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are covered in OMB control number
0910-0014.

The primary purpose of this
collection of information is to determine
whether the research studies are being
conducted in accordance with
applicable statutes and regulations
specified under 21 CFR 361.1 and that
human subject safety is assured. If these
studies were not reviewed, human

subjects could be subjected to
inappropriate radiation or
pharmacologic risks. Respondents to
this information collection are the
chairperson or chairpersons of each
individual RDRC, investigators, and
participants in the studies. The burden
estimates are based on our experience
with these reporting and recordkeeping
requirements and the number of

submissions we received under the
regulations over the past 3 years.

In the Federal Register of April 17,
2026 (91 FR 20659), FDA published a
60-day notice requesting public
comment on the proposed collection of
information. No comments were
received.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

21 CFR section and applicable form Number of regug?122;0fer Total annual Alsﬁézgne Total
PP respondents reg onderFl)t responses per hours
P response
§361.1(c)(3) reports and (c)(4) approval (Form FDA 2914: 55 1 55 |1 i 55
Membership Summary)2.
§361.1(c)(3) reports (Form FDA 2915: Study Summary) —3 ..... 35 9 324 | 35 .......... 1,134
§361.1(d)(8) adverse eVENtS ........cceeveirieeiieiieereeeee e 10 1 10 | .5 (30 5
minutes)
TOAl oo enes | eenresrennee e | eereeeene e 389 | s 1,194
1There are no capital costs or operating and maintenance costs associated with this collection of information.
2 https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM094979.pdf.
3 https.://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCMO074720.pdf.
TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN *
Average
Number of Total
: Number of burden per Total
21 CFR section records per annual
recordkeepers record- hours
recordkeepers records keeping
§361.1(C)(2) RDRC ..ot eeeenes e 55 4 220 | 10 oo, 2,200
§361.1(d)(5) human research subjects 35 9 324 | .75 (45 min- 243
utes).
TOMAI ettt srees | eesireeeenreeeneeeens | aeeeesseeeeeneeeaaaaes 544 | 2,443

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

Our estimated burden for the
information collection reflects an
overall decrease of 52 hours and a
corresponding decrease of 97 responses.
This is attributed to the Agency
receiving fewer submissions over the
last few years due to decreased subject
enrollment during the pandemic.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.
[FR Doc. 2026-15070 Filed 7-24-26; 8:45 am]
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DEPARTMENT OF HOMELAND
SECURITY

Office of the Secretary

Determination Pursuant to Section 102
of the lllegal Inmigration Reform and
Immigrant Responsibility Act of 1996,
as Amended

AGENCY: Office of the Secretary,
Department of Homeland Security.

ACTION: Notice of determination.

SUMMARY: The Secretary of Homeland
Security has determined, pursuant to
law, that it is necessary to waive certain
laws, regulations, and other legal
requirements in order to ensure the
expeditious construction of barriers and
roads in the vicinity of the international
land border in the state of Texas.

DATES: This determination takes effect
on July 27, 2026.

SUPPLEMENTARY INFORMATION: Important

mission requirements of the Department
of Homeland Security (“DHS”) include

border security and the detection and
prevention of illegal entry into the
United States. Border security is critical
to the nation’s national security.
Recognizing the critical importance of
border security, Congress has mandated
DHS to achieve and maintain
operational control of the international
land border. Secure Fence Act of 2006,
Public Law 109-367, section 2, 120 Stat.
2638 (Oct. 26, 2006) (8 U.S.C. 1701
note). Congress defined “operational
control” as the prevention of all
unlawful entries into the United States,
including entries by terrorists, other
unlawful aliens, instruments of
terrorism, narcotics, and other
contraband. Id. Consistent with that
mandate, the President’s Executive
Order on Securing Our Borders directs
that I take all appropriate action to
deploy and construct physical barriers
to ensure complete operational control
of the southern border of the United
States. Executive Order 14165, section 3
(Jan. 20, 2025).


