempt
when an Agency finds “good cause”
that notice and comment rulemaking
procedures would be “impracticable,
unnecessary, or contrary to the public
interest” (5 U.S.C. 553(b)(3)(B).)

FDA has determined that this
rulemaking meets the notice and
comment exemption requirements in 5
U.S.C. 553(b)(3)(A) and (B). FDA’s
revisions make only technical changes
to correct inaccurate cross-references.
FDA does not believe public comment
is necessary for these minor revisions.

The APA allows an effective date less
than 30 days after publication as
“provided by the agency for good cause
and published with the rule” (5 U.S.C.
553(d)(3)). A delayed effective date is
unnecessary in this case because the
amendments do not impose any new
regulatory requirements on affected
parties. As a result, affected parties do
not need time to prepare before the rule
takes effect. Therefore, FDA finds good
cause for the amendments to become
effective on the date of publication of
this action.

List of Subjects in 21 CFR Part 207

Drugs, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, 21 CFR part
207 is amended as follows:

PART 207—REQUIREMENTS FOR
FOREIGN AND DOMESTIC
ESTABLISHMENT REGISTRATION
AND LISTING FOR HUMAN DRUGS,
INCLUDING DRUGS THAT ARE
REGULATED UNDER A BIOLOGICS
LICENSE APPLICATION, AND ANIMAL
DRUGS, AND THE NATIONAL DRUG
CODE

m 1. The authority citation for part 207
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
355, 360, 360b, 371, 374, 381, 393; 42 U.S.C.
262, 264, 271.

§207.1 [Amended]

m 2. Amend § 207.1 in the definition of
Bulk drug substance by removing

““§207.1(b)” and adding in its place
“this section”.

§207.3 [Amended]

m 3. Amend § 207.3 by removing
“§207.1(b)” and adding in its place
“§207.1".

§207.13 [Amended]

m 4. Amend § 207.13(1)(1) by removing
“§207.1(b)” and adding in its place
“§207.17.

§207.49 [Amended]

m 5. Amend § 207.49(a)(15)(),
(a)(15)(ii)(A) and (B), and (a)(15)(iii)(A)
and (B) by removing “§207.1(b)”" and
adding in its place “§207.1".

§207.53 [Amended]

m 6. Amend § 207.53(d)(1), (d)(2)(i) and
(ii), and (d)(3)(i) and (ii) by removing
“§207.1(b)” and adding in its place
“§207.1”.

Dated: March 25, 2021.
Xavier Becerra,

Secretary, Department of Health and Human
Services.

[FR Doc. 2021-06677 Filed 3—31-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 510, 520, 522, 524, 528,
and 558

[Docket No. FDA—2020-N—0002]

New Animal Drugs; Approval of New
Animal Drug Applications

AGENCY: Food and Drug Administration,
Department of Health and Human
Services.

ACTION: Final rule; technical
amendments.

SUMMARY: The Food and Drug
Administration (FDA or we) is
amending the animal drug regulations to
reflect application-related actions for
new animal drug applications (NADAsS)
and abbreviated new animal drug
applications (ANADAs) during October,
November, and December 2020. FDA is
informing the public of the availability
of summaries of the basis of approval
and of environmental review
documents, where applicable. The
animal drug regulations are also being
amended to improve the accuracy and
readability of the regulations.

DATES: This rule is effective April 1,
2021.
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FOR FURTHER INFORMATION CONTACT:
George K. Haibel, Center for Veterinary
Medicine (HFV-6), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240—402-5689,
george.haibel@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Approvals

FDA is amending the animal drug
regulations to reflect approval actions
for NADAs and ANADAs during
October, November, and December
2020, as listed in table 1. In addition,

FDA is informing the public of the
availability, where applicable, of
documentation of environmental review
required under the National
Environmental Policy Act (NEPA) and,
for actions requiring review of safety or
effectiveness data, summaries of the
basis of approval (FOI Summaries)
under the Freedom of Information Act
(FOIA). These public documents may be
seen in the office of the Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,

between 9 a.m. and 4 p.m., Monday
through Friday, 240-402-7500. Persons
with access to the internet may obtain
these documents at the CVM FOIA
Electronic Reading Room: https://
www.fda.gov/about-fda/center-
veterinary-medicine/cvm-foia-
electronic-reading-room. Marketing
exclusivity and patent information may
be accessed in FDA'’s publication,
Approved Animal Drug Products Online
(Green Book) at: https://www.fda.gov/
animal-veterinary/products/approved-
animal-drug-products-green-book.

TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING OCTOBER, NOVEMBER, AND

DECEMBER 2020

- Product : : Public
Approval date File No. Sponsor name Species Effect of the action documents
October 16, 2020 ............ 141-536 | Elanco US Inc., 2500 ELURA Dogs and cats ....... Original approval for FOI Summary.
Innovation Way, (caprom- management of
Greenfield, IN 46140. orelin weight loss in cats
oral solu- with chronic kidney
tion). disease.
October 29, 2020 ............ 200-692 | Virbac AH, Inc., P.O. CYCLAVA- | DOGS .eoecveerererieenene. Original approval as a FOI Summary.
Box 162059, Fort NCE generic copy of
Worth, TX 76161. (cyclosp- NADA 141-218.
orine oral
solution)
USP
MODI-
FIED.
November 16, 2020 ........ 141-541 | QBiotics Group Ltd., STELFON- | DOGS ..ccovvvvvvrerrennnne Original approval for FOI Summary.
Suite 3A, Level 1, TA the treatment of non-
165 Moggill Rd., (tigilanol metastatic cutaneous
Taringa, Queensland tiglate in- mast cell tumors and
4068, Australia. jection). non-metastatic sub-
cutaneous mast cell
tumors located at or
distal to the elbow or
the hock in dogs.
November 25, 2020 ........ 200-557 | Dechra Veterinary TZED DOogs ..ccoeeiiiiieen, Supplemental approval | FOI Summary.
Products LLC, 7015 (tiletamin- for an intravenous
College Blvd., Suite e and route.
525, Overland Park, zolazepa-
KS 66211. m for in-
jection).
December 14, 2020 ........ 141-542 | Revivicor, Inc., a wholly | pPL657 SWiNe ..o.ceevieeiee Original approval for an | FOl Summary.
owned subsidiary of rDNA intentional genomic
United Therapeutics construct alteration in domestic
Corp., 1700 Kraft Dr., in do- pigs.
Suite 2400, mestic
Blacksburg, VA pigs.
24060.
December 16, 2020 ........ 200-696 | Bimeda Animal Health SELASPOT | Dogs and cats ....... Original approval as a FOI Summary.
Ltd., 1B The Herbert (selamec- generic copy of
Building, The Park, tin) Top- NADA 141-152.
Carrickmines, Dublin ical Solu-
18, Ireland. tion.

As provided in the regulatory text, the
animal drug regulations are amended to
reflect these approval actions. As they
are now the sponsor of an approved
application, QBiotics Group Ltd. and
Revivicor, Inc. will be added to the list
of sponsors of approved applications in

21 CFR 510.600(c).

II. Technical Amendments

FDA is making the following
amendments to improve the accuracy,
consistency, and readability of the
animal drug regulations:

e 21 CFR 558.128 is amended to
reflect the sponsors of approved

conditions of use for chlortetracycline

in beef cattle.

e 21 CFR 558.342 is amended to
reformat special considerations for
labeling and manufacture of
melengestrol medicated feeds.

e Typographical errors are being
corrected wherever they have been
found.
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IIL. Legal Authority

This rule sets forth technical
amendments to the regulations to codify
recent actions on approved new animal
drug applications and corrections to
improve the accuracy of the regulations,
and as such does not impose any burden
on regulated entities. This rule is issued
under section 512(i) of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act) (21 U.S.C. 360b(i)), which requires
Federal Register publication of the
conditions of use of an approved or
conditionally approved new animal
drug and the name and address of the
drug’s sponsor in a “notice, which upon
publication shall be effective as a
regulation.” A notice published
pursuant to section 512(i) is not subject
to the notice-and-comment rulemaking
requirements of the Administrative
Procedure Act, 5 U.S.C. 551 et seq. See
section 512(i) of the FD&C Act; 21 CFR
10.40(e)(3); S. Rep. 90—-1308, at 5 (1968).

particular applicability.” Therefore, it is
not subject to the congressional review
requirements in 5 U.S.C. 801-808.
Likewise, this is not a rule subject to
Executive Order 12866, which defines a
rule as “an agency statement of general
applicability and future effect, which
the agency intends to have the force and
effect of law, that is designed to
implement, interpret, or prescribe law
or policy or to describe the procedure or
practice requirements of an agency.”

List of Subjects

21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

21 CFR Parts 520, 522, 524, and 528
Animal drugs.
21 CFR Part 558

authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 510,
520, 522, 524, 528, and 558 are
amended as follows:

PART 510—NEW ANIMAL DRUGS

m 1. The authority citation for part 510
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e.

m 2.In §510.600:
m a. In the table in paragraph (c)(1), add
entries for “QBiotics Group Ltd.” and
“Revivicor, Inc.” in alphabetical order;
and
m b. In the table in paragraph (c)(2), add
entries for “086132” and ‘“086134” in
numerical order.

