>
GPO,

46938

Federal Register/Vol. 91, No. 142/Monday, July 27, 2026 /Notices

Spouse Annual Amounts (for Wages,
Insurance, Interest, Social Security,
Civil Service Retirement, Military,
Railroad Retirement Board, Black Lung,
and Rest); Beneficiary/Spouse Rest of
Exclusion Amount; Medical Expense/
Education Expense/Last Expense/
Hardship Amounts; Receivable/
Receivable Amount; Monthly
Deductions/Deduction Amount;
Proceeds/Proceeds Amount; Address
Type Indicator; Address Name/
Fiduciary; Address Fiduciary Type;
Address Name Beneficiary; Corporate
Format Address (Address Lines One,
Two, and Three, City Name, State
Name, ZIP Code Prefix and Suffix,
Country Type Name, Foreign Postal
Code, Province Name, Territory Name,
Military Postal Type, Military Post
Office); and, Benefits Delivery Network
Treasury Address and ZIP Code Prefix.

System(s) of Records: The VA data
used in this matching program will be
disclosed from the following system of
records, as authorized by routine use 35:
“Compensation, Pension, Education,
and Vocational Rehabilitation and
Employment Records—VA (58VA21/22/
28),” 86 FR 61858 (Nov. 8, 2021).

[FR Doc. 2026-15146 Filed 7-24—26; 8:45 am|
BILLING CODE 4184-79-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2026—-N-3099]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Radioactive Drug
Research Committees

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Submit written comments
(including recommendations) on the
collection of information by August 26,
2026.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain.
Find this particular information
collection by selecting “Currently under

Review—Open for Public Comments” or
by using the search function. The OMB
control number for this information
collection is 0910-0053. Also include
the FDA docket number found in
brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT: Ila
S. Mizrachi, Office of Operations, Food
and Drug Administration, Three White
Flint North, 10A—12M, 11601
Landsdown St., North Bethesda, MD
20852, 301-796-1244, PBAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Radioactive Drug Research
Committees—21 CFR 361.1

OMB Control Number 0910-0053—
Extension

This information collection request
supports regulations and associated
Agency forms. Sections 201, 505, and
701 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 355, and
371) establish provisions under which
FDA issues regulations governing the
use of radioactive drugs for basic
scientific research. Specifically, § 361.1
(21 CFR 361.1) sets forth specific
regulations about establishing and
composing radioactive drug research
committees (RDRCs) and their role in
approving and monitoring basic
research studies using
radiopharmaceuticals. No basic research
study involving any administration of a
radioactive drug to research subjects is
permitted without the authorization of
an FDA-approved RDRC (§ 361.1(d)(7)).
The type of research that may be
undertaken with a radiopharmaceutical
drug must be intended to obtain basic
information and must not carry out a
clinical trial for safety or efficacy. The
types of basic research permitted are
specified in the regulations and include
studies of metabolism, human
physiology, pathophysiology, or
biochemistry.

Section 361.1(c)(2) requires that each
RDRC will select a chairman, who will
sign all applications, minutes, and
reports of the committee. Each
committee will meet at least once each
quarter in which research activity has
been authorized or conducted. Minutes
will be kept and will include the
numerical results of votes on protocols
involving use in human subjects. Under
§361.1(c)(3), each RDRC will submit an
annual report to FDA. The annual report
will include the names and

qualifications of the members of, and of
any consultants used by, the RDRC,
using Form FDA 2914 (Report on
Research Use of Radioactive Drugs—
Membership Summary). The annual
report will also include a summary of
each study conducted during the
preceding year, using Form FDA 2915
(Report on Research Use of Radioactive
Drugs—Study Summary).

We developed a guidance for industry
and researchers titled ‘“Radioactive Drug
Research Committee: Human Research
Without An Investigational New Drug
Application” (August 2010) available at
https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/radioactive-drug-research-
committee-human-research-without-
investigational-new-drug-application.
The guidance provides information to
help determine whether research
studies may be conducted under an
FDA-approved RDRC, or whether
research studies must be conducted
under an investigational new drug
application (IND). The guidance also
offers answers to frequently asked
questions on conducting research with
radioactive drugs and provides
information on the membership,
functions, and reporting requirements of
an FDA-approved RDRC. All Agency
guidance documents are issued
consistent with our good guidance
practice regulations at 21 CFR 10.115.

Under § 361.1(d)(5), each investigator
will obtain the proper consent required
under the regulations. Each female
research subject of childbearing
potential must state in writing that she
is not pregnant or, based on a pregnancy
test, be confirmed as not pregnant.

Under § 361.1(d)(8), the investigator
will immediately report to the RDRC all
adverse effects associated with use of
the drug, and the committee will then
report to FDA all adverse reactions
probably attributed to the use of the
radioactive drug.

Section 361.1(f) sets forth labeling
requirements for radioactive drugs.
These requirements are not in the
reporting burden estimate because they
are information supplied by the Federal
Government to the recipient for the
purposes of disclosure to the public (5
CFR 1320.3(c)(2)).

Types of research studies not
permitted under the regulations are also
specified in § 361.1(a) and include those
intended for immediate therapeutic,
diagnostic, or similar purposes or to
determine the safety or effectiveness of
the drug in humans for such purposes
(i.e., to carry out a clinical trial for safety
or efficacy). These studies require filing
of an IND under 21 CFR part 312, and
the associated information collections,


https://www.reginfo.gov/public/do/PRAMain
https://www.reginfo.gov/public/do/PRAMain
mailto:PRAStaff@fda.hhs.gov
mailto:PRAStaff@fda.hhs.gov
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/radioactive-drug-research-committee-human-research-without-investigational-new-drug-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/radioactive-drug-research-committee-human-research-without-investigational-new-drug-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/radioactive-drug-research-committee-human-research-without-investigational-new-drug-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/radioactive-drug-research-committee-human-research-without-investigational-new-drug-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/radioactive-drug-research-committee-human-research-without-investigational-new-drug-application
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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]

BILLING CODE 4164-01-P

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

		Superintendent of Documents
	2026-07-25T01:44:58-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