https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM094979.pdf
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM074720.pdf
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Congress has provided to the
Secretary of Homeland Security a
number of authorities necessary to carry
out DHS’s border security mission. One
of those authorities is found at section
102 of the Illegal Immigration Reform
and Immigrant Responsibility Act of
1996, as amended (“IIRIRA”’). Public
Law 104-208, Div. C, Tit. I, section 102,
110 Stat. 3009-546, 3009-554 (8 U.S.C
1103 note), as amended by the REAL ID
Act of 2005, Public Law 109-13, Div. B,
Tit. I, section 102, 119 Stat. 302, 306 (8
U.S.C. 1103 note), as amended by the
Secure Fence Act of 2006, Public Law
109-367, section 3, 120 Stat. 2638 (8
U.S.C. 1103 note), as amended by the
Department of Homeland Security
Appropriations Act, 2008, Public Law
110-161, Div. E, Tit. V, section 564, 121
Stat. 2042, 2090. In section 102(a) of
IIRIRA, Congress provided that the
Secretary of Homeland Security shall
take such actions as may be necessary
to install additional physical barriers
and roads (including the removal of
obstacles to detection of illegal entrants)
in the vicinity of the United States
border to deter illegal crossings in areas
of high illegal entry into the United
States. In section 102(b) of IIRIRA,
Congress mandated that in carrying out
the authority of section 102(a), I provide
for the installation of additional fencing,
barriers, roads, lighting, cameras, and
sensors to achieve and maintain
operational control of the border.
Finally, in section 102(c) of IIRIRA,
Congress granted to the Secretary of
Homeland Security the authority to
waive all legal requirements that I, in
my sole discretion, determine necessary
to ensure the expeditious construction
of barriers and roads authorized by
section 102 of IIRIRA.

Determination and Waiver

Section 1

The United States Border Patrol Big
Bend and Del Rio Sectors are areas of
high illegal entry. Between fiscal year
2021 and fiscal year 2025, Border Patrol
apprehended over 89,000 illegal aliens
attempting to enter the United States
between border crossings in the Big
Bend Sector. In that same time period
Border Patrol seized over 87,574 pounds
of marijuana, over 867 pounds of
cocaine, over 1,156 pounds of
methamphetamine, over 12 pounds of
heroin, and over 94 pounds of fentanyl.
Between fiscal year 2021 and fiscal year
2025, Border Patrol apprehended over
1,410,330 illegal aliens attempting to
enter the United States between border
crossings in the Del Rio Sector. In that
same time period Border Patrol seized
over 277 pounds of marijuana, over 198

pounds of cocaine, over 353 pounds of
methamphetamine, and over five
pounds of fentanyl.

Since the President took office, DHS
has delivered the most secure border in
history. More can and must be done,
however. As the statistics cited above
demonstrate, the Big Bend and Del Rio
Sectors are areas of high illegal entry
where illegal aliens regularly attempt to
enter the United States and smuggle
illicit drugs, and given my mandate to
achieve and maintain operational
control of the border, I must use my
authority under section 102 of IIRIRA to
install additional barriers and roads in
the Big Bend and Del Rio Sectors.
Therefore, DHS will take immediate
action to construct additional barriers
and roads in a segment of the border in
the Big Bend and Del Rio Sectors. The
segment where such construction will
occur is referred to herein as the
“project area,” which is more
specifically described in Section 2
below.

Section 2

I determine that the following area in
the vicinity of the United States border,
located in the state of Texas within the
U.S. Border Patrol Big Bend and Del Rio
Sectors, is an area of high illegal entry
(the “project area”): Starting at
approximately GPS point 29.728522,
—102.683945 and extending east to
approximately GPS point 29.449892,
—101.058017.

There is presently an acute and
immediate need to construct additional
physical barriers and roads in the
vicinity of the border of the United
States in order to prevent unlawful
entries into the United States in the
project area pursuant to section 102(a)
and 102(b) of IIRIRA. In order to ensure
the expeditious construction of
additional physical barriers and roads in
the project area, I have determined that
it is necessary that I exercise the
authority that is vested in me by section
102(c) of IIRIRA.

Accordingly, pursuant to section
102(c) of IIRIRA, I hereby waive in their
entirety, with respect to the
construction of physical barriers and
roads (including, but not limited to,
accessing the project areas, creating and
using staging areas, the conduct of
earthwork, excavation, fill, and site
preparation, and installation and
upkeep of physical barriers, roads,
supporting elements, drainage, erosion
controls, safety features, lighting,
cameras, and sensors) in the project
area, all of the following statutes,
including all federal, state, or other
laws, regulations, and legal
requirements of, deriving from, or