The additions read as follows:

§510.600 Names, addresses, and drug
labeler codes of sponsors of approved
applications.

This document does not meet the Animal drugs, Animal feeds. * * * * *
definition of “rule” in 5 U.S.C. Therefore, under the Federal Food, (c)* * *
804(3)(A) because it is a “rule of Drug, and Cosmetic Act and under (1) * * *

) Drug
Firm name and address labeler code

QBiotics Group Ltd., Suite 3A, Level 1, 165 Moggill Rd., Taringa, Queensland 4068, Australia ............ccccevieriiiniiiiienieieeceeee 086132
Revivicor, Inc., a wholly owned subsidiary of United Therapeutics Corp., 1700 Kraft Dr., Suite 2400, Blacksburg, VA 24060 ....... 086134

(2) * *x %

IabeIIDeTgode Firm name and address

086132
086134

VA 24060

QBiotics Group Ltd., Suite 3A, Level 1, 165 Moggill Rd., Taringa, Queensland 4068, Australia
Revivicor, Inc., a wholly owned subsidiary of United Therapeutics Corp., 1700 Kraft Dr., Suite 2400, Blacksburg,

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

m 3. The authority citation for part 520
continues to read as follows:

Authority: 21 U.S.C. 360b.
m 4.In §520.292, revise paragraphs (a)
and (c) to read as follows:
§520.292 Capromorelin.

(a) Specifications. Each milliliter of
solution contains:

(1) 30 milligrams (mg) capromorelin;
or

(2) 20 mg capromorelin.

(c) Conditions of use—(1) Dogs. Use
product described in paragraph (a)(1) of
this section as follows:

(i) Amount. Administer 3 mg/kg once
daily by mouth.

(i1) Indications for use. For appetite
stimulation in dogs.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

(2) Cats. Use product described in
paragraph (a)(2) of this section as
follows:

(i) Amount. Administer 2 mg/kg once
daily by mouth.

(ii) Indications for use. For
management of weight loss in cats with
chronic kidney disease.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

m 5.In §520.522, add paragraph (b)(3) to
read as follows:

§520.522 Cyclosporine.
*

* * * *

(b)* ]
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(3) No. 051311 for use of product
described in paragraph (a)(2) of this
section as in paragraph (d)(1) of this
section.

* * * * *

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

m 6. The authority citation for part 522
continues to read as follows:

Authority: 21 U.S.C. 360b.
m 7. Add §522.2450 to read as follows:

§522.2450 Tigilanol.

(a) Specifications. Each milliliter (mL)
of solution contains 1 milligram
tigilanol tiglate.

(b) Sponsor. See No. 086132 in
§510.600(c) of this chapter.

(c) Conditions of use in dogs—(1)
Amount. Administer as an intratumoral
injection at a dose of 0.5 mL per cubic
centimeter of tumor volume.

(2) Indications for use. For the
treatment of non-metastatic cutaneous
mast cell tumors and non-metastatic
subcutaneous mast cell tumors located
at or distal to the elbow or the hock in
dogs.

(3) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

m 8.In §522.2470, revise paragraphs
(b)(1) and (2) to read as follows:

§522.2470 Tiletamine and zolazepam for

(2) No. 051311 for use as in
paragraphs (c)(1)(1)(A), (c)(1)(ii)(A),
(c)(1)(iii), and (c)(2) of this section.

* * * * *

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

m 9. The authority citation for part 524
continues to read as follows:

Authority: 21 U.S.C. 360b.

m 10.In § 524.2098:
m a. Revise paragraphs (a) and (b);
m b. Remove paragraph (c) and
redesignate paragraph (d) as paragraph
(c); and
m c. Revise newly redesignated
paragraph (c)(1).

The revisions read as follows:

§524.2098 Selamectin.

(a) Specifications. Each milliliter
contains 60 or 120 milligrams (mg) of
selamectin.

(b) Sponsors. See Nos. 054771,
055529, 061133, and 061651 in
§510.600(c) of this chapter.

(C] * * %

(1) Amount. Administer topically 2.7
mg of selamectin per pound (6 mg per
kilogram) of body weight.

* * * * *

PART 528—NEW ANIMAL DRUGS IN
GENETICALLY ENGINEERED
ANIMALS

§528.2001 pPL657 recombinant
deoxyribonucleic acid construct.

(a) Specifications. pPL657 in the
glycoprotein galactosyltransferase
alpha-1,3 (GGTA1) gene in domestic
pigs.

(b) Sponsor. See No. 086134 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Intended
use. pPL657 rDNA construct in the
glycoprotein galactosyltransferase
alpha-1,3 gene (GGTA1) in the lineage
of domestic pigs (Sus scrofa domesticus)
hemizygous and homozygous for the
intentional genomic alteration resulting
in undetectable endogenous galactose
alpha-1,3-galactose sugar residues on
biological derivatives of domestic pigs
homozygous for the intentional genomic
alteration lineage that are intended to be
used as sources of food or human
therapeutics including excipients,
devices, drugs, or biological products.

(2) Limitations. Pigs of this lineage
(possessing the intentional genomic
alteration (pPL657 rDNA construct))
should not be treated with
aminoglycoside drugs and must only be
housed in physically contained facilities
specified in the approved application.

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

m 13. The authority citation for part 558
continues to read as follows:

Authority: 21 U.S.C. 354, 360b, 360ccc,
360ccc-1, 371.

m 14.In § 558.128, revise paragraph
(e)(4)(xv) to read as follows:

injection. . L
. . " " " m 11. The authority citation for part 528 .
continues to read as follows: §558.128 Chlortetracycline.
(b) * * * h sC b * * * * *
Aut ity: 21 U.S.C. 360b.
(1) Nos. 026637 and 054771 for use as whorty (€) * * *
in paragraph (c) of this section. m 12 Add §528.2001 to read as follows: (4)* * *
Com-
tg?!g'_ bination
cIiney in Indications for use Limitations Sponsor
grams/
amount ton
(xv) 350 1. Beef cattle: For control of bac- Withdrawal periods: To sponsor No. 054771 under NADAs 046-699 054771
mg/ terial pneumonia associated with and 049-287, No. 066104 under NADA 092-286, and No. 069254 066104
head/ shipping fever complex caused under NADA 048-480: Withdraw 48 hours prior to slaughter. To 069254
day. by Pasteurella spp. susceptible sponsor No. 069254 under NADA 138-935 and ANADA 200-510:
to chlortetracycline. Zero withdrawal period.
............... 2. Beef cattle (under 700 Ib): For Withdrawal periods: To sponsor No. 054771 under NADAs 046-699 054771
control of active infection of and 049-287, No. 066104 under NADA 092-286, and No. 069254 066104
anaplasmosis caused by A. under NADA 048-480: Withdraw 48 hours prior to slaughter. To 069254
marginale susceptible to chlor- sponsor No. 054771 under NADA 048-761 and No. 069254 under
tetracycline. NADA 138-935 and ANADA 200-510: Zero withdrawal period.
* * * * *

m 15.In §558.342:

m a. Revise paragraphs (d)(3) through
(6); and

m b. Remove paragraphs (d)(7) and (8).
The revisions read as follows:
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§558.342 Melengestrol.
* * * * *

(d)* * *

(3) Liquid or dry combination Type B
or C medicated feeds containing
melengestrol acetate and lasalocid must
be labeled in accordance with
§558.311(d).

(4) Liquid or dry combination Type B
or C medicated feeds containing
melengestrol acetate and monensin
must be labeled in accordance with
§558.355(d).

(5) Liquid combination Type B or C
medicated feeds containing
melengestrol acetate and tylosin must be
manufactured in accordance with
§558.625(d).

(6) Liquid melengestrol acetate may
not be mixed with oxytetracycline in a
common liquid feed supplement.

* * * * *

Dated: March 19, 2021.
Lauren K. Roth,
Acting Principal Associate Commissioner for
Policy.
[FR Doc. 2021-06704 Filed 3—31-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 821
[Docket No. FDA-2021-N-0246]

Medical Devices; Technical
Amendments

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final rule; technical
amendments.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is amending its medical device
regulations to make an editorial
nonsubstantive change and replace a
reference to an obsolete office with
updated information. The rule does not
impose any new regulatory
requirements on affected parties. This
action is editorial in nature and is
intended to improve the accuracy of the
Agency’s regulations.

DATES: This rule is effective April 1,
2021.

FOR FURTHER INFORMATION CONTACT:
Madhusoodana Nambiar, Office of
Policy, Center for Devices and
Radiological Health, 10903 New
Hampshire Ave., Bldg. 66, Rm. 5519,
Silver Spring, MD 20993-0002, 301—
796-5837.

SUPPLEMENTARY INFORMATION:

I. Background

FDA'’s Center for Devices and
Radiological Health (CDRH) has
reorganized to create an agile
infrastructure that can adapt to future
organizational, regulatory, and scientific
needs (84 FR 22854, May 20, 2019; 85
FR 18439, April 2, 2020). The newly
formed Office of Product Evaluation and
Quality (OPEQ) combined the former
Office of Compliance, the Office of
Device Evaluation, the Office of
Surveillance and Biometrics, and the
Office of In Vitro Diagnostics and
Radiological Health, with a focus on a
Total Product Lifecycle (TPLC)
approach to medical device oversight.
Within OPEQ there are Offices of Health
Technology that focus on the TPLC
review of specific types of medical
devices as well as cross-cutting offices
focusing on specific policy and
programmatic needs including the
Office of Regulatory Programs and the
Office of Clinical Evidence and
Analysis. As part of this technical
amendment, we are making changes to
correct a reference to an obsolete office
and to correctly identify the positions
with authority to make decisions on
exemptions and variances from tracking
orders. This change is nonsubstantive
and editorial in nature.