related to the subject of, the following
statutes, as amended: The National
Environmental Policy Act (Pub. L. 91—
190, 83 Stat. 852 (42 U.S.C. 4321 et
seq.)); the Endangered Species Act (Pub.
L. 93-205, 87 Stat. 884 (16 U.S.C. 1531
et seq.)); the Federal Water Pollution
Control Act (commonly referred to as
the Clean Water Act (33 U.S.C. 1251 et
seq.)); the National Historic Preservation
Act (Pub. L. 89-665, 80 Stat. 915, as
amended, repealed, or replaced by Pub.
L. 113-287 (formerly codified at 16
U.S.C. 470 et seq., now codified at 54
U.S.C. 100101 note and 54 U.S.C.
300101 et seq.)); the Migratory Bird
Treaty Act (16 U.S.C. 703 et seq.); the
Migratory Bird Conservation Act (16
U.S.C. 715 et seq.); the Clean Air Act (42
U.S.C. 7401 et seq.); the Archeological
Resources Protection Act (Pub. L. 96-95
(16 U.S.C. 470aa et seq.)); the
Paleontological Resources Preservation
Act (16 U.S.C. 470aaa et seq.); the
Federal Cave Resources Protection Act
of 1988 (16 U.S.C. 4301 et seq.); the
National Trails System Act (16 U.S.C.
1241 et seq.); the Safe Drinking Water
Act (42 U.S.C. 300f et seq.); the Noise
Control Act (42 U.S.C. 4901 et seq.); the
Solid Waste Disposal Act, as amended
by the Resource Conservation and
Recovery Act (42 U.S.C. 6901 et seq.);
the Comprehensive Environmental
Response, Compensation, and Liability
Act (42 U.S.C. 9601 et seq.); the
Archaeological and Historic
Preservation Act (Pub. L. 86-523, as
amended, repealed, or replaced by Pub.
L. 113-287 (formerly codified at 16
U.S.C. 469 et seq., now codified at 54
U.S.C. 312502 et seq.)); the Antiquities
Act (formerly codified at 16 U.S.C. 431
et seq. and 16 U.S.C. 431a ef seq., now
codified 54 U.S.C. 320301 et seq.); the
Historic Sites, Buildings, and
Antiquities Act (formerly codified at 16
U.S.C. 461 et seq., now codified at 54
U.S.C. 320301-320303 & 320101—
320106); the Eagle Protection Act (16
U.S.C. 668 et seq.); the Native American
Graves Protection and Repatriation Act
(25 U.S.C. 3001 et seq.); the
Administrative Procedure Act (5 U.S.C.
551 et seq.); Section 438 of the Energy
Independence and Security Act (42
U.S.C. 17094); the National Fish and
Wildlife Act of 1956 (Pub. L. 84—1024
(16 U.S.C. 742a, et seq.)); the Fish and
Wildlife Coordination Act (Pub. L. 73—
121 (16 U.S.C. 661 et seq.)); the
Farmland Protection Policy Act (7
U.S.C. 4201 et seq.); the Wild Horse and
Burro Act (16 U.S.C. 1331 et seq.); 43
U.S.C. 387; the Wild and Scenic Rivers
Act (Pub. L. 90-542 (16 U.S.C. 1281 et
seq.); the Federal Land Policy and
Management Act (Pub L. 94-579 (43
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U.S.C. 1701 et seq.)); the Wilderness Act
(Pub. L. 88-577 (16 U.S.C. 1131 et seq.));
the National Park Service Organic Act
and the National Park Service General
Authorities Act (Pub. L. 64-235, 39 Stat.
535 and Pub. L. 91-383, 84 Stat. 825 as
amended, repealed, or replaced by Pub.
L. 113-287, 128 Stat. 3094 (formerly
codified at 16 U.S.C. 1, 2—4 and 16
U.S.C. 1a-1 et seq., now codified at 54
U.S.C. 100101-100102, 54 U.S.C.
100301-100303, 54 U.S.C. 100501—
100507, 54 U.S.C. 100701-100707, 54
U.S.C. 100721-100725, 54 U.S.C.
100751-100755, 54 U.S.C. 100901—
100906, 54 U.S.C. 102101-102102)); 16
U.S.C. 156; 16 U.S.C. 157; 16 U.S.C.
157c; and 16 U.S.C. 157d.

This waiver does not revoke or
supersede any other waiver
determination made pursuant to section
102(c) of IIRIRA. Such waivers shall
remain in full force and effect in
accordance with their terms. I reserve
the authority to execute further waivers
from time to time as I may determine to
be necessary under section 102 of
IIRIRA.

Markwayne Mullin,

Secretary of Homeland Security.