II. Description of the Technical
Amendments

The regulations specified in this rule
have been revised to make a non-
substantive editorial change to correct
“Director of the Office of Regulatory
Program” to “Director or Principal
Deputy Director of the Office of Product
Evaluation and Quality”” and replace a
reference to “Director, Office of
Compliance” with “Director or Deputy
Directors, CDRH, or the Director or
Principal Deputy Director of the Office
of Product Evaluation and Quality.” The
rule does not impose any new
regulatory requirements on affected
parties. The amendments are editorial in
nature and should not be construed as
modifying any substantive standards or
requirements.

III. Notice and Public Comment

Publication of this document
constitutes final action of these changes
under the Administrative Procedure Act
(5 U.S.C. 553). Section 553 of the
Administrative Procedure Act (APA)
exempts ‘“rules of agency organization,
procedure, or practice” from proposed
rulemaking (i.e., notice and comment
rulemaking) (5 U.S.C. 553(b)(3)(A)).
Rules are also exempt when an Agency
finds “good cause” that notice and

comment rulemaking procedures would
be “impracticable, unnecessary, or
contrary to the public interest”” (5 U.S.C.
553(b)(3)(B)).

FDA has determined that this
rulemaking meets the notice and
comment exemption requirements in 5
U.S.C. 553(b)(3)(A) and (B). FDA’s
revisions make technical or non-
substantive changes that pertain solely
to the CDRH reorganization and do not
alter any substantive standard. FDA
does not believe public comment is
necessary for these minor revisions.

The APA allows an effective date less
than 30 days after publication as
“provided by the agency for good cause
found and published with the rule” (5
U.S.C. 553(d)(3)). A delayed effective
date is unnecessary in this case because
the amendments do not impose any new
regulatory requirements on affected
parties. As a result, affected parties do
not need time to prepare before the rule
takes effect. Therefore, FDA finds good
cause for the amendments to become
effective on the date of publication of
this action.

List of Subjects in 21 CFR Part 821

Imports, Medical devices, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, 21 CFR part
821 is amended as follows.

PART 821—MEDICAL DEVICE
TRACKING REQUIREMENTS

m 1. The authority citation for part 821
continues to read as follows:

Authority: 21 U.S.C. 331, 351, 352, 360,
360e, 360h, 360i, 371, 374.

m 2.In § 821.2, revise paragraphs (b)
introductory text and (c) to read as
follows:

§821.2 Exemptions and variances.
* * * * *

(b) A request for an exemption or
variance shall be submitted in the form
of a petition under § 10.30 of this
chapter and shall comply with the
requirements set out therein, except that
a response shall be issued in 90 days.
The Director or Deputy Directors,
CDRH, or the Director or Principal
Deputy Director of the Office of Product
Evaluation and Quality, CDRH, shall
issue responses to requests under this
section. The petition shall also contain
the following:

* * * * *

(c) An exemption or variance is not
effective until the Director or Deputy
Directors, CDRH, or the Director or
Principal Deputy Director of the Office
of Product Evaluation and Quality,
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CDRH, approves the request under

§10.30(e)(2)(i) of this chapter.
Dated: March 25, 2021.

Xavier Becerra,

Secretary, Department of Health and Human
Services.

[FR Doc. 2021-06681 Filed 3—-31-21; 8:45 am]
BILLING CODE 4164-01-P

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4908
RIN 1212-AB52

Rescission of Pension Benefit
Guaranty Corporation Rule on
Guidance

AGENCY: Pension Benefit Guaranty
Corporation.

ACTION: Final rule; rescission of
regulations.

SUMMARY: On August 26, 2020, the
Pension Benefit Guaranty Corporation
(PBGC) published a final rule on
guidance implementing an Executive
order entitled ‘“Promoting the Rule of
Law Through Improved Agency
Guidance Documents,” and providing
policy and requirements for issuing,
modifying, withdrawing, and using
guidance; making guidance available to
the public; a notice and comment
process for significant guidance; and
taking and responding to petitions about
guidance. In accordance with the
“Executive Order on Revocation of
Certain Executive Orders Concerning
Federal Regulation,” issued by
President Biden on January 20, 2021,
this final rule rescinds PBGC’s rule on
guidance.

DATES: This final rule is effective April
1, 2021.

FOR FURTHER INFORMATION CONTACT:
Hilary Duke (duke.hilary@pbgc.gov),
Assistant General Counsel for
Regulatory Affairs, Office of the General
Counsel, Pension Benefit Guaranty
Corporation, 1200 K Street NW,
Washington, DC 20005—4026; 202—229—
3839. (TTY users may call the Federal
Relay Service toll-free at 800-877—-8339
and ask to be connected to 202—-229-
3839.)

SUPPLEMENTARY INFORMATION:
I. Discussion

On August 26, 2020, the Pension
Benefit Guaranty Corporation (PBGC)
published a final rule on procedures for
PBGC guidance documents
implementing E.O. 13891, “Promoting
the Rule of Law Through Improved

Agency Guidance Documents,” signed
by President Trump on October 9, 2019.
As required by the E.O., this rule
contained policy and requirements for
issuing, modifying, withdrawing, and
using guidance; making guidance
available to the public; a notice and
comment process for significant
guidance; and taking and responding to
petitions about guidance (85 FR 52481).
On January 20, 2021, President Biden
issued E.O. 13992, “Revocation of
Certain Executive Orders Concerning
Federal Regulation” which, among other
things, revoked E.O. 13891 and directed
agencies to promptly take steps to
rescind any orders, rules, regulations,
guidelines, or policies, or portions
thereof, implementing or enforcing the
Executive orders. In accordance with
E.O. 13992, PBGC is issuing this final
rule, which rescinds the rule on
procedures for PBGC guidance
documents published at 85 FR 52481.

II. Final Rule

PBGC has determined that this rule is
suitable for final rulemaking. The
revisions to PBGC’s policies and
requirements surrounding guidance are
purely internal matters of agency
management, as well as the agency’s
organization, procedure, and practice.
Accordingly, as with the August 2020
final rule, PBGC is not required to
engage in a notice and comment process
to issue this rule under the
Administrative Procedure Act. See 5
U.S.C. 553(a)(2), 553(b)(A).
Furthermore, because this rule is
procedural rather than substantive, the
normal requirement of 5 U.S.C. 553(d)
that a rule not be effective until at least
30 days after publication in the Federal
Register is inapplicable. PBGC also
finds good cause to provide an
immediate effective date for this rule
because it imposes no obligations on
parties outside the federal government
and therefore no advance notice is
required to enable employers or other
private parties to come into compliance.

List of Subjects in 29 CFR Part 4908

Administrative practice and
procedure, Employee benefit plans,
Organization and functions
(Government agencies), Pension
insurance.

PART 4908—[REMOVED]

m For the reasons discussed in the
preamble, and under the authority of
section 4002(b)(3) of the Employee
Retirement Income Security Act of 1974
(ERISA), which authorizes PBGC to
issue regulations to carry out the
purposes of title IV of ERISA, and E.O.

13992, PBGC amends title 29, chapter
XL, subchapter L of the Code of Federal
Regulations by removing part 4908.

Issued in Washington, DC.
Gordon Hartogensis,

Director, Pension Benefit Guaranty
Corporation.

[FR Doc. 2021-06734 Filed 3—31-21; 8:45 am]
BILLING CODE 7709-02-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2021-0155]
RIN 1625-AA87

Security Zone; Cleveland Harbor,
Cleveland, OH

AGENCY: Coast Guard, Department of
Homeland Security (DHS).

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary security zone
for navigable waters surrounding the
Port of Cleveland, First Energy Stadium,
The Rock and Roll Hall of Fame, and
Voinovich Bicentennial Park from east
of the Cuyahoga River entrance to west
of the Voinovich Bicentennial Park and
outward from shore, including inlets, to
the navigation channel as marked by
navigation buoys, but not including the
channel. The security zone is needed to
protect the public, participants, and
spectators of the 2021 NFL Draft from
terrorist and similar criminal acts,
accidents, or other incidents detrimental
to public safety. Entry of persons,
vessels or objects into this zone when
under enforcement is prohibited unless
specifically authorized by the Captain of
the Port Buffalo or her representative.
DATES: This rule is effective from 8 a.m.
on April 29, 2021, through 11:59 p.m.
on May 1, 2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0155 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Petty Officer Natalie Smith,
Waterways Management Division, U.S.
Coast Guard Marine Safety Unit
Cleveland; telephone 216-937-6007,
email D09-SMB-MSUCleveland-WWM@
uscg.mil.
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SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security

FR Federal Register

NFL National Football League

NOAA National Oceanic and Atmospheric
Administration

NPRM Notice of proposed rulemaking

§ Section

U.S.C. United States Code

VHF-FM Very High Frequency-Frequency
Modulated

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it
would be contrary to the public interest.
Due to the potential impact to public
safety and high visibility associated
with the 2021 NFL Draft, providing a
public notice and comment period
would be contrary to the security zone’s
intended objective of protecting the
public, as certain security measures
cannot be shared with the public
associated with enforcing the security
zone. Additionally, the remaining time
left to implement the zone is not
sufficient to provide public notice and
comment. However, failing to
implement the zone would present an
unacceptable risk to the public and
participants involved in the NFL draft.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. For the same reasons
discussed in the preceding paragraph,
waiting for a 30-day notice period to run
would be impracticable and contrary to
the public interest.