[FR Doc. 2026-15096 Filed 7—24—26; 8:45 am]
BILLING CODE 9111-14-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

[Docket No. FWS-HQ-1A-2026-1783;
FXIA16710900000-267—-FF09A30000]

Foreign Endangered Species; Receipt
of Permit Applications

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of receipt of permit
applications; request for comments.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), invite the
public to comment on applications to
conduct certain activities with foreign
species that are listed as endangered
under the Endangered Species Act
(ESA). With some exceptions, the ESA
prohibits activities with listed species
unless Federal authorization is issued
that allows such activities. The ESA also
requires that we invite public comment
before issuing permits for any activity
otherwise prohibited by the ESA with
respect to any endangered species.
DATES: Comments will be accepted on or
before August 26, 2026. Comments
submitted electronically using the
Federal eRulemaking Portal (see
ADDRESSES, below) must be received by

11:59 p.m. eastern time on the closing
date.

To ensure your comment is received
and considered, you must submit it
using one of the methods identified in
the ADDRESSES section of this document.
Comments submitted through any
method not authorized in this
document, or sent to an address not
listed here, will not be considered.
ADDRESSES: Comment submission: All
submissions must include the docket
number [FWS-HQ-TIA-2026-1783] for
this document. You must submit
comments using one of the following
methods:

e FElectronic submission: Federal
eRulemaking Portal at: https://
www.regulations.gov. In the Search box,
enter FWS-HQ-IA-2026—1783, which is
the docket number for this action. Then
click the Search button. On the resulting
page, you may submit a comment by
clicking on “Comment.” Please ensure
that you have found the correct
document before submitting your
comments.

e U.S. mail: Public Comments
Processing, Attn: Docket No. FWS-HQ-
IA-2026-1783, Policy and Regulations
Branch, U.S. Fish and Wildlife Service,
MS: PRB (JAO/3W), 5275 Leesburg Pike,
Falls Church, VA 22041-3803.

Comments submitted through any
method not authorized in this
document, or sent to an address not
listed here, will not be considered. We
will not accept comments via email, fax,
or hand delivery. We are not required to
consider comments that are submitted
after the comment period ends or that
are submitted via a method outside of
these instructions. Comments
containing profanity, vulgarity, threats,
or other inappropriate content will not
be considered.

We will post all comments at https://
www.regulations.gov. You may request
that we withhold personal identifying
information from public review;
however, we cannot guarantee that we
will be able to do so. For more
information, see Public Comment
Procedures under SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Timothy MacDonald, by phone at 703—
358-2185 or via email at DMAFR@
fws.gov. Individuals in the United States
who are deaf, deafblind, hard of hearing,
or have a speech disability may dial 711
(TTY, TDD, or TeleBraille) to access
telecommunications relay services.
Individuals outside the United States
should use the relay services offered
within their country to make
international calls to the point-of-
contact in the United States.

SUPPLEMENTARY INFORMATION:
1. Public Comment Procedures

A. How do I comment on submitted
applications?

We invite the public and local, State,
Tribal, and Federal agencies to comment
on these applications. Before issuing
any of the requested permits, we will
take into consideration any information
that we receive during the public
comment period.

You may submit your comments and
materials by one of the methods in
ADDRESSES. We will not consider
comments sent by email or to an address
not in ADDRESSES. We will not consider
or include in our administrative record
comments we receive after the close of
the comment period (see DATES).

When submitting comments, please
specify the name of the applicant and
the permit number at the beginning of
your comment. Provide sufficient
information to allow us to authenticate
any scientific or commercial data you
include. The comments and
recommendations that will be most
useful and likely to influence agency
decisions are: (1) Those supported by
quantitative information or studies; and
(2) those that include citations to, and
analyses of, the applicable laws and
regulations.

B. May I review comments submitted by
others?

You may view and comment on
others’ public comments at https://
www.regulations.gov unless our
allowing so would violate the Privacy
Act (5 U.S.C. 552a) or Freedom of
Information Act (5 U.S.C. 552).

C. Who will see my comments?

If you submit a comment at https://
www.regulations.gov, your entire
comment, including any personal
identifying information, will be posted
on the website. If you submit a
hardcopy comment that includes
personal identifying information, such
as your address, phone number, or
email address, you may request at the
top of your document that we withhold
this information from public review.
However, we cannot guarantee that we
will be able to do so. Moreover, all
submissions from organizations or
businesses, and from individuals
identifying themselves as
representatives or officials of
organizations or businesses, will be
made available for public disclosure in
their entirety.

II. Background

To help us carry out our conservation
responsibilities for affected species, and
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