IIL. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously 33 U.S.C. 1231). The
Captain of the Port Buffalo has
determined that potential hazards
associated with the 2021 NFL Draft are
a security concern for the surrounding
area. This event is highly visible and

expected to draw large crowds in a
concentrated area. Hazards include
potential security threats, violent or
disruptive public disorder, delivery of a
weapon of mass destruction, launch of
a stand-off attack weapon, delivery of an
armed assault force, or other similar
criminal act or accident. This rule is
needed to protect people, vessels,
property, and the marine environment
in the navigable waters within the
security zone at various times
throughout the event.

IV. Discussion of the Rule

From April 29, 2021, through May 1,
2021, the 2021 NFL Draft will be held
in Cleveland, Ohio. The primary venue
for the 2021 NFL Draft is First Energy
Stadium, which is adjacent or proximate
to Cleveland Harbor and Lake Erie. A
secondary venue hosting NFL Draft-
related activities includes the Rock and
Roll Hall of Fame and surrounding open
areas adjacent to the water. The security
zone will cover all navigable waters
surrounding the Port of Cleveland, First
Energy Stadium, The Rock and Roll Hall
of Fame and Voinovich Bicentennial
Park from east of the Cuyahoga River
entrance to west of the Voinovich
Bicentennial Park and outward from
shore to the navigation channel as
marked by navigation buoys, but not
including the channel. The zone will
include all inlets to the shore. The
duration of the zone is intended to
protect people, vessels, property and the
marine environment in these navigable
waters while the event and related
activities are taking place. No vessel,
person, or object will be permitted to
enter or remain in the security zone
without obtaining permission from the
COTP or a designated representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
This rule has not been designated a
“significant regulatory action,” under
Executive Order 12866. Accordingly,
this rule has not been reviewed by the
Office of Management and Budget
(OMB).

This regulatory action determination
is based on the size, location, duration,
and time-of-year of the security zone.
Vessel traffic will be able to safely
transit around the security zone, which
will impact a small designated area and
will be enforced only during the event
and event-related activities. The
security zone is in a location where
commercial vessel traffic is expected to
be minimal during enforcement and
navigation channels will remain open
and outside the zone; additionally,
vessel traffic would be authorized to
transit the security zones to the extent
compatible with public safety and
security; persons and vessels would be
able to operate in the surrounding area
adjacent to the security zone during the
enforcement period; persons and vessels
would be able to enter or remain within
the security zone if authorized by the
COTP Buffalo or a designated
representative. Moreover, the Coast
Guard will issue Broadcast Notice to
Mariners via VHF-FM marine channel
16 about the zone and the rule allows
vessels to seek permission to enter the
zone.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ‘“‘small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
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the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—-REG-FAIR (1-888-734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023-01, Rev. 1, associated
implementing instructions, and
Environmental Planning COMDTINST
5090.1 (series), which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321-4370f), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a
security zone that will prohibit entry
within waters surrounding First Energy
Stadium and The Rock and Roll Hall of
Fame. It is categorically excluded from
further review under paragraph L.60(a)
of Appendix A, Table 1 of DHS
Instruction Manual 023-01-001-01,
Rev. 1.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 46 U.S.C. 70034, 70051; 33 CFR
1.05-1, 6.04-1, 6.04-6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T09-0155 to read as
follows:

§165.T09-0155 Security Zone; 2021 NFL
Draft, Cleveland Harbor, Cleveland, Ohio.
(a) Location. The security zone will
encompass all waters of Cleveland
Harbor East Basin that are within the
following boundary to the shore
including inlets and harbors: Starting
from a point at 41°30°41.24” North
Latitude and 81°41'47.6” West
Longitude and proceeding North-
Northwest until intersecting a point at
position 41°30749.222” North Latitude
and 081°41'52.375” West Longitude (the

Green East Basin Channel Lighted Buoy
number 5 on NOAA chart 14839);
thence proceeding Southwest until
intersecting a point at 41°30718.22”
North Latitude and 81°42’41.71” West
Longitude; thence proceeding South
until intersecting a point at position
41°30°14.3” North Latitude and
81°42'41.714” West Longitude (Green
Main Entrance Light number 5 on
NOAA chart 14839) (NAD83).

(b) Definitions. As used in this
section, designated representative
means a Coast Guard Patrol
Commander, including a Coast Guard
coxswain, petty officer, or other officer
operating a Coast Guard vessel and a
Federal, State, and local officer
designated by or assisting the Captain of
the Port Buffalo. Authority to designate
may be delated by the Captain of the
Port Buffalo. A designation need not be
in writing.

(c) Regulations. (1) In accordance with
the general regulations in § 165.33, entry
into, transiting, remaining, or anchoring
within this security zone is prohibited
unless authorized by the Captain of the
Port Buffalo or a designated on-scene
representative.

(2) This security zone is closed to all
traffic, except as may be permitted by
the Captain of the Port Buffalo or their
designated on-scene representative.

(3) The “on-scene representative” of
the Captain of the Port Buffalo is any
Coast Guard commissioned, warrant,
petty officer, or Federal, State, or local
law enformcement officer who is
designated by the Captain of the Port
Buffalo to act on her behalf.

(d) Enforcement period. This section
will be enforced intermittently from
8:00 a.m. on April 29, 2021, through
11:59 p.m. on May 1, 2021.

Dated: March 26, 2021.
L.M. Littlejohn,

Captain, U.S. Coast Guard, Captain of the
Port Buffalo.

[FR Doc. 2021-06728 Filed 3—-31-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2020-0424]
RIN 1625—-AA00

Safety Zones; Vieques Unexploded

Ordnance Operations, East Vieques;
Vieques, Puerto Rico

AGENCY: Coast Guard, Department of
Homeland Security (DHS).
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ACTION: Final rule.

SUMMARY: The Coast Guard is
establishing permanent safety zones for
certain waters of Vieques, Puerto Rico.
This action is necessary to provide for
the safety of life on the navigable waters
near the island of Vieques, Puerto Rico
due to unexploded ordnances. This
rulemaking will prohibit mariners from
anchoring, dredging, or trawling in the
designated areas. It will also prohibit
persons and vessels from being in the
safety zones during clearance
operations, unless authorized by the
Captain of the Port San Juan or a
designated representative.

DATES: This rule is effective April 1,
2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG—2020—
0424 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Natallia Lopez, Sector
San Juan Prevention Department,
Waterways Management Division, U.S.
Coast Guard; telephone 787-729-2380,
email ssjwwm@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking
PR Puerto Rico

§ Section

U.S.C. United States Code

UXO Unexploded Ordnance

II. Background Information and
Regulatory History

On April 30, 2020, contractors on
behalf of the U.S. Navy contacted the
Coast Guard requesting the
establishment of permanent safety zones
surrounding unexploded ordnances
(UXO) in Vieques, PR. The Navy has
implemented long-term plans for the
deactivation and removal of the UXOs,
but safety zones are needed until those
operations are completed. The Captain
of the Port San Juan (COTP) has
determined that potential hazards
associated with the UXOs would be a
safety concern for anyone within the
designated areas. In response, on
October 19, 2020, the Coast Guard
published a notice of proposed
rulemaking (NPRM) titled, ““Safety
Zones; Vieques Unexploded Ordnance
Operations, East Vieques; Vieques,

Puerto Rico” (85 FR 66290). There we
stated why we issued the NPRM, and
invited comments on our proposed
regulatory action related to the safety
zones. During the comment period that
ended Novemeber 18, 2020, we received
no comments.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register because doing so would be
impracticable and contrary to the public
interest. Delaying the effective date of
this rule would be contrary to the safety
zone’s intended objectives of protecting
persons and vessels from the potential
safety hazards associated with UXOs
ordnance clearing operations on the
waters of East Vieques, Vieques, Puerto
Rico.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034. The
COTP has determined that potential
hazards associated with the UXOs
would be a safety concern for anyone
within the designated areas. The
purpose of this rule is to ensure safety
of vessels and the navigable waters in
the safety zones.

IV. Discussion of Comments, Changes,
and the Rule

As noted above, we received no
comments on our NPRM published on
October 19, 2020. There are no changes
in the regulatory text of this rule from
the proposed rule in the NPRM.

This rule establishes safety zones in
the navigable waters east of Vieques,
Puerto Rico. UXOs from past military
training operations remain present in
the waters of east Vieques, Puerto Rico.
The U.S. Navy is currently in the
process of planning, retrieving, and
properly disposing of the UXOs in this
area. These operations will be ongoing
for the next 20 years. Accordingly,
ordnance clearing operations will be
held at various times on the waters of
East Vieques, Vieques,